
10 JUN 2008 06:27Report run on: Page 1
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Jul-2006

Vaccine Date
11-Jul-2006
Onset Date

0
Days

14-Jul-2006
Status Date

DC
State Mfr Report Id

Immediately after injection complained of severe pain at site. Fell off table and fainted for approximately 10 - 15 seconds. Hyperventilated and cried progressing
Chvostek's sign in hands and feet. Rebreathing into a bag progressing to clearing of symptoms. Complained of headache, blurry vision; Vision test was normal.
Vomiting x 1 in parking lot and speech was momentarily inarticulate. Sent to ER. At ER neuro exam was normal except for word recall "coffee instead of
coughing" "Sired instead of tired." Continued complaint of headache. Vomited x 2. All symptoms spontaneously cleared approximately 6 hours after incident.
Overnight hospitalization for observation. Neurological evaluation before discharge was normal. Diagnosis also included dehydration. No fluids were taken from
7/10/2006 PM until IV in ER. Anion gap noted on chemistries and concentration of urine obtained after several hours of hydration. Discharge diagnosis:
Dehydration, Vasovagal syncope secondary to shot vs pain at injection site.  7/17/06 Medical records received from reporter/provider which included vax
record, office note of 7/11 & neuro consult of 7/15 by MD who also saw her in the hospital on 7/11-12.  Neuro report indicates the CT scan of head was WNL &
that dx is syncope probably precipitated by pain of vax injection along w/dehydration (no fluid intake since evening of 7/10 until IVF given in ER).  As of 7/15
patient continued to have throbbing HA when bending down & also c/o strong heart beats ocassionally.  PMH: dehydration requiring hospitalization at age 3 yo.
 Also has hx of mild anxiety.  Family hx: patient's mother has Fuch's disease (genetic degenertive corneal disease which her mother also had) & patient's father
has depression. There are no siblings.  It was noted that she had 3 episodes of emesis following vax along w/ sustaining mild concussion when fell from exam
table which was characterized by brief episode of aphasia, slurred speech & possible right facial paresis noted only by patient's mother./ss 10/27/06 Received
medic

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

LABS: WBC 11.7, neutros 84, lymphs 9.7.
Allergic rhinitis, spring pollens/ragweed/dust/mold

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

259545-1 (S)

13-Nov-2006
VAX Detail:

Last Edit Date

Seriousness:

 Dehydration, Fall, Headache, Hyperventilation, Injection site pain, Muscle spasms, Speech disorder, Syncope, Vision blurred, Vomiting

 ER VISIT, HOSPITALIZED, SERIOUS

Related reports:   259545-2

Other Vaccine
14-Jul-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0637F 0 Right arm Unknown



10 JUN 2008 06:27Report run on: Page 2
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Jul-2006

Vaccine Date
11-Jul-2006
Onset Date

0
Days

21-Mar-2007
Status Date

--
State

WAES0702USA03647
Mfr Report Id

Information has been received via a company representative regarding an article as reported concerning a 14 year old female. On 11-JUL-2006, the patient
was vaccinated with Gardasil (yeast). Immediately following the vaccination, the patient developed severe pain, fell off the examining table and experienced a
10 to 15 second fainting spell. It was reported that the patient ended up at the emergency room with a headache and speech problems. It was further that the
patient had developed a syncopal episode combined with amblyopia (poor vision in one eye), abnormal speech and vomiting. At the time of this report, the
outcome of the events were unknown. No further information is available.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

259545-2

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Amblyopia, Fall, Headache, Pain, Speech disorder, Syncope, Vomiting

 ER VISIT, NOT SERIOUS

Related reports:   259545-1

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Jul-2006

Vaccine Date
25-Jul-2006
Onset Date

0
Days

28-Jul-2006
Status Date

CA
State Mfr Report Id

Patient received Hep A in right arm. Then received HPV in left arm. C/O pains, numbness. Started walking down hall fainted and had tonic/clonic  movement for
15 sec.

Symptom Text:

NONEOther Meds:
Lab Data:
History:

Viral with low grade feverPrex Illness:

BP 90/30 90/62 110/70 110/60, BG 114 Pulse OX 99, Strep culture neg.
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

260144-1

10-Aug-2006
VAX Detail:

Last Edit Date

Seriousness:

 Dyskinesia, Hypertonia, Hypoaesthesia, Hypotonia, Pain, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
26-Jul-2006

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
MERCK & CO. INC.

0637F
0144F

0 Left arm
Right arm

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 4
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jul-2006

Vaccine Date
18-Jul-2006
Onset Date

0
Days

02-Aug-2006
Status Date

TX
State Mfr Report Id

Swelling immediately after vaccine was administered, also rash.  Ice pack was applied for 5 minutes and swelling decreases.  Rash was still visible, but cream
was applied.

Symptom Text:

NONEOther Meds:
Lab Data:
History:

human papilloma virus, genital wartsPrex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

260907-1

02-Aug-2006
VAX Detail:

Last Edit Date

Seriousness:

 Rash, Swelling

 NO CONDITIONS, NOT SERIOUS

Related reports:   260907-2

Other Vaccine
01-Aug-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0702F 0 Right arm Unknown



10 JUN 2008 06:27Report run on: Page 5
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
23-Aug-2006
Status Date

TX
State

WAES0607USA04365
Mfr Report Id

Information has been received from a physician concerning a 17 year old female who on unspecified date was vaccinated with a 0.5 ml of HPV rLI 6 11 16 18
VLP vaccine (yeast). Subsequently the patient experienced painful swelling " the size of a golf ball".  The patient recovered by the "next day".  Unspecified
medical attention was sought.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

UnknownPrex Illness:

NONE
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

260907-2

19-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Pain, Swelling

 ER VISIT, NOT SERIOUS

Related reports:   260907-1

Other Vaccine
15-Aug-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Jul-2006

Vaccine Date
Unknown

Onset Date Days
11-Aug-2006
Status Date

CA
State Mfr Report Id

Dizzy, nauseated, developed axillary lymphadenopathy on side with Menactra inoculation.Symptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

261359-1

11-Aug-2006
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Lymphadenopathy, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
10-Aug-2006

Received Date

Prex Vax Illns:

TD
HPV4
MEN

UNKNOWN MANUFACTURER
MERCK & CO. INC.
UNKNOWN MANUFACTURER

C2457AA
0702F
U1920AA

5
0
0

Right arm
Left arm
Left arm

Unknown
Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Jul-2006

Vaccine Date
12-Jul-2006
Onset Date

0
Days

23-Aug-2006
Status Date

CA
State

WAES0607USA041063
Mfr Report Id

Information has been received from a physician concerning a 24 year old female with no medical history and no drug allergies who "last week" on
approximately 12-JUL-2006 was vaccinated with HPV vaccine rLI 6 11 16 18 VLP vaccine (yeast) (0.5 ml).  Concomitant therapy that day included diphtheria
toxoid (+) pertussis acellular vaccine (unspecified) (+) tetanus toxoid.  The vaccines were administered in different arms.  Subsequently, "12 hours after
vaccination" the patient developed a rash throughout her whole body that lasted for two days.  Unspecified medical attention was sought.  The patient
recovered two days after injection.  Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

261575-1

25-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Aug-2006

Received Date

Prex Vax Illns:

TDAP
HPV4

UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Jul-2006

Vaccine Date
19-Jul-2006
Onset Date

0
Days

23-Aug-2006
Status Date

TX
State

WAES0607USA04314
Mfr Report Id

Information has been received from a physician concerning an approximately 16 year old female who on 19-JUL-2006 was vaccinated with HPV rLI 6 11 16 18
VLP vaccine (yeast).  It was reported that "immediately after the injection", on 19-JUL-2006, the patient experienced pain and stinging at the injection site that
lasted about 2 minutes and radiated the arm.  The patient also reported feeling faint following the injection and experienced swelling.  It was reported that the
swelling went down but the pain persisted.  Unspecified medical attention was sought.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

261576-1

19-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Pain, Swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Aug-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Jul-2006

Vaccine Date
27-Jul-2006
Onset Date

0
Days

23-Aug-2006
Status Date

FL
State

WAES0607USA05727
Mfr Report Id

Information has been received from a registered nurse and a physician concerning a 16 year old female no medical history and no  drug allergies who on 27-
JUL-2006 was vaccinated intramuscularly in the right deltoid with the first dose of HPV rLI 6 11 16 18 VLP vaccine (yeast) (0.5 ml) (lot#653650/0702F).  There
were no concomitant medications.  At the time of vaccination the patient experienced extreme pain at the injection site and fainted.  The nurse reported that
"the onset of the pain was immediate and lasted for 1 and a half to 2 minutes and then the patient passed out for 15 to 20 seconds and then was all right".  The
physician reported that the patient had a vasovagal syncopal episode, was not incontinent, and experienced no post- ictal state.  Unspecified medical attention
was sought.  Subsequently, the same day the patient recovered from the extreme pain at the injection site and vasovagal syncopal episode.  The patient did
not wish to continue the series as a result of the adverse experience.  Additional information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

261577-1

23-Aug-2006
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Aug-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0702F 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Jul-2006

Vaccine Date
27-Jul-2006
Onset Date

0
Days

23-Aug-2006
Status Date

FL
State

WAES0607USA05775
Mfr Report Id

Information has been received from a physician and registered nurse concerning a 21 year old female with no medical history of drug allergies who on 27-JUL-
2006 was vaccinated intramuscularly in the left deltoid with the first dose of HPV rLI 6 11 16 18 VLP vaccine (yeast) (0.5 ml) (lot#653650/0702F).  Concomitant
therapy included possible hormonal contraceptives (unspecified).  On 27-JUL-2006 the patient experienced extreme pain at the injection site.  The onset of the
pain was immediate and lasted for 5 to 6 minutes and then resolved.  Unspecified medical attention was sought.  It was reported that the patient does not wish
to continue the series of vaccinations.  Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

261578-1

23-Aug-2006
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Aug-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0702F 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Jul-2006

Vaccine Date
28-Jul-2006
Onset Date

0
Days

23-Aug-2006
Status Date

TX
State

WAES0608USA00186
Mfr Report Id

Information has been received from a physician concerning a 14 year old female who on 28-JUL-2006 was vaccinated with HPV rLI 3 11 16 18 VLP vaccine
(yeast).  Concomitant vaccination on 28-JUL-2006 included diphtheria toxoid (+) pertussis vaccine (unspecified) (+) tetanus toxoid.  The patient stated that
following vaccination on 28-JUL-2006, she " experienced a great deal of pain at the injection site".  Unspecified medical attention was sought.  At the time of
this report, the outcome of the event was unknown. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

261579-1

25-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Aug-2006

Received Date

Prex Vax Illns:

HPV4
DTP

MERCK & CO. INC.
UNKNOWN MANUFACTURER

NULL
NULL

Unknown
Unknown

Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Aug-2006
Vaccine Date

22-Aug-2006
Onset Date

8
Days

25-Aug-2006
Status Date

TX
State Mfr Report Id

Patient developed a fine, red rash over torso and legs with itching reported on8/22/2006.Symptom Text:

OrthoTricyclen-LoOther Meds:
Lab Data:
History:

nonePrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

262070-1

25-Aug-2006
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus, Rash

 NO CONDITIONS, NOT SERIOUS

Related reports:   262070-2

Other Vaccine
24-Aug-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0637F 0 Right arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Aug-2006
Vaccine Date

19-Aug-2006
Onset Date

5
Days

21-Sep-2006
Status Date

TX
State

WAES0608USA05899
Mfr Report Id

Information has been received from a nurse practitioner concerning a 25 year old female with no pertinent medical history or drug allergies, who on 8/14/06 was
vaccinated IM in the right deltoid with the first dose of HPV rL1 6 11 16 18 VLP vaccine (yeast) 0.5ml (lot 653937/0637F). There was no concomitant
medication. On 8/19/06 the pt notified her physicians office stating that she had developed a rash on both legs and torso. The pt did not experienced a fever .
Unspecified medical attention was sought. Treatment advised was an antihistamine. Subsequently, the pt recovered. Additional information has been
requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

262070-2

05-Oct-2006
VAX Detail:

Last Edit Date

Seriousness:

 Pyrexia, Rash

 ER VISIT, NOT SERIOUS

Related reports:   262070-1

Other Vaccine
19-Sep-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0637F 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Aug-2006
Vaccine Date

14-Aug-2006
Onset Date

0
Days

28-Aug-2006
Status Date

NY
State Mfr Report Id

1 hr after vaccination, pt reported to feel dizzy, weak, vision went black for a few seconds, got pale with purple lips x 1/2hr. Felt better after drinking OJ. Then
got temp 101F and chills x 1 day.

Symptom Text:

Other Meds:
Lab Data:
History:

NONEPrex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

262096-1

28-Aug-2006
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Chills, Cyanosis, Dizziness, Pallor, Pyrexia, Visual disturbance

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
25-Aug-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0637C 0 Right arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Aug-2006
Vaccine Date

23-Aug-2006
Onset Date

0
Days

31-Aug-2006
Status Date

WA
State Mfr Report Id

Vasovagal syncope shortly after receiving hep A and Gardasil vaccine, fell, hit nose on a drawer, loss of consciousness, sent to ER in transport broke nose.Symptom Text:

Other Meds:
Lab Data:
History:

NONEPrex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

262242-1

31-Aug-2006
VAX Detail:

Last Edit Date

Seriousness:

 Fall, Fracture, Syncope vasovagal

 ER VISIT, NOT SERIOUS

Other Vaccine
29-Aug-2006

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
MERCK & CO. INC.

0637F
0706R

0
1

Left arm
Left arm

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Jul-2006

Vaccine Date
25-Jul-2006
Onset Date

0
Days

31-Aug-2006
Status Date

WA
State Mfr Report Id

Vaccine given after physical. Pt fainted, vasovagal, hit head on carpeted cement floor. Loss of consciousness 1 min, had tonic posturing of right hand only
some shaking.

Symptom Text:

Other Meds:
Lab Data:
History:

NONEPrex Illness:

MRI next AM nl
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

262243-1

31-Aug-2006
VAX Detail:

Last Edit Date

Seriousness:

 Injury, Syncope, Tremor

 ER VISIT, NOT SERIOUS

Other Vaccine
29-Aug-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0637F 0 Right arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Aug-2006
Vaccine Date

18-Aug-2006
Onset Date

1
Days

05-Sep-2006
Status Date

CA
State

WAES0608USA04945
Mfr Report Id

Information has been received from a physician and a medical assistant concerning an 18 yr old female with no pertinent medical history or allergies, who on
17Aug06 was vaccinated IM with HPV rL1 6 11 16 18 VLP vaccine (yeast) (0.5ml) (lot 653650/0702F). There was no concomitant therapy. Subsequently, on
18Aug06 the pt developed a rash and hives. It was reported that this was not an injection site rash. The pt presented to her physician's office on 18Aug06 with
hives all over her body. She was treated with oral diphenhydramine hydrochloride (Benadryl). It was also reported that the pt went to the ER twice on 19Aug06
and 20Aug06 and was treated with intravenous methylprednisolone sodium succinate (Solu Medrol) for the hives and welts all over her body and was released
(it was also reported that the pt was given IV saline). The pt was scheduled to have a follow up visit with her physician within a week. At the time of this report,
the pt had not recovered. The rash and generalized urticaria were felt to be other important medical events. Additional information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

262451-1

05-Oct-2006
VAX Detail:

Last Edit Date

Seriousness:

 Rash, Urticaria

 ER VISIT, OMIC, SERIOUS

Other Vaccine
01-Sep-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0702F Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Jul-2006

Vaccine Date
26-Jul-2006
Onset Date

1
Days

01-Sep-2006
Status Date

RI
State Mfr Report Id

Hard painful lump at site of injection, red, site is hot to the touch. Pt states feeling "tired & run down" since injection.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

262482-1

01-Sep-2006
VAX Detail:

Last Edit Date

Seriousness:

 Fatigue, Feeling hot, Injection site hypersensitivity, Injection site mass, Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
31-Aug-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 19
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Jul-2006

Vaccine Date
13-Aug-2006
Onset Date

13
Days

08-Sep-2006
Status Date

MS
State Mfr Report Id

Vaccine was given on July 31 2006. She began having numbness and tingling in her feet and hands on or around August 13th or 14th, which persisted and
slightly worsened until she was seen in our office on August 21st.  Her neurological examination was normal, she had an elevated sedimation rate (39), mild
protienuria, otherwize normal labs. MRI of her lumbosacral spine showed a (possibly old, chronic) subarachnoid cyst.  She was referred to a neurologist and
was seen on August 25th and was found to have weakened severely and was admitted to PICU for suspected Guillian-Barre syndrome which was confirmed by
lumbar puncture.  She was treated with IVIG with rapid improvement and has gone home.  She is slowly improving and has residual weakness.  Medical
records including neurology received/reviewed. Final diagnosis is GBS. Was treated with IVIG as indicated on VAERS form. Per records pt has residual
weakness. 12/19/06-progress notes received for and DC Summary DC DX: GBS.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

MRI of brain, cervical, thoracic and lumbosacral spine, drug screen, pregnancy test, sed rate, Blood count, blood chemistries, Lumbar Puncture.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

262735-1 (S)

22-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Guillain-Barre syndrome, Hypoaesthesia, Paraesthesia, Proteinuria, Red blood cell sedimentation rate increased

 HOSPITALIZED, LIFE THREATENING, SERIOUS

Related reports:   262735-2;  262735-3;  262735-4

Other Vaccine
07-Sep-2006

Received Date

Prex Vax Illns:

MNQ
HPV4

AVENTIS PASTEUR
MERCK & CO. INC.

42107AA
0697F

0
0

Gluteous maxima
Gluteous maxima

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Jul-2006

Vaccine Date
13-Aug-2006
Onset Date

13
Days

29-Dec-2006
Status Date

MS
State

200602493
Mfr Report Id

Initial report received on 22/Sep/2006 from the Centers for Disease Control and Prevention (CDC). A 16 year old female patient had received an intramuscular,
first dose injection of Menactra, lot number reported as 42017AA; and an intramuscular, first dose injection of Human Papillomavirus Recombinant Vaccine, lot
number 0697F; on 31/Jul/2006. On or around 13/Aug/2006, the patient experienced numbness and tingling in her feet and hands. The symptoms persisted and
had slightly worsened at the time of her examination by a physician on 21/Aug/2006. At that time, "neurological examination was normal." She had and
elevated sedimentation rate (39), mild proteinuria, and "otherwise normal labs." Other laboratory tests performed, (specific results not provided), included a
blood count, blood chemistries, pregnancy test and drug screen. MRI was performed of the brain, cervical, thoracic and lumbosacral spine. MRI of the
lumbosacral spine showed a (possibly old, chronic) subarachnoid cyst. The patient was referred to and examined by a neurologist on 25/Aug/2006. During that
exam, she was found to have weakened severely. She was admitted to a pediatric intensive care unit for suspected Guillain Barre syndrome which was
confirmed by lumbar puncture. Lumbar puncture results were not provided. She was treated with IVIG with rapid improvement; and after five days of
hospitalization, was discharged to home. Per the reported, she is slowly improving and had residual weakness. Recovery status was documented as unknown.
As per the CDC this case was confirmed by CISA (Clinical Immunization Safety Assessment network) as being Guillain Barre syndrome following Menactra
vaccination. Follow-up information received 27/Sep/2006 from the Centers for Disease Control and Prevention. Per the reported, the patient was hospitalized
on 25/Aug/2006. The date of discharge was not reported. The patient's Guillain Barre Syndrome was confirmed by lumbar puncture testing.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

262735-2 (S)

29-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Guillain-Barre syndrome, Hypoaesthesia

 HOSPITALIZED, SERIOUS

Related reports:   262735-1;  262735-3;  262735-4

Other Vaccine
15-Dec-2006

Received Date

Prex Vax Illns:

MNQ
HPV4

AVENTIS PASTEUR
MERCK & CO. INC.

42107A
0697F

Unknown
Unknown

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Jul-2006

Vaccine Date
13-Aug-2006
Onset Date

13
Days

09-Mar-2007
Status Date

MS
State

200602493
Mfr Report Id

Initial report received on 22/Sep/2006. A 16-year-old female patient had received an intramuscular, first dose injection of Menactra, lot number reported as
42107AA (not a valid manufacturer lot number), and intramuscular, first dose injection of Gardasil, lot number 0697F, on 31/Jul/2006. On or around
13/Aug/2006 or 14/Aug/2006, the patient experienced numbness and tingling in her feet and hands. The symptoms persisted and had slightly worsened at the
time of her examination by a physician on 21/Aug/2006. At that time, neurological examination was normal. She had an elevated sedimentation rate (39), mild
proteinuria, and otherwise normal labs. Other laboratory tests performed, (specific results not provided), included a blood count, blood chemistries, pregnancy
test and drug screen. MRI was performed of the brain, cervical, thoracic and lumbosacral spine. MRI of the lumbosacral spine showed a (possibly old, chronic)
subarachoid cyst. The patient was referred to and examined by a neurologist on 25/Aug/2006. During that exam, she was found to have weakened severely.
She was admitted to a pediatric intensive care unit for suspected Guillain Barre syndrome which was confirmed by lumbar puncture. Lumbar puncture results
were not provided. She was treated with IVIG with rapid improvement, and after five days of hospitalization, was discharged to home. Per the reporter, she is
slowly improving and has residual weakness. Recovery status was documented as unknown. This case was confirmed as being Guillain Barre syndrome
following Menactra vaccination. Follow-up information received on 27/Sep/2006. Per the reporter, the patient was hospitalized on 25/Aug/2006. The date of
discharge was not reported. The patient's Guillain Barre syndrome was confirmed by lumbar puncture testing. Literature citation, update: Guillain Barre
syndrome among recipients of Menactra Meningococcal conjugate vaccine June 2005-September 2006. Follow-up information received on 19 October 2006
from a health care professional concerning a publication.

Symptom Text:

Other Meds:
Lab Data:

History:
Prex Illness:

Blood chemistries normal, urinalysis Albuminuria, nerve conduction study GBS, MRI of LS spine, brain, Cervical, thoracic possibly old, Chronic subarachnoid
cyst, blood drug screen normal, erythrocyte elevated, serum beta human normal, CBC n
The patient was well on the day of immunization.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

262735-3 (S)

09-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Areflexia, Asthenia, Cyst, Guillain-Barre syndrome, Hypoaesthesia, Laboratory test normal, Lumbar puncture, Muscular weakness, Nerve conduction studies
abnormal, Neurological examination normal, Nuclear magnetic resonance imaging abnormal, Occupational therapy, Paraesthesia, Physiotherapy, Pregnancy
test, Proteinuria, Red blood cell sedimentation rate increased

 HOSPITALIZED, LIFE THREATENING, SERIOUS

Related reports:   262735-1;  262735-2;  262735-4

Other Vaccine
08-Mar-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

AVENTIS PASTEUR
MERCK & CO. INC.

42107A
0697F

0
0

Gluteous maxima
Gluteous maxima

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Jul-2006

Vaccine Date
13-Aug-2006
Onset Date

13
Days

11-Jul-2007
Status Date

--
State

WAES0611USA01724
Mfr Report Id

It was reported in a published literature article title as stated above through MMWR on a review of reports, submitted to VAERS that a 16 year old (also
reported as 17 year old) female was vaccinated IM into the gluteus maxima on 31-JUL-2006 with a dose of Gardasil (lot # 653650/0697F) and a dose of
Menactra (lot # 42107AA) IM in the gluteus maximus. On 13-AUG-2006, she experienced numbness and tingling in her extremities. On 25-AUG-2006, she was
evaluated by a neurologist for increasing weakness and subsequently admitted to the hospital. On physical examination, she was found to have absence
reflexes bilaterally in the upper and lower extremities and had decreased muscle strength in the lower extremities. Nerve conduction studies were consistent for
Guillain-Barre syndrome. An analysis of the cerebrospinal fluid showed the protein to be 59 mg/dL with no white blood cells. The patient received IV
immunoglobulin improved and was discharged on 05-SEP-2006. As of 07-SEP-2006, the patient still had residual weakness but was continuing to improve. The
article also discussed the experience of a 43 year old male while on therapy with MMR (manufacturer unknown) (WAES# 0611USA01723) and a 15 year old
female on therapy with hepatitis B virus vaccine rHBsAg (yeast) (manufacturer unknown) (WAES#0611USA00989). This is a an amended report. The
statement "through MMWR on a review of reports, submitted to VAERS" has been added to the narrative and the primary and initial source type was changed
from physician to agency. Additional information was received from VAERS agency. On 13 or 14-AUG-2006, thirteen days after the vaccination, the patient
began having numbness and tingling in her feet and hands which persisted and slightly worsened until she was seen in our office on 21-AUG-2006. Her
neurological examination was normal. She had an elevated sedimentation rate (39), mild proteinuria (albuminuria), otherwise normal labs. Magnetic resonance
imaging (MRI) of her lumbosacral spine showed a (possibly old, chronic) subarachnoid cys

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Prex Illness:

nerve conduction study 08/25/06 - GBS, physical examination 08/25/06 - see narrative, diagnostic laboratory 08/13/06 - blood chemistries: normal, spinal tap
08/13?/06 - no result provided, magnetic resonance 08/13?/06 - of LS spine, brain,
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

262735-4 (S)

11-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Albuminuria, Areflexia, Asthenia, Guillain-Barre syndrome, Hypoaesthesia, Muscular weakness, Nerve conduction studies abnormal, Paraesthesia

 HOSPITALIZED, LIFE THREATENING, SERIOUS

Related reports:   262735-1;  262735-2;  262735-3

Other Vaccine
10-Jul-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

42107AA
0697F

0
0

Gluteous maxima
Gluteous maxima

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Aug-2006
Vaccine Date

01-Aug-2006
Onset Date

0
Days

11-Sep-2006
Status Date

VA
State

WAES0608USA06904
Mfr Report Id

Information has been received from a physician concerning a 15 year old female patient who in August 2006, was vaccinated IM with a dose of HPV rL1 6 11
16 18 VLP vaccine. Prior to administration, the patient received the following concomitant therapy: hepatitis A vaccine and meningococcal ACYW conjugate
vaccine. The patient had a mild seizure after receiving HPV rL1 6 11 16 18 VLP vaccine injection. She also complained of a great deal of pain at injection site.
Medical attention was sought. It was reported that the patient recovered 1 day after the event. Her mother called the physician at home 1 day after the
injections to state that the patient was fine. Upon internal review, mild seizure was considered to be an other important medical event (OMIC). Additional
information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

262742-1

11-Sep-2006
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Injection site pain

 ER VISIT, OMIC, SERIOUS

Other Vaccine
08-Sep-2006

Received Date

Prex Vax Illns:

MNQ
HEPA
HPV4

AVENTIS PASTEUR
MERCK & CO. INC.
MERCK & CO. INC.

NULL
NULL
NULL

Unknown
Unknown
Unknown

Unknown
Unknown

Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Aug-2006
Vaccine Date

23-Aug-2006
Onset Date

1
Days

11-Sep-2006
Status Date

--
State

WAES0608USA05911
Mfr Report Id

Information has been received from a nurse concerning her 17 year old daughter with asthma who on 8/22/06 was vaccinated IM with HPV rL1 6 11 16 18 VLP
vaccine (0.5ml). On 8/23/06 the patient developed a swollen thumb and her palms became red and hot. The patient later developed a tightness in her chest.
The patient was immediately taken to a physician (an allergist who was the mother's employer) who immediately gave the patient a huge dose of cetirizine
hydrochloride and acetaminophen as an intervention. The patient was not hospitalized and did not got to the emergency room. It was unknown if the affected
site was the same arm that the vaccine was given in. The patient subsequently recovered from the red and hot palms, swollen thumb, and chest tightness on
an unspecified date. The red and hot palms, swollen thumb and chest tightness were felt to be other important medical events. Additional information has been
requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

Asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

262743-1

11-Sep-2006
VAX Detail:

Last Edit Date

Seriousness:

 Chest discomfort, Erythema, Oedema peripheral

 ER VISIT, OMIC, SERIOUS

Other Vaccine
08-Sep-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Aug-2006
Vaccine Date

15-Aug-2006
Onset Date

5
Days

11-Sep-2006
Status Date

TX
State Mfr Report Id

09/01/06 pt call with c/o decreased ROM in L arm 5 days after injection administration to current date. Tx with Naproxen x 10 days and Tylenol #3.Symptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

262785-1

11-Sep-2006
VAX Detail:

Last Edit Date

Seriousness:

 Movement disorder

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
08-Sep-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0702F 0 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Aug-2006
Vaccine Date

27-Aug-2006
Onset Date

4
Days

12-Sep-2006
Status Date

GA
State

WAES0608USA06930
Mfr Report Id

Information had been received from a healthcare worker concerning a 17 year old female pt with a sulfonamide allergy who on 8/23/06 was vaccinated IM in left
upper arm with a dose of HPV rL1 6 11 16 18 VLP vaccine yeast, lot 653736/089F. There was no concomitant medication. it was reported that 5 days after
vaccination, on 8/27/06, the pt developed lymph node swelling in the clavicle area, described as grape size. The pt complained of interference of upper arm
movement and felt something was present in the clavicle area. Unspecified blood work was done. On 8/29/06 a CAT scan was performed and lump was
described as having 2 smaller and 1 larger lymph nodes involved. On 8/30/06 the pt was scheduled for surgery to have the lymph nodes removed and biopsied.
As of the report date, the pt had not recovered. The reporter felt that the lymph node swelling and interference with upper arm movement were other important
medical events (OMIC). Additional information has been requested.  10/13/06 Received medical records from hospital which reeal patient seen in ER 8/29/06
for enlarged lymph node left supraclavicular area which was tender to palpation.  Final Dx: lymphadenopathy.  8/31/06 surgical biopsy done of left node &
several other lymph nodes were palpated & sent to lab.

Symptom Text:

NONEOther Meds:
Lab Data:

History:
Prex Illness:

Computed axial 8/29/06 lump having 2 smaller and 1 larger lymph nodes involved.  LABS: all WNL. CT of chest/abd/pelvis revealed 14mm circumscribed noe
in left supraclavicular node & several less than 1 cm nodes in bilateral axillary areas
Sulfonamide allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

262809-1

13-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypokinesia, Lymphadenopathy, Skin nodule

 ER VISIT, OMIC, SERIOUS

Related reports:   262809-2

Other Vaccine
11-Sep-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0689F Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Aug-2006
Vaccine Date

27-Aug-2006
Onset Date

4
Days

18-Sep-2006
Status Date

GA
State Mfr Report Id

Enlarged nodes in the clavicle area.Symptom Text:

Other Meds:
Lab Data:
History:

nonePrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

262809-2 (S)

19-Sep-2006
VAX Detail:

Last Edit Date

Seriousness:

 Lymphadenopathy

 ER VISIT, HOSPITALIZED, SERIOUS

Related reports:   262809-1

Other Vaccine
13-Sep-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0689F 0 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Sep-2006
Vaccine Date

06-Sep-2006
Onset Date

0
Days

12-Sep-2006
Status Date

KY
State Mfr Report Id

Patient said right deltoid area, became red, swollen, quarter size hard knot, achy, painful to raise arm.  Knot was hot to touch.Symptom Text:

NONEOther Meds:
Lab Data:
History:

yearly examinationPrex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

262847-1

12-Sep-2006
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Joint range of motion decreased, Pain, Swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
11-Sep-2006

Received Date

Prex Vax Illns:

MNQ
HPV4

AVENTIS PASTEUR
MERCK & CO. INC.

U2117AA
0688F

0
0

Right arm
Left arm

Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Sep-2006
Vaccine Date

02-Sep-2006
Onset Date

0
Days

13-Sep-2006
Status Date

FL
State Mfr Report Id

Immediately after vaccine administration patient had syncopal episode with tonic posturing fell from table.  Responded with gentle stimulation versus normal 5
minutes post regaining full consciousness.

Symptom Text:

Other Meds:
Lab Data:
History:

NONEPrex Illness:

vital signs stable
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

262872-1

13-Sep-2006
VAX Detail:

Last Edit Date

Seriousness:

 Syncope, Tonic clonic movements

 NO CONDITIONS, NOT SERIOUS

Related reports:   262872-2

Other Vaccine
12-Sep-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 08007 0 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Mar-2007
Status Date

--
State

WAES0702USA03649
Mfr Report Id

Information has been received via a company representative regarding an article concerning a 11 year old female. On an unspecified date, the patient was
vaccinated with Gardasil. Subsequently the patient fell from the examining table. At the time of this report, the outcome of the event was unknown. No further
information is available.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

262872-2

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Fall

 NO CONDITIONS, NOT SERIOUS

Related reports:   262872-1

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
M

Gender
11-Sep-2006
Vaccine Date

Unknown
Onset Date Days

14-Sep-2006
Status Date

NC
State Mfr Report Id

Wrong vaccine was given Gardasil was given instead of Hep A by mistake.Symptom Text:

Other Meds:
Lab Data:
History:

NONEPrex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
1.5

263024-1

14-Sep-2006
VAX Detail:

Last Edit Date

Seriousness:

 Medication error

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
13-Sep-2006

Received Date

Prex Vax Illns:

PNC
DTAP
HPV4

LEDERLE LABORATORIES
AVENTIS PASTEUR
MERCK & CO. INC.

B08682H
U1751AB
NULL

2
3

Left leg
Right leg
Unknown

Intramuscular
Intramuscular

Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Jul-2006

Vaccine Date
20-Jul-2006
Onset Date

13
Days

15-Sep-2006
Status Date

IL
State Mfr Report Id

Guillain Barre. She was well on day of immunization but later said she was weak and several months this was not objectively noticed then, but shortly after the
vaccine. 9/28/06 Received medical records from neurologists which reveal patient seen by PCP 7/31/06 with complaint of loss of strength over past 3 mos.
Labs were done by PCP & showed mild dehydration & elevated neutrophils, eos were absent.  Patient referred to neuro & initial eval on 8/3 reveals patient
noted weakness beginning in June which had progressively worsened.  Symptoms included tingling sensation at tip of fingers & significant weakness to the
point she could not do her own hair.  Birth history was WNL & only PMH is of ADD & has been on Adderall for about 1 year as well as BCP.  Exam showed
definite weakness of all extremities, esp upper extremities, & neck.  Reflexes were absent in legs.  Gait was normal but had difficulty taking steps w/o support &
could not rise from sitting w/o help.  Normal CPK made dx difficult & EMG/NCS was done on 8/4 which was strongly positive for GBS & copy of test included
with records.  Treated with IVIG x 2 days & placed in rehab facility on 8/5/06 for eval & therapy then received home PT.  Seen by neuro next on 8/24 which
showed improvement but still with weakness especially in the hands.  Now able to rise from sitting on floor w/o support.  Still no reflexes in legs.  Complete but
slow recovery was expected at that time/ss 9/28/06 Received medical records from hospital which reveal patient admitted 8/4/-8/6/06 for IVIG & PT./ss

Symptom Text:

AdderallOther Meds:
Lab Data:
History:
Prex Illness:

Attention deficit disorder.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

263032-1 (S)

03-Oct-2006
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Dehydration, Gait disturbance, Guillain-Barre syndrome, Paraesthesia, Psychomotor hyperactivity

 HOSPITALIZED, SERIOUS

Related reports:   263032-2;  263032-3;  263032-4

Other Vaccine
14-Sep-2006

Received Date

Prex Vax Illns:

MNQ
HPV4

AVENTIS PASTEUR
MERCK & CO. INC.

U2069AA
0637F

0
0

Unknown
Unknown

Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Jul-2006

Vaccine Date
20-Jul-2006
Onset Date

13
Days

29-Dec-2006
Status Date

IL
State

200602494
Mfr Report Id

Initial report received on 22/Sep/2006 from the Centers for Disease Control and Prevention. An "approximately" 16 year old female patient, with a history of
attention deficit disorder, had received an intramuscular, first dose injection of Menactra, lot number U2069AA; and an intramuscular, first dose injection of
Gardasil, lot number 06373F; on 07/Jul/2006. She had no illness at the time of vaccination. Concomitant medications included Adderall 50mg. Thirteen days
post-vaccination, the patient experienced weakness "times several months." Although the report is difficult to read, it appears the reporter had written, "this was
not objectively noticed then, but mostly after the vaccine." The event required hospitalization for one day. The patient was examined by a neurologist and
treated with IVIG. The event was reported as Guillain Barre syndrome. The patient recovered from the event. As per the CDC this case has not yet been
confirmed by CISA (Clinical Immunization Safety Assessment network) as being Guillain Barre syndrome following Menactra vaccination. The onset of
symptoms may have been prior to vaccination. Follow up information, received on 27/Sep/2006 from the Centers for Disease Control and Prevention. Per the
report, "there is doubt regarding the date of onset. The symptoms may have started in June of 2006 prior to vaccination. The neurologist's history of weakness
goes back to late June before immunization. The primary care physician's report on the VAERS form was based on a physician assistant's screening history
prior to vaccine administration that was not specific for neurologic symptoms." Per the CDC comments regarding GBS confirmation status, "Unless we get other
information from the patient/family to the contrary, the neurologist's consult should stand, and this would not be a post-vaccine Guillain Barre case."

Symptom Text:

Adderall, oral contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

The patient had a history of attention deficit disorder for which she took Adderall 50mg.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

263032-2 (S)

29-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Guillain-Barre syndrome

 HOSPITALIZED, SERIOUS

Related reports:   263032-1;  263032-3;  263032-4

Other Vaccine
15-Dec-2006

Received Date

Prex Vax Illns:

MNQ
HPV4

AVENTIS PASTEUR
MERCK & CO. INC.

U2069A
0637F

0
0

Unknown
Unknown

Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Jul-2006

Vaccine Date
20-Jul-2006
Onset Date

13
Days

22-Feb-2007
Status Date

IL
State

200602494
Mfr Report Id

Initial report received on 22/Sep/2006. An "approximately" 16 year old female patient, with a history of attention deficit disorder, had received an intramuscular,
first dose injection of Menactra, lot number U2069AA, and in intramuscular, first dose injection of Gardasil, Lot number 0637F, on 07/Jul/2006. She ha d no
illness at the time of vaccination. Concomitant medications included Adderall 50 mg. Thirteen days post vaccination, the patient experienced weakness "times
several months."Although the report is difficult to read, it appears the reporter had written,  "this was not objectively noticed then, but mostly after the vaccine."
The event required hospitalization for one day. The patient was examined by a  neurologist and treated with IVIG. The event was reported as Guillain Barre
syndrome. The patient recovered from the event. This case has not yet been confirmed by CISA (Clinical immunization safety assessment network) as being
Guillain Barre syndrome following Menactra vaccination. The onset of symptoms may have been prior to vaccination. Follow-up information received on
27/Sep/2006. Per the reporter, "there is doubt regarding the date of onset. The symptoms may have started in June of 2006 prior to vaccination. The
neurologist's history of weakness goes back to late June before immunization. The primary care physician's report on the VAERS form was based on a
physician assistant's screening history prior to vaccine administration that was not specific for neurologic symptoms. Comments regarding GBS confirmation
status, "unless we get other information from the patient/family to the contrary, the neurologist's consult should stand, and this would not be a post vaccine
Guillain Barre case. Follow up information received on 12 February 2007 from a manufacturer, whose reference number is WAES0702USA00828. This
manufacturer received the original report. This manufacturer reported the lot number for Gardasil as being 653937/0637F. The lot number in the case was
amended from 0637F to 653937/0637F per this ne

Symptom Text:

Adderall, oral contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

The patient had a history of attention deficit disorder for which she took Adderall 50 mg.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

263032-3 (S)

22-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Dehydration, Gait disturbance, Guillain-Barre syndrome, Hyperkinesia, Paraesthesia

 HOSPITALIZED, SERIOUS

Related reports:   263032-1;  263032-2;  263032-4

Other Vaccine
21-Feb-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

AVENTIS PASTEUR
MERCK & CO. INC.

U2069AA
0637F

0
0

Unknown
Unknown

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Jul-2006

Vaccine Date
20-Jul-2006
Onset Date

13
Days

20-Sep-2007
Status Date

IL
State

WAES0702USA00828
Mfr Report Id

Initial and follow-up information has been received from a line listing obtained on request by the Company from the FDA under the Freedom of Information Act
concerning an approximately 16 year old female with attention deficit disorder who on 07-JUL-2006 was vaccinated intramuscularly with the first dose of
Gardasil (lot # 653937/0637F). Concomitant vaccination included MENACTRA (batch# U2069AA). Other concomitant therapy included ADDERALL TABLETS
and hormonal contraceptives (unspecified). There were no illnesses at the time of vaccination. On 20-JUL-2006, the patient experienced weakness (times
several months), dehydration, gait abnormality, hyperkinesia, paresthesia, and psychomotor hyperactivity and was noted to have an abnormal lab test and was
diagnosed with Guillain-Barre syndrome. The patient was subsequently hospitalized for one day. The patient subsequently recovered from the events after a
duration of thirteen days. It was reported that the patient had been well on the day of vaccination, however, shortly after vaccination, she became weak, but
several months later, her symptoms were not objectively noticed. It was reported that the symptoms may have been prior to vaccination. On 27-SEP-2007, it
was reported that the onset of symptoms may have started in June 2006 prior to vaccination. The neurologist's history of weakness goes back to late June
before immunization. The primary care physician based his report on a physician assistant's screening history prior to vaccine administration that was not
specific for neurologic symptoms. On 28-SEP-2006, medical records from neurologists revealed that the patient was seen by her primary care physician on 31-
JUL-2006 with complaints of loss of strength over the past 3 months. Labs were done which showed mild dehydration and elevated neutrophils. Eosinophils
were absent. The patient was referred to a neurologist and the initial evaluation on 03-AUG-2006 revealed that the patient noted the weakness beginning in
June which had progressively worsened. Symptoms inclu

Symptom Text:

ADDERALL TABLETS mg, hormonal contraceptivesOther Meds:
Lab Data:
History:

Attention deficit disorderPrex Illness:

diagnostic laboratory 07/20/06 - abnormal; electromyography 08/04/06 - GBS; serum creatine kinase - normal; neutrophil count 07/31/06 - elevated

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

263032-4 (S)

24-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Dehydration, Gait disturbance, Guillain-Barre syndrome, Hyperkinesia, Immunoglobulins, Paraesthesia, Psychomotor hyperactivity

 HOSPITALIZED, SERIOUS

Related reports:   263032-1;  263032-2;  263032-3

Other Vaccine
19-Sep-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2069AA
0637F

0
0

Unknown
Unknown

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Aug-2006
Vaccine Date

29-Aug-2006
Onset Date

0
Days

20-Sep-2006
Status Date

NY
State Mfr Report Id

2 hours after Gardasil Administration pt developed inability to swallow. Advised to take Benadryl by covering physician and go to ER. In ER not given EPI but
Solumedrol to take for 5 days.

Symptom Text:

Singulair, Allegra, Flovent, RhinocortOther Meds:
Lab Data:
History:
Prex Illness:

Asthma, Penicillin allergy.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

263185-1

20-Sep-2006
VAX Detail:

Last Edit Date

Seriousness:

 Dysphagia

 ER VISIT, NOT SERIOUS

Related reports:   263185-2

Other Vaccine
19-Sep-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0688F 0 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Aug-2006
Vaccine Date

29-Aug-2006
Onset Date

0
Days

21-Mar-2007
Status Date

--
State

WAES0702USA03648
Mfr Report Id

Information has been received via a company representative regarding an article concerning a 15 year old female with asthma. On 29-AUG-2006, the patient
was vaccinated with Gardasil. Concomitant therapy included four unspecified therapies for the treatment of asthma. On 29-AUG-2006, two hours post
vaccination, the patient developed difficulty swallowing prompting a visit to the emergency room. At the time of this report, the outcome of the event was
unknown. No further information is available.

Symptom Text:

Therapy unspecifiedOther Meds:
Lab Data:
History:

AsthmaPrex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

263185-2

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dysphagia

 ER VISIT, NOT SERIOUS

Related reports:   263185-1

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Jul-2006

Vaccine Date
25-Jul-2006
Onset Date

0
Days

21-Sep-2006
Status Date

--
State

WAES0608USA00410
Mfr Report Id

Information has been received from a pharmacist concerning her daughter who on approximately 25-JUL-2006 was vaccinated with HPV rLi 6 11 16 18 VLP
vaccine (yeast).  On approximately 25-JUL-2006 the patient experienced soreness at the injection site that lasted approximately one week and at the time of
this report had not resolved.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

263200-1

19-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Sep-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Aug-2006
Vaccine Date

02-Aug-2006
Onset Date

0
Days

21-Sep-2006
Status Date

NY
State

WAES0608USA01129
Mfr Report Id

Information has been received from a registered nurse concerning a female who on 02-AUG-2006 was vaccinated with the first dose of HPV rLi 3 11 16 18 VLP
vaccine (yeast).  It was reported that the patient fainted "shortly after receiving the vaccination".  The nurse did not feel the experience was vaccine related and
stated "the patient was very uneasy with the idea of an injection".  The patient subsequently recovered "shortly after fainting".  Unspecified medical attention
was sought.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

263201-1

21-Sep-2006
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Sep-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Aug-2006
Vaccine Date

04-Aug-2006
Onset Date

1
Days

21-Sep-2006
Status Date

CO
State

WAES0608USA01355
Mfr Report Id

Information has been received from a registered nurse concerning a 14 year old female with seasonal allergies who was exposed to roseola on 25-JUL-2006
and had a fever on 02-AUG-2006.  On 03-AUG-2006, the patient was vaccinated intramuscularly with a 0.5 ml dose of HPV rLi 6 11 16 18 VLP vaccine (yeast)
(lot#653937/0637F).  Concomitant therapy included loratadine (CLARITIN) and vitamins (unspecified).  On 04-AUG-2006, the patient developed an extensive
rash.  The patient discovered the rash at 7 am on the back of her legs.  It was reported that the rash spread to her back and shoulders and had started to
spread to her abdomen.  The rash consisted of non vesicular papular single lesions that were slightly larger than a pinpoint and too numerous to count.  The
lesions were described as "burning and itchy".  Unspecified medical attention was sought.  At the time of the report, the patient's rash persisted.  Additional
information has been requested.

Symptom Text:

CLARITIN, vitamins (unspecified)Other Meds:
Lab Data:
History:
Prex Illness:

NONE
MEDICAL HISTORY: fever, CONCURRENT CONDITIONS: seasonal allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

263202-1

21-Sep-2006
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus, Rash, Rash papular, Skin burning sensation, Skin ulcer

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Sep-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0637F Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Aug-2006
Vaccine Date

09-Aug-2006
Onset Date

0
Days

21-Sep-2006
Status Date

TX
State

WAES0608USA02569
Mfr Report Id

Information has been received form a physician concerning a 29 year old female with no pertinent medical history and no history of drug reactions allergies who
on 8/9/06 was vaccinated with HPV rL1 6 11 16 18 VLP vaccine yeast (lot 653937/0637F) inappropriate schedule of vaccina administration. There was no
concomitant medication. On 8/9/06 the pt experienced a fever, nausea, body aches, joint pains and experienced flu like symptoms. Unspecified medical
attention was sought. At the time of this report, the pt was recovering from the fever, nausea, body aches, joint pains and flu like symptoms.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

263203-1

21-Sep-2006
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Influenza like illness, Nausea, Pain, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Sep-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0637F Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jul-2006

Vaccine Date
18-Jul-2006
Onset Date

0
Days

21-Sep-2006
Status Date

KY
State

WAES0608USA02804
Mfr Report Id

Initial and follow up information has been received from a 21 year old female with breast implants and had a history of abnormal pap test and dysplasia and
from a nurse practitioner. On 7/18/06 the pt was vaccinated with the first dose of HPV rL1 6 11 16 18 VLP vaccine yeast (lot 653650/0640F). Concomitant
therapy included ethinyl estradiol + norgestimate (Ortho Lo). On 7/18/06, immediately following vaccination, the pt experienced slurred speech for approx 3 to 4
minutes and reported that she felt as if her body went into shock. She noted that her fingers curled into a fist and her fingers and hands stiffened up. She
reported that the later symptoms lasted for approx 25 to 30 minutes. Also approx two weeks after receiving the vaccination, she began to have some pain and
stiffness in her upper left arm and shoulder in the same arm she had received the injection. Unspecified medical attention was sought. At the time of this report,
the pain and stiffness in the left arm and shoulder had not resolved. The pt also reported that although she had never had nay type of genital warts in the past,
on approx 8/4/06 she noted she had small genital warts which were confirmed by her health care professional. In follow up th nurse practitioner reported
conflicting information that what the pt described was not what she and another nurse witnesses. The nurse practitioner stated that following the injection the pt
appeared pale and almost fainted. The pt became woozy and could speak clearly. The pt was attended to by both the nurse practitioner and another nurse. The
pt was diagnosed with having a near syncopal episode. The pt was treated with a cool compress and she recovered quickly and was noted as fine afterwards.
The pts blood pressure was fine noted at 130/80 mmHg. it was reported that the pt did not experience any drop in hart rate, did not loose consciousness, did
not seize and did not experience wheezing. The nurse practitioner did not see what she would describe as any adverse reaction to the vaccines and described
th

Symptom Text:

Ortho Tri cyclen LoOther Meds:
Lab Data:
History:
Prex Illness:

Blood pressure 7/18/06 130/80 records received 7/18/07-Positive yeast vaginal culture. BX on 5/30/07-mild sysplasia/HPV
Pap smear abnormal, Dysplasia, Breast Prosthesis user.  7/18/07-records received-HX papular condyloma.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

263204-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anogenital warts, Dizziness, Dysarthria, Injection site pain, Musculoskeletal stiffness, Pallor, Paraesthesia, Shock, Skin papilloma, Speech disorder, Syncope

 ER VISIT, NOT SERIOUS

Related reports:   263204-2

Other Vaccine
19-Sep-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0640F 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jul-2006

Vaccine Date
18-Jul-2006
Onset Date

0
Days

21-May-2007
Status Date

KY
State Mfr Report Id

Was administered Gardasil .05 ml injection in doctor's office. First noticed arm feeling stiff then my hearing became muffled, dizzy, disoriented and severe
slurring of speech, hands drew up. The office and my mother were in a complete panic. Lasted for 1/2 hour. Slowly started to return to normal, except for my
hearing. Still isn't right. Less than 2 weeks later, vaginal warts appeared. Positive yeast vaginal culture. BX on 5/30/07-mild dysplasia/HPV.  7/18/07-records
received. HX papular condyloma. on 8/21/06-note indicated aftr 1st vaccine had a near syncope episode with no LOC. C/O slurred speech tingling in hands.
Outbreak of condyloma.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

Still having hearing checked. No better after 10 months, am concerned. Had warts removed. Afraid to get the 2 remaining vaccines.
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

263204-2 (S)

18-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anogenital warts, Disorientation, Dizziness, Dysarthria, Hearing impaired, Musculoskeletal stiffness, Presyncope, Underdose

 PERMANENT DISABILITY, SERIOUS

Related reports:   263204-1

Other Vaccine
15-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0640F 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Aug-2006
Vaccine Date

11-Aug-2006
Onset Date

3
Days

21-Sep-2006
Status Date

--
State

WAES0608USA02806
Mfr Report Id

Information has been received from a nurse concerning two female pts (WAES0609USA01112) who on approx 8/8/06 were vaccinated with HPV rL1 6 11 16
18 VLP vaccine yeast (lot not provided). It was reported that after receiving the vaccinations both pts fainted. Additional information regarding the pts was not
provided. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

263205-1

05-Oct-2006
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Sep-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 45
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Aug-2006
Vaccine Date

14-Aug-2006
Onset Date

0
Days

21-Sep-2006
Status Date

TN
State

WAES0608USA03642
Mfr Report Id

Information has been received from a physician concerning an 18 year old who on 14-AUG-2006 was vaccinated (yeast).  Concomitant therapy included an
unspecified therapy ("ESTRASTEP").  On 14-AUG-2006 the patient experienced profuse nausea, vomiting, low grade fever and myalgia.  The patient sought
unspecified medical attention.  At the time of this report, the outcome of the events were unknown.  Additional information has been requested.

Symptom Text:

(therapy unspecified)Other Meds:
Lab Data:
History:
Prex Illness:

body temperature 08/14/06 "low grade fever"
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

263206-1

21-Sep-2006
VAX Detail:

Last Edit Date

Seriousness:

 Myalgia, Nausea, Pyrexia, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Sep-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Aug-2006
Vaccine Date

Unknown
Onset Date Days

21-Sep-2006
Status Date

--
State

WAES0608USA03841
Mfr Report Id

Information has been received from a nurse practitioner concerning a 20 year old female who on 08-AUG-2006 was vaccinated with the first dose of HPV rLi 6
11 16 18 VLP vaccine (yeast).  Concomitant therapy included ethinyl estradiol/norgestimate (ORTHO TRI CYCLEN).  Following the vaccination, on an
unspecified date in August 2006, the patient experienced diarrhea.  Unspecified medical attention was sought.  At the time of this report, the outcome of the
diarrhea was unknown.  Additional information has been requested.

Symptom Text:

ORTHO TRI CYCLENOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

263207-1

21-Sep-2006
VAX Detail:

Last Edit Date

Seriousness:

 Diarrhoea

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Sep-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Sep-2006
Status Date

NJ
State

WAES0608USA03934
Mfr Report Id

Information has been received from a physician concerning a pt who on an unspecified date was vaccinated with HPV rL1 6 11 16 18 VLP vaccine yeast.
Subsequently the pt experienced hives. No further details were provided, and at the time of this report, the outcome of the event was unknown. Additional
information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

263208-1

21-Sep-2006
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Sep-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Aug-2006
Vaccine Date

15-Aug-2006
Onset Date

0
Days

21-Sep-2006
Status Date

PA
State

WAES0608USA03961
Mfr Report Id

Information has been received from a nurse concerning a 19 year old female with no pertinent medical history or drug reactions allergies who on 8/15/06 was
vaccinated IM with the first dose of HPV rL1 6 11 16 18 VLP vaccine yeast (lot 653650/0702F). Concomitant therapy included Menactra. On an unspecified
date the pt was given tuberculin purified protein derivative. On 8/15/06, 5 minutes after vaccination with HPV rL1 6 11 16 18 VLP vaccine yeast, the pt became
faint. The pt was given water and chocolate as treatment. Subsequently, the pt recovered on 8/15/06. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Tuberculin skin test
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

263209-1

21-Sep-2006
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Sep-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0702F 0 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Aug-2006
Vaccine Date

15-Aug-2006
Onset Date

0
Days

26-Sep-2006
Status Date

PA
State

WAES0608USA03962
Mfr Report Id

Information has been received from a nurse concerning a 20 year old female with a penicillin allergy, drug hypersensitivity to cefaclor (CECLOR) and no other
pertinent medical history reported.  On 15-AUG-2006, the patient was vaccinated intramuscularly with HPV rLi 6 11 16 18 VLP vaccine (yeast)
(Lot#653650/0702F).  Concomitant therapy included paroxetine HCL (PAXIL), bupropion HCL (WELLBUTRIN) and famotidine.  It was reported that the patient
became faint within 5 minutes of vaccination with HPV rLi 6 11 16 18 VLP vaccine (yeast).  The patient was given a soda to drink as treatment.  There were no
laboratory diagnostic studies performed.  On 15-AUG-2006, the patient recovered from the event.  Additional information has been requested.

Symptom Text:

WELLBUTRIN, PEPCID, PAXILOther Meds:
Lab Data:
History:
Prex Illness:

NONE
CONCURRENT CONDITIONS: Penicillin allergy, drug hypersensitivity

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

263210-1

26-Sep-2006
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Sep-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0702F 0 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Aug-2006
Vaccine Date

12-Aug-2006
Onset Date

1
Days

26-Sep-2006
Status Date

FL
State

WAES0608USA03973
Mfr Report Id

Initial and follow up has been received from a healthcare worker in a physician's office concerning her 19 year old daughter who was a student and an
unspecified person at the physician's office.  On 11-AUG-2006, at 11:15 am, the patient was vaccinated intramuscularly in the deltoid with the first dose of HPV
rLi 6 11 16 18 VLP vaccine (yeast) (Lot#653650/0702F).  Other concomitant therapy included an unspecified therapy ('LO-L").  On 12-AUG-2006 (previously
reported as 14-AUG-2006) the patient developed pain in her right arm and ribcage on the same side where the vaccine was administered.  On 16-AUG-2006,
the patient had recovered from the events.  No further information is available.

Symptom Text:

(therapy unspecified)Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

263211-1

26-Sep-2006
VAX Detail:

Last Edit Date

Seriousness:

 Pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Sep-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0702F 0 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Aug-2006
Vaccine Date

14-Aug-2006
Onset Date

0
Days

26-Sep-2006
Status Date

AR
State

WAES0608USA04253
Mfr Report Id

Information has been received from a registered nurse concerning a 19 year old female with no pertinent medical history or drug reactions/allergies who on 14-
AUG-2006 was vaccinated subcutaneously with "the standard dose" of HPV rLi 6 11 16 18 VLP vaccine (yeast) (lot#653736/0689F).  There was no
concomitant medication.  ON 15-AUG-2006 the  patient developed a rash on her face and experienced itching on her face.  It was reported that the rash was
only on the patient's face and not at the injection site or any other part of her body.  The patient was instructed to take diphenhydramine hydrochloride
(BENADRYL).  On 17-AUG-2006, in the morning, the patient was instructed to take diphenhydramine hydrochloride (BENADRYL).  On 17-AUG-2006, in the
morning, the patient called her physician's office and reported that "it was responding to diphenhydramine hydrochloride (BENADRYL) but had not fully
recovered".  The patient was scheduled to be seen by her physician on 17-AUG-2006.  Additional information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

263212-1

20-Nov-2006
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus, Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Sep-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0689F Unknown Subcutaneously
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Aug-2006
Vaccine Date

17-Aug-2006
Onset Date

0
Days

26-Sep-2006
Status Date

PA
State

WAES0608USA04330
Mfr Report Id

Information has been received from a physician concerning a 14 year old female with no pertinent medial history or drug reactions/allergies, who on 17-AUG-
2006 was vaccinated intramuscularly with HPV rLI 6 11 16 18 VLP vaccine (yeast) (lot#653650/0702F).  There was no concomitant medication.  On 17-AUG-
2006, 15 minutes after receiving the vaccination, the patient "passed out" in the car on her way home.  The patient was driven back to the physician's office,
where she "woke up and was given soda and cold compresses".  There was no reactions at the injection site and the patient had no additional reactions.
Additional information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

263213-1

26-Sep-2006
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Sep-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0702F Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Aug-2006
Vaccine Date

16-Aug-2006
Onset Date

0
Days

26-Sep-2006
Status Date

MA
State

WAES0608USA04456
Mfr Report Id

Information has been received from a registered nurse concerning an 18 year old female who on 16-AUG-2006 was vaccinated intramuscularly in the deltoid
with HPV rLi 6 11 16 18 VLP vaccine (yeast) (0.5 ml).  The patient subsequently experienced severe injection site pain.  It was reported that the patient
remarked that the injection really hurt and that the pain flew down her arm.  The patient rubbed her arm for a few minutes after receiving the injection.  The
patient subsequently went home and the nurse had not heard back from the patient.  The patient was to be followed by her physician's office.  The nurse also
reported that she had not agitated the syringe prior to injection.  At the time of this report, the outcome of the event was unknown.  Additional information has
been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

263214-1

26-Sep-2006
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Sep-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Aug-2006
Vaccine Date

10-Aug-2006
Onset Date

0
Days

26-Sep-2006
Status Date

CA
State

WAES0608USA04457
Mfr Report Id

Information has been received from a physician concerning an 18 year old female with no pertinent medical history or drug reactions/allergies, who on 10-AUG-
2006 was vaccinated intramuscularly with HPV rLi 6 11 16 18 VLP vaccine (yeast) (0.5 ml) (lot#653650/0702F).  Concomitant therapy included ethinyl
estradiol/norgestimate (TRINESSA).  On 10-AUG-2006 the patient experienced multiple episodes of vomiting.  Unspecified medical attention was sought.
Subsequently, the patient recovered from the vomiting within 48 hours.  Additional information has been requested.

Symptom Text:

TRINESSAOther Meds:
Lab Data:
History:
Prex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

263215-1

26-Sep-2006
VAX Detail:

Last Edit Date

Seriousness:

 Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Sep-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0702F Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Aug-2006
Vaccine Date

17-Aug-2006
Onset Date

0
Days

26-Sep-2006
Status Date

CA
State

WAES0608USA04465
Mfr Report Id

Information has been received from a physician concerning a 15 year old  female with no pertinent medical history or drug reactions/allergies, who on 17-AUG-
2006 was vaccinated intramuscularly with HPV rLi 6 11 16 18 VLP vaccine (yeast) (0.5 ml) (lot#653650/0702F).  There was no concomitant medication.  On 17-
aug-2006 the patient experienced nausea.  Unspecified medical attention was sought.  At the time of this report, the patient's nausea persisted.  Additional
information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

263216-1

26-Sep-2006
VAX Detail:

Last Edit Date

Seriousness:

 Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Sep-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0702F Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Aug-2006
Vaccine Date

18-Aug-2006
Onset Date

0
Days

21-Sep-2006
Status Date

MA
State

WAES0608USA04485
Mfr Report Id

Information has been received from a nurse concerning an 18 year old female with no known allergies and no other pertinent medical history reported.  On 18-
AUG-2006, the patient was vaccinated intramuscularly in the deltoid with a 0.5 ml "single dose prefilled syringe" of HPV rLi 6 11 16 18 VLP vaccine (yeast)
(Lot#653650/0702F).  There were no concomitant medication reported.  On 18-AUG-2006, the patient developed severe injection site pain with HPV rLi 6 11 16
18 VLP vaccine (yeast) injection.  The patient remarked that "it hurt and felt that the injection went to her head".  The nurse reported that the patient felt faint
immediately after the vaccination.  The nurse had the patient lay down.  It was reported that the patient "got up after 1 minute and said that she was ok.". The
nurse reported that the "patient left the office immediately after this and the nurse was following up with the patient later today to make sure that the patient was
ok."  The nurse reported that she had not agitated the syringe prior to injection.  The patient sought unspecified medical attention.  There were no laboratory
diagnostic studies performed.  On 18-AUG-2006, the patient recovered from the events.  Additional information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

263217-1

21-Sep-2006
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Sep-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0702F Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Sep-2006
Status Date

CA
State

WAES0608USA04520
Mfr Report Id

Information has been received from a physician concerning a female (age not reported) who on an unspecified date was vaccinated intramuscularly with the
first dose of 0.5 ml of HPV rLi 6 11 16 18 VLP vaccine (yeast).  On an unspecified date, the patient developed "burning at the injection site".  It was reported
that the event improved after medical attention.  It was reported that the event improved after "stopping therapy".  At the time of this report, the outcome of the
event was unknown.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

263218-1

21-Sep-2006
VAX Detail:

Last Edit Date

Seriousness:

 Injection site reaction

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Sep-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Sep-2006
Status Date

CA
State

WAES0608USA05355
Mfr Report Id

Information has been received from a physician concerning a female (age not reported) who on an unspecified date, was vaccinated intramuscularly with the
first dose of 0.5 ml of HPV rLi 6 11 16 18 VLP vaccine (yeast).  The day after receiving HPV rLi 6 11 16 18 VLP vaccine (yeast), the patient developed "flu-like
symptoms" (date unknown).  The patient sought unspecified medical attention.  At the time of this report, the patient had recovered from the event (date
unknown).  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

263219-1

21-Sep-2006
VAX Detail:

Last Edit Date

Seriousness:

 Influenza like illness

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Sep-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Aug-2006
Vaccine Date

21-Aug-2006
Onset Date

0
Days

21-Sep-2006
Status Date

IL
State

WAES0608USA05414
Mfr Report Id

Information has been received from a 22 year old female with an allergy to meperidine hydrochloride (DEMEROL) who on 21-AUG-2006 was vaccinated with
HPV rLi 6 11 16 18 VLP vaccine (yeast).  Concomitant therapy included ethinyl estradiol/norgestimate (ORTHO TRI CYCLEN).  On 21-AUG-2006, following the
vaccination, the patient fainted.  Unspecified medical attention was sought.  At the time of this report, the patient was recovering.  Additional information has
been requested.

Symptom Text:

ORTHO TRI CYCLENOther Meds:
Lab Data:
History:
Prex Illness:

NONE
CONCURRENT CONDITIONS: drug hypersensitivity

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

263220-1

21-Sep-2006
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Sep-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Sep-2006
Status Date

AZ
State

WAES0609USA00390
Mfr Report Id

Information has been received from a registered nurse concerning a female patient who in 2006 was vaccinated with her first dose of HPV rLi 6 11 16 18 VLP
vaccine (yeast).  Subsequently, she was vaccinated with her second dose of HPV rLi 6 11 16 18 VLP vaccine (yeast).  Subsequently, she developed a blister at
the injection site. Medical attention was sought.  The patient's outcome was unknown.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

263221-1

21-Sep-2006
VAX Detail:

Last Edit Date

Seriousness:

 Injection site vesicles

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Sep-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Sep-2006
Status Date

AZ
State

WAES0609USA00391
Mfr Report Id

Information has been received from a registered nurse concerning a female patient who in 2006 was vaccinated with her first dose of HPV rLi 6 11 16 18 VLP
vaccine (yeast).  Subsequently, she was vaccinated with her second dose of HPV rLi 6 11 16 18 VLP vaccine (yeast). Subsequently, she developed a blister at
the injection site.  Medical attention was sought.  The patient's outcome was unknown.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

263222-1

21-Sep-2006
VAX Detail:

Last Edit Date

Seriousness:

 Injection site vesicles

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Sep-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Aug-2006
Vaccine Date

11-Aug-2006
Onset Date

3
Days

21-Sep-2006
Status Date

--
State

WAES0609USA01112
Mfr Report Id

Information has been received from a nurse concerning two female patients who on approximately 08-AUG-2006 were vaccinated with HPV rLi 6 11 16 18 VLP
vaccine (yeast).

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

263223-1

21-Sep-2006
VAX Detail:

Last Edit Date

Seriousness:

 Unevaluable event

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Sep-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Sep-2006
Status Date

--
State

WAES0608USA05808
Mfr Report Id

Information has been received from a licensed practical nurse concerning female college students 9exact number of patients unspecified) who were vaccinated
intramuscularly with HPV rLi 6 11 16 18 VLP vaccine (yeast).  Subsequently the patients experienced injection site (deltoid) pain.  At the time of this report, the
outcome of the event was unknown.  Further attempts are being made to identify the exact number of patients and identifiers of the patients involved in this
report.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

263224-1

21-Sep-2006
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Sep-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Jul-2006

Vaccine Date
19-Jul-2006
Onset Date

0
Days

21-Sep-2006
Status Date

TX
State

WAES0608USA06029
Mfr Report Id

Information has been receiving from a registered nurse concerning a 15 year old female with no medical history who on 19-JUL-2006 was vaccinated in the
right deltoid with the first dose of HPV rLi 6 11 16 18 VLP vaccine (yeast) (lot#653937/0637F).  Subsequently, on approximately 19-JUL-2006, the patient
experienced burning at the injection site that lasted approximately 60 to 90 seconds and her arm became red and painful enough to cause the patient to cry.
The patient subsequently recovered from the pain in the extremity, erythema, and injection site irritation.  Additional information has been requested.  The
registered nurse also reported that the patient's sister experienced pain in the extremity, erythema, and injection site irritation following vaccination with HPV rLi
6 11 16 18 VLP vaccine (yeast) (LOT#653937/0637F).

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

263225-1

21-Sep-2006
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Injection site pain, Pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Sep-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0637F 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Sep-2006
Status Date

NY
State

WAES0608USA06089
Mfr Report Id

Information has been received from a physician concerning a 24 year old female patient who in approximately August 2006, was vaccinated with a dose of HPV
rLi 6 11 16 18 VLP vaccine (yeast).  Subsequently, the patient experienced pain in joints and developed low grade fever.  Unspecified medical attention was
sought.  The patient's outcome was unknown.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

263226-1

21-Sep-2006
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Sep-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Aug-2006
Vaccine Date

07-Aug-2006
Onset Date

0
Days

21-Sep-2006
Status Date

MA
State

WAES0608USA06260
Mfr Report Id

Information has been received from a 20 year old female patient who on 07-AUG-2006 was vaccinated intramuscularly with her first dose of HPV rLi 6 11 16 18
VLP vaccine (yeast) (lot#653650/0702F).  Concomitant therapy included drospirenone (+) ethinyl estradiol (YAZ).  The patient stated that "right after getting the
shot" she experienced pain in the upper arm on and off throughout the day.  She also stated that the pain"feels like she has a knife in her arm".  Unspecified
medical attention was sought.  The patient was treated with Ibuprofen.  As of the report date, she was recovering.  Additional information has been requested.

Symptom Text:

YAZOther Meds:
Lab Data:
History:
Prex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

263227-1

21-Sep-2006
VAX Detail:

Last Edit Date

Seriousness:

 Pain

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Sep-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0702F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 67
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Aug-2006
Vaccine Date

25-Aug-2006
Onset Date

0
Days

21-Sep-2006
Status Date

RI
State

WAES0608USA06297
Mfr Report Id

Information has been received from a nurse practitioner concerning a 27 year old female who on 25-AUG-2006 was vaccinated with a dose of HPV rLi 6 11 16
18 VLP vaccine (yeast), lot#653650/0702F.  During the administration of the vaccine, part of the fluid went into the patient's arm, the patient's arm, the patient
pulled away and the remainder went on the skin (no adverse reaction noted).  The patient complained of burning during administration.  Medical attention was
sought.  The patient received a repeat dose with no burning noted.  Patient's status was reported as recovered.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
27.0

263228-1

21-Sep-2006
VAX Detail:

Last Edit Date

Seriousness:

 Skin burning sensation

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Sep-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0702F Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Jul-2006

Vaccine Date
19-Jul-2006
Onset Date

0
Days

21-Sep-2006
Status Date

TX
State

WAES0608USA06310
Mfr Report Id

Information has been received from a registered nurse concerning a 17 year old female with no medical history who on 19-JUL-2006 was vaccinated in the
right deltoid with the first dose of HPV rLi 6 11 16 18 VLP vaccine (yeast) (lot#653937/0637F).  Subsequently on approximately site that lasted approximately
60 to 90 seconds and her arm became red and painful enough to cause the patient to cry.  The patient subsequently recovered from the pain in the extremity,
erythema, and injection site irritation.  Additional information has been requested.  The registered nurse also reported that the patient's sister experienced pain
in the extremity, erythema,and injection site irritation following vaccination with HPV rLi 6 11 16 18 VLP vaccine (yeast) (lot#653937/0637F).

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

263229-1

21-Sep-2006
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Sep-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0637F 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Sep-2006
Status Date

NY
State

WAES0608USA06470
Mfr Report Id

Information has been received from a physician concerning a 19 year old female patient who in approximately August 2006, was vaccinated with a dose of HPV
rLi 6 11 16 18 VLP vaccine (yeast).  Subsequently,the patient experienced pain in joints and developed low grade fever.  Unspecified medical attention was
sought.  The patient's outcome was unknown.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

263230-1

21-Sep-2006
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Sep-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
M

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Sep-2006
Status Date

NY
State

WAES0608USA06471
Mfr Report Id

Information has been received from a physician concerning an 18 year old male patient who in approximately August 2006, was vaccinated with a  dose of HPV
rLi 6 11 16 18 VLP vaccine (yeast).  Subsequently, the patient experienced pain in joints and developed low grade fever.  Unspecified medical attention was
sought.  The patient's outcome was unknown.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

263231-1

21-Sep-2006
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Sep-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Aug-2006
Vaccine Date

21-Aug-2006
Onset Date

0
Days

21-Sep-2006
Status Date

NJ
State

WAES0608USA06478
Mfr Report Id

Information has been received from an other health professional concerning a 26 year old female in sales with no pre-existing allergies, birth defects or medical
conditions reported.  On 21-AUG-2006, in the pm, the patient was vaccinated in the left deltoid with the first dose of HPV rLi 6 11 16 18 VLP vaccine (yeast)
(lot#653650/0702F). Concomitant therapy included ethinyl estradiol/norgestimate (ORTHO TRI CYCLEN).  There were no illness noted at the time of
vaccination.  On 21-AUG-2006, in the pm, the patient experienced an unspecified adverse event.  The patient went to the emergency room and it was reported
that she "went home that day".  On 21-AUG-2006, the patient underwent a complete blood count (CBC), comprehensive metabolic panel, estimated glomerular
filtration rate (GFR), urine microscopic analysis, urinalysis and an electrocardiogram (EKG).  On 21-AUG-2006, the patient's laboratory data revealed an
absolute neutrophil count noted as 7.9 K/ul, urine ketones noted as >-80, a urine white blood cell count noted as 30-40/hpf and urine bacteria noted as 4+.  On
21-AUG-2006, the patient recovered from the events.  Additional information has been requested.

Symptom Text:

ORTHO TRI CYCLENOther Meds:
Lab Data:

History:
Prex Illness:

diagnostic laboratory 08/21/2006 "comprehensive metabolic panel tests", electrocardiogram 08/21/06, absolute neutrophil 08/21/06 7.9 K/ul 2.0-609, total urine
ketones 08/21/06 >-80 negative, urine bacteria screen 08/21/2006 4+, urine WBC co
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

263232-1

21-Sep-2006
VAX Detail:

Last Edit Date

Seriousness:

 Unevaluable event

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Sep-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0702F 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Aug-2006
Vaccine Date

07-Aug-2006
Onset Date

0
Days

22-Sep-2006
Status Date

--
State

WAES0608USA06605
Mfr Report Id

Information has been received from a 26 year old female licensed practical nurse with no pertinent medical history and no known allergies or adverse drug
reactions reported who on 07-AUG-2006 was vaccinated intramuscularly with a 0.5 ml dose of HPV rLi 6 11 16 18 VLP vaccine (yeast) (Lot#653650/0696F).
There were no concomitant medications reported.  The licensed practical nurse reported that she received HPV rLi 6 11 16 18 VLP vaccine (yeast) in her
deltoid from a pre-filled syringe.  It was reported that when the injection was completed, the nurse administering it "let go of the plunger before taking it out of
her arm" and the "spring shot the syringe out of the arm like a dart".  It was reported that "some fluid leaked out of her arm".  The licensed practical nurse
reported that it "stung a little when the vaccine was administered" and then resolved in a few moments.  The area of the spill was cleansed with alcohol.  The
patient sought unspecified medical attention.  There were no laboratory diagnostic studies performed.  At the time of this report, the patient had recovered from
the events.  Additional information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

263233-1

22-Sep-2006
VAX Detail:

Last Edit Date

Seriousness:

 Unevaluable event

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Sep-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0696F Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
22-Sep-2006
Status Date

WA
State

WAES0608USA06614
Mfr Report Id

Information has been received from a physician concerning a 15 year old female who on an unspecified date was vaccinated intramuscularly with the first dose
of 0.5 ml of HPV rLi 6 11 16 18 VLP vaccine (yeast).  The patient "fainted after receiving HPV rLi 6 11 16 18 VLP vaccine (yeast)".  The patient "fainted after
receiving HPV rLi 6 11 16 18 VLP vaccine (yeast).  It was reported that the patient had not eaten anything.  The patient sought unspecified medical attention.
At the time of this report, the patient was recovering from the event.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

263234-1

22-Sep-2006
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Sep-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Aug-2006
Vaccine Date

29-Aug-2006
Onset Date

5
Days

22-Sep-2006
Status Date

NC
State

WAES0608USA06869
Mfr Report Id

Information has been received from a physician concerning a 23 year old female who on approximately 24-AUG-2006 was vaccinated with HPV rLi 6 11 16 18
VLP vaccine (yeast).  On approximately 29-AUG-2006 (about 5 days after vaccination) the patient developed a rash (site of rash unspecified0.  Unspecified
medical attention was sought.  At the time of this report, the outcome of the event was unknown.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

263235-1

22-Sep-2006
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Sep-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
22-Sep-2006
Status Date

AZ
State

WAES0608USA06941
Mfr Report Id

Information has been received from a registered nurse concerning a female patient who in 2006 was vaccinated with her first dose of HPV rLi 6 11 16 18 VLP
vaccine (yeast).  Subsequently, she was vaccinated with her second dose of HPV rLi 6 11 16 18 VLP vaccine (yeast).  Subsequently, she developed a blister at
the injection site.  Medical attention was sought.  The patient's outcome was unknown.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

263236-1

22-Sep-2006
VAX Detail:

Last Edit Date

Seriousness:

 Injection site vesicles

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Sep-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
22-Sep-2006
Status Date

RI
State

WAES0608USA07071
Mfr Report Id

Information has been received from a nurse practitioner concerning an unspecified number of patient's who were vaccinated with HPV rLi 6 11 16 18 VLP
vaccine (yeast) and complained of burning during administration.  The patient's outcomes were not reported.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

263237-1

22-Sep-2006
VAX Detail:

Last Edit Date

Seriousness:

 Injection site reaction

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Sep-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
26-Sep-2006
Status Date

WA
State

WAES0609USA00001
Mfr Report Id

Information has been received from a physician concerning three patients (age and gender not reported) who on an unspecified date, in the morning, were
vaccinated with HPV rLi 6 11 16 18 VLP vaccine (yeast).  Subsequently, the patients fainted after receiving HPV rLi 6 11 16 18 VLP vaccine (yeast) (date
unknown).  It was reported that the patients had not eaten anything.  At the time of this report, the outcome of the events were unknown.  Additional information
has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

263238-1

26-Sep-2006
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Sep-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
26-Sep-2006
Status Date

NC
State

WAES0609USA00041
Mfr Report Id

Information has been received from a registered nurse concerning 3 patients 9age and gender not reported) who on an unspecified date were vaccinated with
HPV rLi 6 11 16 18  VLP vaccine (yeast).  Subsequently the patients developed injection site pain (date unknown).  The patients sought unspecified medical
attention.  At the time of this report, the outcome of the events were unknown.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

263239-1

26-Sep-2006
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Sep-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Aug-2006
Vaccine Date

30-Aug-2006
Onset Date

0
Days

26-Sep-2006
Status Date

CA
State

WAES0609USA00066
Mfr Report Id

Information has been received from a physician concerning a 26 year old female who on 30-AUG-2006 was vaccinated intramuscularly in her right arm with a
0.5 ml dose of HPV rLi 6 11 16 18 VLP vaccine (yeast).  Concomitant therapy included ketorolac tromethamine (TORADOL).  On 30-aUG-2006, the patient felt
"dizzy" after the injection.  The patient was then given a ketorolac tromethamine (TORADOL) injection and she "passed out" after receiving that injection (also
reported as "dizziness followed by syncope").  It was reported that the patient was seeing the physician or her pain shot.  The syncope occurred after her pain
injection.  The physician believed this was a vaso vagal response.  It was reported that "it was not known if the patient was that she was scheduled to receive".
The patient sought unspecified medical attention.  It was reported that "she did not her second shot yet".  On 30-AUG-2006, "a few minutes after", the patient
recovered from the events.  Additional information has been requested.

Symptom Text:

TORADOLOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

263240-1

26-Sep-2006
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Sep-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
26-Sep-2006
Status Date

PA
State

WAES0609USA00077
Mfr Report Id

Information has been received from a physician concerning a female patient in her early 20's who was vaccinated with her first dose of HPV rLi 6 11 16 18 VLP
vaccine (yeast).  Subsequently, the patient experienced a high amount of pain and swelling at the injection site.  Medical attention was sought.  Subsequently,
the patient recovered.  Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:

UnknownPrex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

263241-1

26-Sep-2006
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Injection site swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Sep-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
26-Sep-2006
Status Date

CA
State

WAES0609USA00264
Mfr Report Id

Information has been received from a physician concerning a 23 year old female.  It was reported that it was "not known if the patient was pregnant, if she was
taking any other medications or had a history of drug reactions or allergies."  On an unspecified date, the patient was vaccinated with HPV rLi 6 11 16 18 VLP
vaccine (yeast).  It was reported that the patient felt "light headed and dizzy" after receiving HPV rLi 6 11 16 18 VLP vaccine (yeast).  The patient also "turned
very pale", but did not faint.  At the time of this report, the outcome of the events were unknown.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

263242-1

26-Sep-2006
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Pallor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Sep-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
26-Sep-2006
Status Date

CA
State

WAES0609USA00265
Mfr Report Id

Information has been received from a nurse in a physician's office concerning a female patient "in her 20's" who on an unspecified date was vaccinated with
HPV rLi 6 11 16 18 VLP vaccine (yeast).  It was reported that the patient "fainted" after being given HPV rLi 6 11 16 18 VLP vaccine (yeast) (date unknown).  At
the time of this report, the outcome of the event was unknown.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

263243-1

26-Sep-2006
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Sep-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 83
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
26-Sep-2006
Status Date

CA
State

WAES0609USA00266
Mfr Report Id

Information has been received from a nurse in a physician's office concerning a female patient "in her 20's" who on an unspecified date was vaccinated with
HPV rLi 6 11 16 18 VLP vaccine (yeast).  It was reported that the patient "fainted" after being given HPV rLi 6 11 16 18 VLP vaccine (yeast) (date unknown).  At
the time of this report, the outcome of the event was unknown.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

263244-1

26-Sep-2006
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Sep-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Aug-2006
Vaccine Date

31-Aug-2006
Onset Date

2
Days

20-Sep-2006
Status Date

ME
State Mfr Report Id

About 2 days after administration of Gardasil pt reported onset of intense itching under armpit same side, has now been present for about 3 weeks, not
improving.  Possibly reaction to Gardasil vs fungal infection -avoid any irritants, no creams of soaps or deodorants -fungal cream twice a day -will report this as
adverse event to Gardasil -reeval in 1 week  Medications Added to Medication List This Visit: 1)  Ketoconazole 2 % Crea (Ketoconazole) .... Apply twice a day

Symptom Text:

Celexa 40mg 1 1/2 tabs po q dayOther Meds:
Lab Data:
History:

none knownPrex Illness:

none known

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

263256-1

28-Sep-2006
VAX Detail:

Last Edit Date

Seriousness:

 Fungal infection, Pruritus

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Sep-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0689F 0 Right arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Aug-2006
Vaccine Date

29-Aug-2006
Onset Date

1
Days

21-Sep-2006
Status Date

CA
State Mfr Report Id

On 8/29/06 pt woke up in am to rash on face and fever of 103. Rash not itchy. Treatment Tylenol or Motrin for fever. On 8/30/06 Pt continues with rash on face
off and on and also fever continues. Temperature ranging 99.2 - . Also complains of headache.

Symptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

NONE
Allergic rhinitis, RAD

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

263314-1

21-Sep-2006
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Pyrexia, Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2006

Received Date

Prex Vax Illns:

TDAP
HPV4

AVENTIS PASTEUR
MERCK & CO. INC.

C2557AA
0637F

0
0

Right arm
Left arm

Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Sep-2006
Vaccine Date

19-Sep-2006
Onset Date

1
Days

21-Sep-2006
Status Date

WI
State Mfr Report Id

Right hypothenar eminence (thumb) started aching approximately 24 hours after shot administered, then the right wrist ached badly (i.e arthralgia).  No other
etiology of pain identified.  Anaprox DS (Naproxen) and split provided.

Symptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

263332-1

21-Sep-2006
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2006

Received Date

Prex Vax Illns:

TDAPHPV4 MERCK & CO. INC. 0688F 0 Right arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Sep-2006
Vaccine Date

06-Sep-2006
Onset Date

0
Days

22-Sep-2006
Status Date

MA
State

WAES0609USA02500
Mfr Report Id

Information has been received from a nurse practitioner concerning a 17 year old female with no other pertinent medical history, adverse drug reactions or
allergies reported. On 9/6/06, at 3:30pm, the pt was vaccianted IM with the first dose of 0.5ml of HPV rL1 6 11 16 18 VLP vaccine yeast (lot 654540/0800F).
Concomitant therapy included an unspecified hormonal contraceptives (also reported as birth control). On 9/6/06, the pt developed a mild seizure right after
receiving HPV rL1 6 11 16 18 VLP vaccine yeast. The pt came to and immediately fainted again. The pt sought unspecified medical attention. It was reported
that the pt had not eaten anything all day. After eating, the pt felt better. On 9/6/06, the pt had fully recovered from the events. Upon internal review, the mild
seizure was considered to be an other important medical event. Additional information has been requested.

Symptom Text:

Hormonal contraceptions.Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

263354-1

22-Sep-2006
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Syncope

 ER VISIT, OMIC, SERIOUS

Other Vaccine
21-Sep-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0800F 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Aug-2006
Vaccine Date

25-Aug-2006
Onset Date

1
Days

22-Sep-2006
Status Date

KS
State Mfr Report Id

Extreme Breast tenderness x 4 days.Symptom Text:

Ortho Tri cyclen LO x 6 years.Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

263370-1

22-Sep-2006
VAX Detail:

Last Edit Date

Seriousness:

 Breast disorder female, Tenderness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Sep-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0688F 0 Gluteous maxima Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Sep-2006
Vaccine Date

22-Sep-2006
Onset Date

0
Days

05-Oct-2006
Status Date

CA
State Mfr Report Id

Pt fainted.Symptom Text:

Other Meds:
Lab Data:
History:

NONEPrex Illness:

Seasonal

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

263539-1

30-Oct-2006
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
25-Sep-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0702F 1 Right arm Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Sep-2006
Vaccine Date

08-Sep-2006
Onset Date

7
Days

05-Oct-2006
Status Date

NC
State Mfr Report Id

Raised erythematous patchy rash of left shoulder (Behind left deltoid muscle) with slight vesicles. Also similar linear rash on left leg (appearance of delayed
hypersensitivity) rash began 1 week after injection.

Symptom Text:

Singular, ZyrtecOther Meds:
Lab Data:
History:

NONEPrex Illness:

NONE
Seasonal allergic rhinitis.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

263612-1

05-Oct-2006
VAX Detail:

Last Edit Date

Seriousness:

 Blister, Erythema, Hypersensitivity, Rash erythematous

 ER VISIT, NOT SERIOUS

Other Vaccine
26-Sep-2006

Received Date

Prex Vax Illns:

MNQHPV4 MERCK & CO. INC. 0637F 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 91
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Sep-2006
Vaccine Date

08-Sep-2006
Onset Date

7
Days

06-Oct-2006
Status Date

MO
State Mfr Report Id

Itchy bumps, 1 on arm, 1 on breast, 1 on back.Symptom Text:

Birth Control SeasonalOther Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

263740-1

06-Oct-2006
VAX Detail:

Last Edit Date

Seriousness:

 Rash pruritic

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
29-Sep-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0637F 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
06-Oct-2006
Status Date

MO
State Mfr Report Id

Itchy bumps 1 on back, 1 on arm, 1 on leg.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

263743-1

20-Nov-2006
VAX Detail:

Last Edit Date

Seriousness:

 Rash pruritic

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
29-Sep-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0637F 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Sep-2006
Vaccine Date

21-Sep-2006
Onset Date

7
Days

05-Oct-2006
Status Date

TX
State Mfr Report Id

One week post injection, complain of achy arm where injection was given, difficult to raise arm, no swelling or redness at injection site.Symptom Text:

Phentermine 37.5 mg as neededOther Meds:
Lab Data:
History:

NONEPrex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

263750-1

31-Oct-2006
VAX Detail:

Last Edit Date

Seriousness:

 Joint range of motion decreased, Pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
29-Sep-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0641F 0 Left arm Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Aug-2006
Vaccine Date

26-Aug-2006
Onset Date

1
Days

05-Oct-2006
Status Date

NY
State Mfr Report Id

Rash at injection site at 24 hours after administration, then rash on other arm (at corresponding site)Symptom Text:

YasminOther Meds:
Lab Data:
History:

NONEPrex Illness:

NONE
possible polycystic ovary syndrome

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

263751-1

31-Oct-2006
VAX Detail:

Last Edit Date

Seriousness:

 Injection site reaction, Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
29-Sep-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0688F 0 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Sep-2006
Vaccine Date

25-Sep-2006
Onset Date

0
Days

05-Oct-2006
Status Date

KY
State Mfr Report Id

Hives on neck and chest, injection site red, warm to touch, itching at area and on palms of hands.Symptom Text:

BUSPAR, ATIVAN, CELEXAOther Meds:
Lab Data:
History:

NONEPrex Illness:

took two BENADRYL
Penicillin

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

263754-1

06-Oct-2006
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site warmth, Pruritus, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
29-Sep-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0702F 0 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Sep-2006
Vaccine Date

29-Sep-2006
Onset Date

1
Days

09-Oct-2006
Status Date

IL
State Mfr Report Id

Fatigue, Headache, Backaches, Temp 103, no appetite, x 3 days then was ok no treatment.Symptom Text:

Other Meds:
Lab Data:
History:

NONEPrex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

263862-1

09-Oct-2006
VAX Detail:

Last Edit Date

Seriousness:

 Anorexia, Back pain, Fatigue, Headache, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
02-Oct-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0702F 0 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Oct-2006
Vaccine Date

02-Oct-2006
Onset Date

0
Days

03-Oct-2006
Status Date

GA
State Mfr Report Id

A few minutes after injection, patient began to feel faint and dizzy while standing up. Sitting down did not alleviate symptoms of nausea, so patient was moved
to a bed to lie down. After about 10 minutes of laying down, patient was back to normal.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

263878-1

19-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Nausea

 NO CONDITIONS, NOT SERIOUS

Related reports:   263878-2

Other Vaccine
02-Oct-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. ? 0 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Oct-2006
Vaccine Date

02-Oct-2006
Onset Date

0
Days

22-Nov-2006
Status Date

--
State

WAES0610USA01135
Mfr Report Id

Information has been received from a consumer concerning her 20 year old daughter who on 02-OCT-2006 was vaccinated with a dose of HPV rL1 6 11 16 18
VLP vaccine (yeast). There was no concomitant medication. The patient experienced dizziness for a short period of time after the vaccination. Medical attention
was sought. It was reported that the patient has a fear of needles and that may have been a causal factor. No further information is available.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

263878-2

22-Nov-2006
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 ER VISIT, NOT SERIOUS

Related reports:   263878-1

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. UNK Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Sep-2006
Vaccine Date

25-Sep-2006
Onset Date

0
Days

04-Oct-2006
Status Date

ME
State

WAES0609USA06568
Mfr Report Id

Information has been received from a registered nurse concerning an 18 year old female with asthma, polycystic ovaries and no known allergies or adverse
drug reactions reported.  On 25-SEP-2006, the patient was vaccinated intramuscularly with a 0.5 ml dose of HPV rLi 6 11 16 18 VLP vaccine (yeast)
(lot#653735/0688F).  Concomitant therapy included bupropion HCL (WELLBUTRIN XL), lithium carbonate and risperidone (RISPERDAL).  That evening, on
25-SEP-2006, the patient developed left arm swelling and difficulty breathing.  It was reported that the difficulty breathing could be due to the patient having a
cold and being an asthmatic.  On 26-SEP-2006 the patient developed facial swelling.  The patient sought unspecified medical attention.  It was reported that a
nurse practitioner and physician were doing an assessment and consultation.  At the time of this report, the patient was recovering from th events.  The reporter
considered the events to be serious as other important medical events.  Additional information has been requested. (OMIC)

Symptom Text:

Wellbutrin XL; lithium carbonate; RisperdalOther Meds:
Lab Data:
History:
Prex Illness:

Asthma; Polycystic ovaries; cold

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

263895-1

05-Oct-2006
VAX Detail:

Last Edit Date

Seriousness:

 Dyspnoea, Injection site swelling, Nasopharyngitis, Swelling face

 ER VISIT, OMIC, SERIOUS

Other Vaccine
03-Oct-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0688F Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Sep-2006
Vaccine Date

28-Sep-2006
Onset Date

0
Days

04-Oct-2006
Status Date

RI
State Mfr Report Id

FEVER, SITE WARM TO TOUCH, PAIN NOTED WITH MOVEMENT OF EXTREMITY.Symptom Text:

Other Meds:
Lab Data:
History:

NONEPrex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

263930-1

09-Oct-2006
VAX Detail:

Last Edit Date

Seriousness:

 Injection site warmth, Pain, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
03-Oct-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 08001F 0 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Sep-2006
Vaccine Date

25-Sep-2006
Onset Date

0
Days

10-Oct-2006
Status Date

WI
State Mfr Report Id

2 separate reactions Tdap 6x4 1/2" area hot to touch. Induration of biceps upper arm started day of injection given seen in office 9/28/06, Gardasil 3 1/2 x 3"
hot to touch started 3 days after shot for both ice and Ibuprophen.

Symptom Text:

Prozac, Abilify, Lamictal.Other Meds:
Lab Data:
History:
Prex Illness:

NONE
allergies, sinusitis, Bipolar disorder.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

264066-1

10-Oct-2006
VAX Detail:

Last Edit Date

Seriousness:

 Injection site induration, Injection site reaction, Injection site warmth

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
06-Oct-2006

Received Date

Prex Vax Illns:

TDAP
HPV4
MNQ

AVENTIS PASTEUR
MERCK & CO. INC.
AVENTIS PASTEUR

C2556AA
0637F
U2108AA

0
0
0

Left arm
Right arm
Right arm

Unknown
Unknown
Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Oct-2006
Vaccine Date

06-Oct-2006
Onset Date

4
Days

11-Oct-2006
Status Date

CA
State Mfr Report Id

Urticaria (hives) developed 4 days after vaccines were given covered torso and extremities, extremely itchy. Pt was given Benadryl Zyrtec, Prednisone orally
and took a bath with baking soda.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

264172-1

11-Oct-2006
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Oct-2006

Received Date

Prex Vax Illns:

TDAP
HPV4
MNQ

AVENTIS PASTEUR
MERCK & CO. INC.
AVENTIS PASTEUR

C2559BA
0637F
U2114AA

0
0
0

Left arm
Right arm
Left arm

Intramuscular
Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Sep-2006
Vaccine Date

13-Sep-2006
Onset Date

1
Days

13-Oct-2006
Status Date

MA
State Mfr Report Id

09/13/06 pt went to school where she developed hives at 10am. She was sent home, mom came home and found pt unresponsive and called 911. Pt seen at
ER. Became responsive and talking well at ER. Exam WNL. DX'd changed mental status sent home.

Symptom Text:

Lithium, Propanolol, Prozac, Seraguel, Clozapine, Ritalin, Aviane, Keflex.Other Meds:
Lab Data:
History:

NONEPrex Illness:

At ER 9/13/06 EKG sinus arrhythmia, chest X ray NL, CT head normal, CBC, U/A, Lytes and toxic screen neg NL.
Bipolar DS, ADHS, left hydronephrosis.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

264204-1

13-Oct-2006
VAX Detail:

Last Edit Date

Seriousness:

 Coma, Mental impairment, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
10-Oct-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0688F 0 Right arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Sep-2006
Vaccine Date

27-Sep-2006
Onset Date

0
Days

13-Oct-2006
Status Date

--
State Mfr Report Id

Cellulitis at injection siteSymptom Text:

Other Meds:
Lab Data:
History:

NONEPrex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

264209-1

30-Oct-2006
VAX Detail:

Last Edit Date

Seriousness:

 Cellulitis, Injection site reaction

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
10-Oct-2006

Received Date

Prex Vax Illns:

TDAP
HPV4
MMRV
IPV

AVENTIS PASTEUR
MERCK & CO. INC.
MERCK & CO. INC.
AVENTIS PASTEUR

AC52B002AA
B229AA
0816F
Y1067

4
0
0
1

Left arm
Right arm
Right arm
Left arm

Intramuscular
Intramuscular
Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Sep-2006
Vaccine Date

29-Sep-2006
Onset Date

0
Days

12-Oct-2006
Status Date

FR
State

WAES0610CAN00009
Mfr Report Id

Information has been received from a consumer concerning her 15 year old daughter with asthma, peanut allergy and allergy to nuts and a history of
anaphylaxis (three episodes of anaphylaxis (first at age 8) related to allergy to peanuts/nuts) who on 9/29/06 was vaccinated with first dose of HPV rL1 6 11 16
18 VLP vaccine yeast at approx 16:00. Concomitant therapy included Ventolin (rarely uses it ). The pt stayed in the physicians office for about half an hour with
the clinic staff ready for an allergic anaphylactic reaction since she had three episodes of anaphylaxis previously. However she felt fine. On 9/29/06 the pt
experienced anaphylactic reaction described as going into shock at approx 20:00 she suddenly felt ill (anaphylactic reaction that could not be traced back to
food eaten that day that could have contained nuts). The pt immediately administered on Epi Pen dose. Subsequently the pt was taken to the emergency dept
where she received supportive care only as no other medications were needed. Subsequently, the pt recovered from anaphylactic reaction. Upon internal
review anaphylactic reaction was considered other important medical event (OMIC). Additional information has been requested.

Symptom Text:

VENTOLIN (ALBUTEROL)Other Meds:
Lab Data:
History:
Prex Illness:

Anaphylaxis peanut allergy, allergy to nuts Asthma.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

264284-1

12-Oct-2006
VAX Detail:

Last Edit Date

Seriousness:

 Anaphylactic reaction, Malaise

 OMIC, SERIOUS

Other Vaccine
11-Oct-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
11-Nov-2006
Status Date

TX
State

WAES0609USA00433
Mfr Report Id

Information has been received from a physician concerning a 19 year old female who in early August 2006, was vaccinated with HPV rLi 6 11 16 18 VLP
vaccine (yeast) (0.5 ml).  The physician reported that at the time of vaccination, the patient experienced injection site pain.  The patient later experienced
decreased range of motion in the arm she received the vaccination.  It was reported that the patient's arm hurt when she raised it above her head.  At the time
of this report, the patient's injection site pain, decreased range of motion in arm pain persisted.  Unspecified medical attention was sought. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

NONE
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

264366-1

13-Nov-2006
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Joint range of motion decreased

 ER VISIT, NOT SERIOUS

Other Vaccine
11-Oct-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Sep-2006
Vaccine Date

Unknown
Onset Date Days

11-Nov-2006
Status Date

--
State

WAES0609USA00663
Mfr Report Id

Information has been received from a nurse concerning a female who on 01 Sep 2006 was vaccinated intramuscularly with HPV rLi 6 11 16 18 VLP vaccine
(yeast) (lot#653650/0702P).  The nurse reported that she was very unhappy with the syringe.  The nurse reported that she "had received no instructions, and
upon using the syringe for the first time, the safety device activated as soon as she pushed all the way down on the plunger, and it hit the patient in the arm".
The nurse also reported that she had not read the product insert prior to administering the vaccine, as it was not available in the carton, and as soon as she
administered the full dose of vaccine, she immediately let go of the plunger.  She also reported that "it was loud, which scared the patient, and the needle coil
sprang out and hurt the patient.  The patient was kept in the office longer than normal since the coil hit the patient against her arm and hurt her.  Unspecified
medical attention was sought.  The nurse was able to administer the entire dose of vaccine.  On 05-Sep-2006 the patient had recovered.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

264367-1

13-Nov-2006
VAX Detail:

Last Edit Date

Seriousness:

 Pain

 ER VISIT, NOT SERIOUS

Other Vaccine
11-Oct-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0702F Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Aug-2006
Vaccine Date

31-Aug-2006
Onset Date

0
Days

13-Nov-2006
Status Date

OR
State

WAES0609USA00688
Mfr Report Id

Information has been received from a medical assistant concerning a 23 year old female with no pertinent medical history or drug reaction/allergies, who on
8/31/06 was vaccinated IM with a pre filled syringe HPV rL1 6 11 16 18 VLP vaccine yeast (lot 654540/0800F). There was no concomitant therapy. The medical
assistant reported that the spring action activated so forceful the needle and spring popped out of the clients left arm and scratched her. It was reported that all
the vaccine was administered and that the pts left arm was washed with soap and water. She also reported that the pt did not bleed. No further details were
provided. Additional information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

UNK
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

264368-1

06-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Injury, Medication error

 ER VISIT, NOT SERIOUS

Other Vaccine
11-Oct-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0800F Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Aug-2006
Vaccine Date

23-Aug-2006
Onset Date

1
Days

13-Nov-2006
Status Date

--
State

WAES0609USA00704
Mfr Report Id

Information has been received from a registered nurse concerning a female pt (age not provided) who on approx 8/22/06 was vaccinated with HPV rL1 6 11 16
18 VLP vaccine yeast (lot not provided). The nurse reported that a day and half after receiving the vaccine, on approx 8/23/06 the pt developed what appeared
to be hives. Unspecified medical attention was sought. Subsequently, the p0t recovered from the hives. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

264369-1

13-Nov-2006
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
11-Oct-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Nov-2006
Status Date

WI
State

WAES0609USA01030
Mfr Report Id

Information has been received from a physician concerning a female (age not reported) who on an unspecified date was vaccinated with the first dose of 0.5 ml
of HPV rL1 6 11 16 18 VLP vaccine yeast. It was reported that the pt fainted after the injection (date unk). The pt sought unspecified medical attention. AT the
time of this report, the pt had recovered from the event (date unk). Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

264370-1

13-Nov-2006
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
11-Oct-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Aug-2006
Vaccine Date

16-Aug-2006
Onset Date

0
Days

13-Nov-2006
Status Date

TX
State

WAES0609USA01051
Mfr Report Id

Information has been received from a physician concerning her 13 year old daughter who on approx 8/16/06, (also reported as within the past 2-3 weeks) was
vaccinated with a 0.5ml dose of HPV rL1 6 11 16 18 VLP vaccine yeast. the physician reported that her daughter experienced soreness at injection site for a
couple of days after receiving HPV vaccine. The pt sought unspecified medical attention. At the time of this report, the outcome of the event was unk. Additional
information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

264371-1

13-Nov-2006
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
11-Oct-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Sep-2006
Vaccine Date

07-Sep-2006
Onset Date

0
Days

13-Nov-2006
Status Date

MT
State

WAES0609USA01437
Mfr Report Id

Information has been received from a licensed practical nurse concerning a 27 year old female with no pertinent medical history or drug reactions. allergies,
who on 9/7/06 was vaccinated IM with HPV rL1 6 11 16 18 VLP vaccine yeast (lot 653736/0689F). Concomitant therapy included ethinyl Estradiol norgestimate
(Ortho Tri Cyclen). On 9/7/06, immediately after receiving the vaccine, the pt experienced a metallic taste in her mouth, nausea and sweating. The nurse had
the pt lay down for a little while and the pt started to feel better. No further details were provided. At the time of this report, the pt was recovering. Additional
information has been requested.

Symptom Text:

Ortho Tri CyclenOther Meds:
Lab Data:
History:
Prex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
28.0

264372-1

13-Nov-2006
VAX Detail:

Last Edit Date

Seriousness:

 Dysgeusia, Hyperhidrosis, Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
11-Oct-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0689F Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Nov-2006
Status Date

CA
State

WAES0609USA01470
Mfr Report Id

Information has been received from a physician concerning a female who on an unspecified date was vaccinated IM with HPV rL1 6 11 16 18 VLP vaccine
yeast (0.5ml). Concomitant therapy included Dtap. The day after vaccination with HPV the pt developed a blotchy rash which lasted for three days (site of rash
not specified). It was also reported that the pt experienced a fever with a temp between 99 and 103 degrees during the same three day period. Unspecified
medical attention was sought. At the time of this report, the pt was recovering from the rash and fever. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Body temp between 99 and 103 degrees.
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

264373-1

13-Nov-2006
VAX Detail:

Last Edit Date

Seriousness:

 Pyrexia, Rash, Rash macular

 ER VISIT, NOT SERIOUS

Other Vaccine
11-Oct-2006

Received Date

Prex Vax Illns:

HPV4
DTAP

MERCK & CO. INC.
UNKNOWN MANUFACTURER

NULL
NULL

Unknown
Unknown

Intramuscular
Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Nov-2006
Status Date

WA
State

WAES0609USA01524
Mfr Report Id

Initial and follow up information has been received from a physician concerning a female pt (age not reported) who on an unspecified date, in the morning, was
vaccinated with HPV rL1 6 11 16 18 VLP vaccine yeast (date unknown). It was reported that the pt felt dizzy and was administered oxygen. The pt was
observed for 30 minutes (previously reported that the pt had not eaten anything. At the time of this report, the pt had recovered from the events (date unk). The
physician assessed the events as non serious and reported that she was unsure of the causality of the events. No further information is available.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

264374-1

13-Nov-2006
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Hypoxia

 ER VISIT, NOT SERIOUS

Other Vaccine
11-Oct-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Nov-2006
Status Date

WA
State

WAES0609USA01525
Mfr Report Id

Initial and follow up information has been received from a physician concerning a female pt (age not reported) who on an unspecified date, in the morning, was
vaccinated with HPV rL1 6 11 16 18 VLP vaccine yeast. Subsequently, the pt fainted after receiving HPV vaccine (date unk). It was reported that the pt felt
dizzy and was kept for observation (previously reported that the pt had no eaten anything). At the time of this report, the pt had recovered from the events (date
unk). The physician assessed the events as non serious and reported that she was unsure of the causality of the events. No further information is available.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

264375-1

13-Nov-2006
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
11-Oct-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Aug-2006
Vaccine Date

02-Sep-2006
Onset Date

3
Days

13-Nov-2006
Status Date

AZ
State

WAES0609USA01979
Mfr Report Id

Information has been received from a physician concerning a 22 year old female with no pertinent medical history and no allergies, who on 8/30/06 was
vaccinated with HPV rL1 6 11 16 18 VLP vaccine yeast. On 9/2/06 the pt developed a canker sore on her lip and sore throat. On 9/6/06 she experienced
nausea, vomiting, malaise, a temperature of 102F and developed a herpetic ulcerative ring on her left ring finger. It was also reported that the pt experienced
myalgia. Unspecified medical attention was sought/ Subsequently, it was reported on 9/8/06 that the symptoms were subsiding, the lesion on the pts lip had
crusted and her temp was 98.9F.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

Body temp 9/6/06 102F, body temp 9/8/06 98.9F.
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

264376-1

13-Nov-2006
VAX Detail:

Last Edit Date

Seriousness:

 Aphthous stomatitis, Herpes simplex, Malaise, Myalgia, Nausea, Pharyngolaryngeal pain, Pyrexia, Skin ulcer, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
11-Oct-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Sep-2006
Vaccine Date

06-Sep-2006
Onset Date

1
Days

13-Nov-2006
Status Date

MO
State

WAES0609USA02094
Mfr Report Id

Information has been received from a certified medical assistant concerning a 19 year old female with no pertinent medical history and no known allergies or
adverse drug reactions reported. On 9/5/06, the pt was vaccinated IM with one dose of HPV rL1 6 11 16 18 VLP vaccine yeast. Concomitant therapy included
Ortho Tri Cyclen. It was reported that the pt woke up the next morning and her skin was pink from head to toe. There was no rash, no pain, no itching, no
swelling and no hives. It was reported that her only symptom was a sunburn like appearance to her skin. the pt sought unspecified medical attention. On 9/7/06
in the evening, the color began to subside. As of 9/8/06 her skin was reported as looks better and the pt was noted as recovering. Additional information has
been requested.

Symptom Text:

Ortho Tri CyclenOther Meds:
Lab Data:
History:
Prex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

264377-1

13-Nov-2006
VAX Detail:

Last Edit Date

Seriousness:

 Skin discolouration, Sunburn

 ER VISIT, NOT SERIOUS

Other Vaccine
11-Oct-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Oct-2006
Vaccine Date

05-Oct-2006
Onset Date

0
Days

20-Oct-2006
Status Date

IN
State Mfr Report Id

Pain in right upper arm from time of administration of vaccine and continuing 8 days.Symptom Text:

Other Meds:
Lab Data:
History:

NONEPrex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

264556-1

20-Oct-2006
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Oct-2006

Received Date

Prex Vax Illns:

HPV4
FLU
HEP

MERCK & CO. INC.
AVENTIS PASTEUR
MERCK & CO. INC.

0955F
U2239AA
0223F

0
1
1

Right arm
Left arm
Left arm

Unknown
Unknown
Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Oct-2006
Vaccine Date

10-Oct-2006
Onset Date

0
Days

20-Oct-2006
Status Date

KY
State Mfr Report Id

Pt experienced paleness, sweating, cold hands, nausea, dizziness and lightheadedness.Symptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

264585-1

20-Oct-2006
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Hyperhidrosis, Nausea, Pallor, Peripheral coldness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Oct-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0868F 0 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Sep-2006
Vaccine Date

14-Sep-2006
Onset Date

0
Days

18-Oct-2006
Status Date

TX
State

WAES0610USA04329
Mfr Report Id

Information has been received from a physician concerning an 18 year old female who on 14-SEP-2006 was vaccinated intramuscularly with a first 0.5 ml dose
of HPV rLi 6 11 16 18 VLP vaccine (yeast).  About an hour after receiving the vaccine, the patient developed shortness of breath and a fever.  The patient was
directed to the emergency room. It was noted that the patient's symptoms improved "on therapy" (unspecified).  No product quality compliant was involved.
Shortness of breath and fever were considered to be other important medical events.  Additional information has been requested. (OMIC)

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

264674-1

18-Oct-2006
VAX Detail:

Last Edit Date

Seriousness:

 Dyspnoea, Pyrexia

 ER VISIT, OMIC, SERIOUS

Other Vaccine
17-Oct-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Oct-2006
Status Date

TX
State

WAES0610USA05710
Mfr Report Id

Information has been received from a physician concerning a pt who was vaccinated with a dose of HPV vaccine yeast. Subsequently the pt experienced a
recurrence of hepatitis and abdominal pain. The physicians office manager reported that the pt tested positive for hepatitis after receiving the vaccine. The pts
outcome was not reported. Recurrence of hepatitis and abdominal pain were considered to be other important medical events (OMIC). Additional information
has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

264675-1

30-Oct-2006
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Hepatitis

 OMIC, SERIOUS

Other Vaccine
17-Oct-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
M

Gender
02-Oct-2006
Vaccine Date

09-Oct-2006
Onset Date

7
Days

03-Jan-2007
Status Date

GA
State

200603514
Mfr Report Id

Initial report received on 15 December 2006 from an other manufacturer, report number WAES0610USA06268, who received the original report from a health
care professional. This report is a follow up report to previously submitted reports by the other manufacturer on 13 October 2006, 30 October 2006, and 11
December 2006. Information has been received by the other manufacturer, from a registered nurse concerning a 9 week old male, with no concurrent illnesses,
no medical history, and no allergies, who on 02 October 2006, at 13:00pm, was vaccinated with a first dose , left leg (route not reported) administration of IPOL,
lot number Z0240, a first dose, left leg (route not reported) administration of Tripedia, lot number C2489AA, a first dose, right leg 9route not reported0
administration of Comvax, lot number 654538/0269T, a first dose, right leg (route not reported) administration of Prevnar, lot number B086910, and a first 2.0ml
oral dose of Rotateq, lot number 654422/0607F. Reportedly, there were no adverse events following prior vaccinations. On 04 October 2006, the patient
vomited one time and decreased appetite. He again vomited one time on 05 October 2006. He was seen in the physician's office the following day, on 06
October 2006, and had experienced loose stools two times that morning, with one episode of vomiting. Reportedly, two days later, on 08 October 2006, the
patient presented with a four day history of diarrheal stool which looked rusty colored. It was noted that the patients mother could not exclude blood in the stool
and the patient was admitted to the hospital. The following day, on 09 October 2006, the patient had ad differential diagnosis of viral illness (possibly from the
Rotateq vaccine), bacterial enteritis, and intussusception. Diagnostic urinalysis showed pH 5.0 SP GR 1010, trace protein, no glucose, ketones, leukocytes,
blood NHT, no culture. Laboratory work showed lymphocyte 37.0, serum blood urea 24, serum granulocytes 7.66, segmented neutrophil 47.0, CSF monocyte
count 11.0. The patien

Symptom Text:

Other Meds:
Lab Data:

History:
Prex Illness:

09 October 2006 abdominal X ray no evidence of obstruction. Diagnostic urinalysis pH 5.0 SP GR 1010, trace protein, no glucose. Laboratory work showed
Lymphocyte 37.0, Serum blood urea 24, serum granulocytes 7.6, segmented neutrophil 47.0,

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
0.2

264684-2 (S)

03-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Acidosis, Bacterial infection, Blood urine, Chromaturia, Decreased appetite, Dehydration, Diarrhoea, Enteritis, Faeces discoloured, Gastroenteritis,
Haematochezia, Intussusception, Malaise, Pyrexia, Viral infection, Vomiting

 ER VISIT, HOSPITALIZED, LIFE THREATENING, OMIC, PERMANENT DISABILITY, SERIOUS

Related reports:   264684-1

Other Vaccine
02-Jan-2007

Received Date

Prex Vax Illns:

PNC
HPV4
IPV
HBHEPB
DTAP

LEDERLE LABORATORIES
MERCK & CO. INC.
AVENTIS PASTEUR
MERCK & CO. INC.
AVENTIS PASTEUR

C086910
0607F
Z0240
0269F
C2489AA

0
0
0
0
0

Right leg
Unknown
Left leg

Right leg
Left leg

Unknown
By Mouth
Unknown
Unknown
Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Oct-2006
Vaccine Date

04-Oct-2006
Onset Date

1
Days

18-Oct-2006
Status Date

FL
State

WAES0610USA03769
Mfr Report Id

Information has been received from a physician concerning a 16 year old female who on 10/3/06 was vaccinated with 0.5ml of HPV. On 10/4/06, the pt
developed muscle aches, fever and shortness of breath. The pt went to the ER. It was unknown if the pt was hospitalized. At the time of this report, the
outcome of the event was unknown. The physician considered the events to be serious as other important medical events (OMIC). Additional information has
been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

264688-1

18-Oct-2006
VAX Detail:

Last Edit Date

Seriousness:

 Dyspnoea, Myalgia, Pyrexia

 ER VISIT, OMIC, SERIOUS

Other Vaccine
17-Oct-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Aug-2006
Vaccine Date

Unknown
Onset Date Days

19-Oct-2006
Status Date

NJ
State

WAES0609USA02204
Mfr Report Id

Information has been received from a physician assistant concerning an 18 year old female with on 8/30/06 was vaccinated with the first dose of HPV (lot
653650/0702F). The physician assistant reported that the pt received the first dose of HPV, about 12 days ago, and she still experiencing injection site pain.
The pt sought unspecified medical attention. It was reported that the pt was being treated with ibuprofen (Advil). At the time of this report, the pt had not
recovered from the event. The reporter considered the event to be serious as an other important medical event (OMIC). Additional information has been
requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

264695-1

19-Oct-2006
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 ER VISIT, OMIC, SERIOUS

Other Vaccine
17-Oct-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0702F 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Sep-2006
Vaccine Date

27-Sep-2006
Onset Date

0
Days

19-Oct-2006
Status Date

NH
State

WAES0609USA07424
Mfr Report Id

Information has been received from a registered nurse concerning a female (age not reported) with on known allergies or adverse drug reactions reported. On
9/27/06, the pt was vaccinated IM in the left deltoid with 1 ml (2 vials) of HPV vaccine (lot 0B37F). Concomitant therapy included a tetanus toxoid shot in the
other arm. Subsequently, the pt experienced arm hurting. The registered nurse confirmed that the pain was at the injection site. The pt has not mentioned any
other symptoms. The pt sought unspecified medical attention. The intervention to prevent serious criteria was 800 mg, of Motrin. The registered nurse reported
that she did not know if the event would have worsened or improved without the intervention of Motrin. On 9/28/06, the pt returned to the physicians office and
was fine, however her arm still hurt. At the time of this report, the pt had not recovered from the event. The reporter considered the event to be serious as an
other important medical event (OMIC). Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

264696-1

30-Oct-2006
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Medication error

 ER VISIT, OMIC, SERIOUS

Other Vaccine
17-Oct-2006

Received Date

Prex Vax Illns:

TTOX
HPV4

UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Unknown
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Oct-2006
Vaccine Date

12-Oct-2006
Onset Date

1
Days

20-Oct-2006
Status Date

MA
State Mfr Report Id

Rash/Pimple like on fact and neck.Symptom Text:

Ortho tricylenOther Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

264703-1

20-Oct-2006
VAX Detail:

Last Edit Date

Seriousness:

 Acne, Rash

 NO CONDITIONS, NOT SERIOUS

Related reports:   264703-2

Other Vaccine
17-Oct-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0955F 1 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Oct-2006
Vaccine Date

11-Oct-2006
Onset Date

0
Days

22-Nov-2006
Status Date

MA
State

WAES0610USA10680
Mfr Report Id

Information has been received from a health professional concerning a 21 year old Caucasian female with no known allergies who on 11-OCT-2006 at 9:00
was vaccinated with a first dose of HPV rL1 6 11 15 18 VLP vaccine (yeast), intramuscularly in the deltoid. Concomitant therapy included ethinyl
estradiol/norgestimate (ORTHO TRI-CYCLEN). On 11-OCT-2006 at 9:00 a.m. the patient experienced "face/neck rash, pimple like stinging." It was reported to
be unknown if the patient recovered.

Symptom Text:

ORTHO TRI-CYCLENOther Meds:
Lab Data:
History:
Prex Illness:

None
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

264703-2

22-Nov-2006
VAX Detail:

Last Edit Date

Seriousness:

 Pain, Rash

 NO CONDITIONS, NOT SERIOUS

Related reports:   264703-1

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 635978/0955F 0 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-Nov-2006
Status Date

TX
State

WAES0609USA01527
Mfr Report Id

Initial and follow up information has been received from a physician and a registered nurse in the physicians office concerning a pt (age and gender not
reported) who on an unspecified date was vaccinated with  HPV rL1 6 11 16 18 VLP vaccine yeast. The physician reported that the pt experienced soreness,
pain at injection site after receiving HPV. The registered nurse reported that she had spoken with the physician who felt that the soreness was not really a
reaction or a problem. It was reported that the physician did not feel it was an adverse effect, just soreness at the injection site. At the time of this report, the
outcome of the event was unk. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

264738-1

15-Nov-2006
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Oct-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Aug-2006
Vaccine Date

09-Sep-2006
Onset Date

10
Days

15-Nov-2006
Status Date

NY
State

WAES0609USA02200
Mfr Report Id

Information has been received from a licensed practical nurse concerning a 13 year old female with diabetes and no known adverse drug reactions or allergies
reported. On 8/30/06, the pt was vaccinated IM with a 0.5ml dose of HPV rL1 6 11 16 18 VLP vaccine yeast (lot 653937/0637F). Concomitant therapy included
insulin. On 9/9/06 the pt developed a yeast infection. It was reported that the pt had vaginal itching since receiving HPV It was reported that the pt underwent a
vaginal swab which came back positive for yeast. The pt was being treated with Monistat. the pt was treated with the over the counter medication and was not
required to follow up with the physician at this time. According to the licensed practical nurse, the physician did not feel that HPV was the cause of the yeast
infection and that it was the pts mother who inquired about the event. At the time of this report, the pt had recovered from the yeast infection (date unk). No
further information is available.

Symptom Text:

InsulinOther Meds:
Lab Data:
History:
Prex Illness:

Vaginal gram stain vaginal swab came back positive for yeast.
Diabetes

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

264739-1

15-Nov-2006
VAX Detail:

Last Edit Date

Seriousness:

 Fungal infection, Pruritus genital, Vaginal infection

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Oct-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0637F Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 130
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Sep-2006
Vaccine Date

05-Sep-2006
Onset Date

0
Days

15-Nov-2006
Status Date

CA
State

WAES0609USA02222
Mfr Report Id

Information has been received from a 42 year old female with hypersensitivity to SOMA and a history of two pregnancies, and two unspecified abortions who on
9/5/06 was vaccinated with HPV rL1 6 11 16 18 VLP vaccine yeast (0.5ml). Concomitant therapy included Lasix and Wellbutrin. The pt reported that on 9/5/06
she developed an injection site reaction. The pt reported that the reaction was like straph infection and described the reaction as looking like and itching like a
big mosquito bite. The pt had not yet contacted her physician. At the time of this report, the pt had not yet recovered from the injection site reaction. No further
information is expected.

Symptom Text:

Wellbutrin, LasixOther Meds:
Lab Data:
History:
Prex Illness:

NONE
Abortion, Pregnancy, Drug hypersensitivity.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
42.0

264740-1

15-Nov-2006
VAX Detail:

Last Edit Date

Seriousness:

 Infection, Injection site mass, Injection site reaction, Pruritus

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Oct-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-Nov-2006
Status Date

ND
State

WAES0609USA02251
Mfr Report Id

Information has been received from a licensed practical nurse concerning a female pt who on an unspecified date was vaccinated IM with HPV rL1 6 11 16 18
VLP vaccine yeast. Subsequently the pt experienced pain, numbness, and at tingly feeling all the way down to her fingertips. The events occurred in the arm in
which the pt received the vaccination. Unspecified medical attention was sought. The pt subsequently recovered from the events. Additional information has
been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

264741-1

18-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Injection site pain, Pain, Paraesthesia

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Oct-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Sep-2006
Vaccine Date

12-Sep-2006
Onset Date

0
Days

15-Nov-2006
Status Date

MD
State

WAES0609USA02498
Mfr Report Id

Information has been received from a physician concerning a 22 year old female pt who on 9/12/06 was vaccinated IM into the upper left buttock with a dose of
HPV rL1 6 11 16 18 VLP vaccine yeast, lot 653650/0702F. there was no concomitant medication. Approx one hour post vaccination the pt experienced
numbness and tingling on the right side of her face. medial attention was sought. No other symptoms were noted. As of the report date, the pt was recovering.
Additional information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

264742-1

15-Nov-2006
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Oct-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0702F Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 133
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Sep-2006
Vaccine Date

12-Sep-2006
Onset Date

1
Days

15-Nov-2006
Status Date

PA
State

WAES0609USA02502
Mfr Report Id

Information has been received from a registered nurse concerning a 21 year old female with syncope, anxiety and no known allergies reported. On 9/11/06, the
pt was vaccinated IM with the first dose of HPV rL1 6 11 16 18 VLP vaccine yeast (lot 653650/0702F). Concomitant therapy included Lexapro, Wellbutrin,
Klonopin, Nicomide, and Zithromax. On 9/12/06 when the pt woke up, she complained of her pupils being dilated, a headache, light headed and reported that
she feels like something in not quite right. It was reported that it was unknown if the pt had eaten that day. The pt sought unspecified medical attention. At the
time of this report, the pt had not recovered from the events. Additional information has been requested.

Symptom Text:

Zithromax, Wellbutrin, Klonopin, Lexapro, Nicomide, Minocycline.Other Meds:
Lab Data:
History:
Prex Illness:

UNK
Syncope, Anxiety.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

264743-1

15-Nov-2006
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Feeling abnormal, Headache, Malaise, Mydriasis

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Oct-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0702F 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Sep-2006
Vaccine Date

12-Sep-2006
Onset Date

0
Days

15-Nov-2006
Status Date

--
State

WAES0609USA02785
Mfr Report Id

Information has been received from a pharmacy intern concerning a female who on 9/12/06 the pt experienced nausea and vomiting. Unspecified medical
attention was sought. At the time of this report, the outcome of the events was unk. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

264744-1

15-Nov-2006
VAX Detail:

Last Edit Date

Seriousness:

 Nausea, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Oct-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Aug-2006
Vaccine Date

06-Sep-2006
Onset Date

6
Days

15-Nov-2006
Status Date

ME
State

WAES0609USA02871
Mfr Report Id

Information has been received through the pregnancy registry from a nurse practitioner concerning a 15 year old female with no known drug allergies, and with
depression who on 8/31/06 at 3:00pm was vaccinated IM in the right deltoid with the first dose of HPV rL1 6 11 16 18 VLP vaccine yeast (lot 653937/0637F).
Illnesses at the time of vaccination included flu symptoms and a breast lump. Concomitant therapy included sertraline HCL (Zoloft). Other vaccinations given on
9/6/06 included diphtheria toxoid + pertussis acellular vaccine (unspecified) + tetanus toxoid. On 9/6/06 the pt was seen at her physician with a complaint of
continued viral illness. It was reported that the pt was aware that she was pregnant but did not disclose this information to her health care provider until after
vaccination. A urine pregnancy test was performed and found to be positive. The pt was advised no to receive the second dose of HPV. At the time of this
report, the outcome of the viral illness and vaccine exposure during pregnancy was not known. Additional information has been requested.

Symptom Text:

ZoloftOther Meds:
Lab Data:
History:

Breast lump, Flu symptomsPrex Illness:

Urine beta human 09/06/06 positive.
Pregnancy, breast lump, flu symptoms. depression.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

264745-1

15-Nov-2006
VAX Detail:

Last Edit Date

Seriousness:

 Unintended pregnancy, Viral infection

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Oct-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0637F 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Sep-2006
Vaccine Date

11-Sep-2006
Onset Date

0
Days

21-Nov-2006
Status Date

PA
State

WAES0609USA03257
Mfr Report Id

Information has been received from a physician concerning a female patient who on 11-SEP-2006 was vaccinated with her first dose of HPV rL1 6 11 16 18
VLP vaccine (yeast). The physician reported that within 24 hours of receiving the vaccine the patient developed a maculo papular rash all over the body.
Medical attention was sought. The patient's outcome was unknown. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

264746-1

21-Nov-2006
VAX Detail:

Last Edit Date

Seriousness:

 Rash maculo-papular

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Oct-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Nov-2006
Status Date

--
State

WAES0609USA03270
Mfr Report Id

Information has been received from a nurse practioner concerning her 20 year old daughter who on an unspecified date was vaccinated with 0.5 mL of HPV rL1
6111618 VLP vaccine (yeast). It was reported that "right after she got it", the patient developed severe arm pain (date unknown). The patient sought
unspecified medical attention. At the time of this report, the patient was recovering from the event. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

264747-1

21-Nov-2006
VAX Detail:

Last Edit Date

Seriousness:

 Pain

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Oct-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Sep-2006
Vaccine Date

13-Sep-2006
Onset Date

1
Days

21-Nov-2006
Status Date

IN
State

WAES0609USA03694
Mfr Report Id

Initial and follow up information has been received from a physician concerning a 20 year old female patient with sulfonamide allergy who on 12-SEP-2006 at
13:45 p.m. was vaccinated IM in the left deltoid with her first dose of HPV rL1 6 11 16 18 VLP vaccine (yeast), lot #653650/0641. Concomitant therapy included
ethinyl estradiol (+) ferrous fumarate (+) norethindrone acetate (MICROGESTIN FE). On the early morning of 13-SEP-2006 the patient developed a fever to
103.6 degrees F, and generalized body aches. Medical attention was sought. On 18-SEP-2006, the patient recovered. Additional information is not expected.

Symptom Text:

MICROGESTIN FEOther Meds:
Lab Data:
History:
Prex Illness:

Body temp 09/13/06 103.6 degr
Sulfonamide allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

264748-1

21-Nov-2006
VAX Detail:

Last Edit Date

Seriousness:

 Pain, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Oct-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0641F 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Nov-2006
Status Date

--
State

WAES0609USA04154
Mfr Report Id

Information has been received from a nurse practioner concerning a female patient (age not reported) who on an unspecified date was vaccinated with HPV
rL1 6 11 16 18 VLP vaccine (yeast) (Lot# not provided). Subsequently, the patient fainted post vaccination. She stated that it "felt like the medicine traveled
through my system at time of injection". Subsequently, the patient recovered from the syncope and abnormal feeling. The nurse reported that the patient was
not disoriented, was very aware and her blood pressure (actual BP not reported) was within normal limits. The patient was offered a sugar drink (soda) after the
event and recovered from the event. The nurse practitioner noted that the patient had eaten before coming in for the vaccination. Additional has been
requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

264749-1

21-Nov-2006
VAX Detail:

Last Edit Date

Seriousness:

 Malaise, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Oct-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Sep-2006
Vaccine Date

18-Sep-2006
Onset Date

0
Days

22-Nov-2006
Status Date

NY
State

WAES0609USA04248
Mfr Report Id

Information has been received from a 28 year old female patient with epilepsy, asthma and an allergy to carbamazepine (TEGRETOL) who on 18-SEP-2006
was vaccinated with a dose of HPV rL1 6 11 16 18 VLP vaccine (yeast). Concomitant therapy included escitalopram oxalate (LEXAPRO), lorazepam,
"lomectol," zolpidem tartrate (AMBIEN), and fluticasone propionate (FLOVENT). The patient stated that since her vaccination she has been experiencing dizzy,
tired, has headaches and felt nauseous. No medical attention was sought. As of the report date the patient has not recovered. Additional information has been
requested.

Symptom Text:

(therapy unspecified), LEXAPRO, FLOVENT, lorazepam, AMBIENOther Meds:
Lab Data:
History:
Prex Illness:

NONE
Concurrent conditions: epilepsy, asthma, drug hypersensitivity.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
28.0

264750-1

22-Nov-2006
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Fatigue, Headache, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Oct-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. UNK Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
22-Nov-2006
Status Date

PA
State

WAES0609USA04418
Mfr Report Id

Information has been received from a licensed practical nurse concerning a female patient with sulfonamide allergy who on an unspecified date was vaccinated
with HPV rL1 6 11 16 18 VLP vaccine (yeast). Subsequently the patient experienced a fever for four days. Unspecified medical attention was sought. No further
details were provided. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
Concurrent conditions: sulfonamide allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
9.0

264751-1

22-Nov-2006
VAX Detail:

Last Edit Date

Seriousness:

 Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Oct-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. UNK Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Sep-2006
Vaccine Date

12-Sep-2006
Onset Date

1
Days

22-Nov-2006
Status Date

PA
State

WAES0609USA04898
Mfr Report Id

Information has been received from a physician concerning a 17 year old female with no history of varicella virus vaccine live vaccination and an unknown
history of varicella, who on 11-SEP-2006 was vaccinated intramuscularly with a 0.5 ml dose of HPV rL1 6 11 16 18 VLP vaccine (yeast). There was no
concomitant medication. The physician reported that on 12-SEP-2006 "the next day, the patient developed a low grade fever and a vesicular rash on her neck
and shoulders of about 15-20 lesions." The patient was treated with acetaminophen (TYLENOL). All of her symptoms resolved within 3-4 days (approximately
15-SEP-2006). Additional information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

264753-1

22-Nov-2006
VAX Detail:

Last Edit Date

Seriousness:

 Pyrexia, Rash vesicular

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Oct-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 653735/0688F Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
28-Nov-2006
Status Date

MD
State

WAES0609USA04922
Mfr Report Id

Information has been received from a certified medical assistant concerning a female patient between the age of 15 to 18 who was vaccinated with a dose of
HPV rL1 6 11 16 18 VLP vaccine (yeast). Subsequently, the patient complained of stinging. It was noted that the stinging was only for a moment and resolved
quickly. The reporter felt that the stinging could be from the vaccine being cold. No other problems were noted with the administration. Unspecified medical
attention was sought. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

264754-1

28-Nov-2006
VAX Detail:

Last Edit Date

Seriousness:

 Pain

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Oct-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Sep-2006
Vaccine Date

21-Sep-2006
Onset Date

1
Days

27-Nov-2006
Status Date

--
State

WAES0609USA05006
Mfr Report Id

Information has been received from a medical assistant concerning a 25 year old female with connective tissue disorder, thrombocytopenia, depression and
allergy to ZITHROMAX who on 20-SEP-2006 was vaccinated with HPV rL1 6 11 16 18 VLP vaccine (yeast) IM in the deltoid described as "pre-filled syringe one
time." Concomitant therapy included escitalopram oxalate (LEXAPRO) and methylphenidate HCl (RITALIN). On 21-SEP-2006 the patient experienced fever of
100 degrees F. The patient sought unspecified medical attention. The patient's fever of 100 degrees F. persisted. Additional information has been requested.

Symptom Text:

LEXAPRO, RITALINOther Meds:
Lab Data:
History:
Prex Illness:

NONE
Concurrent conditions: connective tissue disorder, thrombocytopenia, depression, drug hypersensitivity

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

264755-1

27-Nov-2006
VAX Detail:

Last Edit Date

Seriousness:

 Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Oct-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 653650/0702F Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
28-Nov-2006
Status Date

--
State

WAES0609USA05009
Mfr Report Id

Information has been received from a nurse practitioner concerning a female who on 18-SEP-2006 was vaccinated with HPV rL1 6 11 16 18 VLP vaccine
(yeast). Subsequently the patient experienced injection site reaction. The patient sought unspecified medical attention. Injection site reaction persists.
Additional information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

264756-1

28-Nov-2006
VAX Detail:

Last Edit Date

Seriousness:

 Injection site reaction

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Oct-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Sep-2006
Vaccine Date

08-Sep-2006
Onset Date

7
Days

28-Nov-2006
Status Date

MO
State

WAES0609USA05017
Mfr Report Id

Information has been received from a physician and a registered nurse concerning a 25 year old female who on 01-SEP-2006 was vaccinated IM with a 0.5 ml
dose of HPV rL1 6 11 16 18 VLP vaccine (yeast). Concomitant therapy included hormonal contraceptives (unspecified). On approximately 08-SEP-2006, one
week after vaccination, the patient developed "small bumps under her skin" at the injection site. The patient sought unspecified medical attention.
Subsequently, the patient fully recovered.

Symptom Text:

hormonal contraceptionOther Meds:
Lab Data:
History:
Prex Illness:

NONE
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

264757-1

28-Nov-2006
VAX Detail:

Last Edit Date

Seriousness:

 Injection site rash

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Oct-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 653937/0637F Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Nov-2006
Status Date

NC
State

WAES0609USA05491
Mfr Report Id

Information has been received from a pharmacist concerning a female patient (age not reported) a physician mentioned who was vaccinated on an unspecified
date with HPV rL1 6 11 16 18 VLP vaccine (yeast). Subsequently the patient developed a poison ivy-like rash on her shoulder behind the area where she was
administered the vaccine. The rash was reported to be itchy, vesicular and the size of a grapefruit. The patient sought unspecified medical attention. At the time
of this report the patient had not recovered. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

264758-1

29-Nov-2006
VAX Detail:

Last Edit Date

Seriousness:

 Rash pruritic, Rash vesicular

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Oct-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Nov-2006
Status Date

FL
State

WAES0609USA05508
Mfr Report Id

Information has been received from a physician concerning a 21 year old female who on an unknown date was vaccinated intramuscularly with the first dose of
HPV rL1 6 11 16 18 VLP vaccine (yeast) (lot # not provided). Subsequently, the patient developed "swelling feet" for an unspecified amount of time after
receiving the injection. At the time of this report the patient was recovering. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

264759-1

02-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Oedema peripheral

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Oct-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Nov-2006
Status Date

NC
State

WAES0609USA05516
Mfr Report Id

Information has been received from a physician concerning a 14 year old female who on an unspecified date was vaccinated with HPV rL1 6 11 16 18 VLP
vaccine (yeast) (lot # not provided). Subsequently, the patient experienced burning and pain at the injection site. Unspecified medical attention was sought. It
was unknown at the time of the report if the patient had recovered. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

264760-1

02-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site inflammation, Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Oct-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Nov-2006
Status Date

--
State

WAES0609USA05927
Mfr Report Id

Information has been received from a physician concerning his "around 18" year old daughter who was vaccinated IM with a 0.5 ml dose of HPV rL1 6 11 16 18
VLP vaccine (yeast). Concomitant therapy included a dose of diphtheria toxoid (+) pertussis acellular 3-component vaccine (+) tetanus toxoid (BOOSTRIX).
Subsequently, the patient experienced numbness in her arms and lower extremities. Unspecified medical attention was sought. On an unspecified date, the
patient recovered. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

264761-1

29-Nov-2006
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Oct-2006

Received Date

Prex Vax Illns:

TDAP

HPV4

GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

NULL

NULL

Unknown

Unknown

Unknown

Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Sep-2006
Vaccine Date

25-Sep-2006
Onset Date

0
Days

29-Nov-2006
Status Date

--
State

WAES0609USA05955
Mfr Report Id

Information has been received from a physician concerning a 26 year old female with a penicillin allergy who on 25-SEP-2006 was vaccinated with a dose of
HPV rL1 6 11 16 18 VLP vaccine (yeast). Immediately post-vaccination, the patient experienced hives. The patient was treated with oral diphenhydramine
hydrochloride (BENADRYL) and symptoms lessened. No diagnostic studies were performed. At the time of this report, the patient was recovering. No product
quality complaint was involved. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

NONE
Concurrent conditions: penicillin allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

264762-1

29-Nov-2006
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Oct-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Sep-2006
Vaccine Date

22-Sep-2006
Onset Date

0
Days

29-Nov-2006
Status Date

IN
State

WAES0609USA07045
Mfr Report Id

Information has been received from a physician concerning a 17 year old female patient who on 22-SEP-2006 was vaccinated IM with a first 0.5 ml dose of
HPV rL1 6 11 16 18 VLP vaccine (yeast). There was no concomitant medication. On 22-SEP-2006 the patient developed swollen lymph nodes in the neck and
groin, swelling at injection site and low grade fever. The patient sought unspecified medical attention. It was reported that the patient was recovering. Additional
information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

264763-1

18-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Injection site swelling, Lymphadenopathy, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Oct-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Nov-2006
Status Date

WY
State

WAES0609USA07284
Mfr Report Id

Information has been received from a registered nurse concerning a female between the ages of 14 to 21 years old who was vaccinated IM into the deltoid
region with a first 0.5 ml dose of HPV rL1 6 11 16 18 VLP vaccine (yeast). Subsequently, the patient experienced extreme pain during injection. No medical
attention was sought. About 15 to 20 minutes after injection, the patient was improving. No product quality complaint was involved. Additional information has
been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

264765-1

29-Nov-2006
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Oct-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 653650/0696F 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Nov-2006
Status Date

MD
State

WAES0609USA07368
Mfr Report Id

Information has been received from a certified medical assistant concerning a female patient between the age of 15 to 18 who was vaccinated with a dose of
HPV rL1 6 11 16 18 VLP vaccine (yeast). Subsequently, the patient complained of stinging. It was noted that the stinging was only for a moment and resolved
quickly. The reporter felt that the stinging could be from the vaccine being cold. No other problems were noted with the administration. Unspecified medical
attention was sought. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

264766-1

29-Nov-2006
VAX Detail:

Last Edit Date

Seriousness:

 Pain

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Oct-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 155
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Nov-2006
Status Date

MD
State

WAES0609USA07369
Mfr Report Id

Information has been received from a certified medical assistant concerning a female patient between the age of 15 to 18 who was vaccinated with a dose of
HPV rL1 6 11 16 18 VLP vaccine (yeast). Subsequently, the patient complained of stinging. It was noted that the stinging was only for a moment and resolved
quickly. The reporter felt that the stinging could be from the vaccine being cold. No other problems were noted with the administration. Unspecified medical
attention was sought. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

264767-1

29-Nov-2006
VAX Detail:

Last Edit Date

Seriousness:

 Pain

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Oct-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Nov-2006
Status Date

MD
State

WAES0609USA07370
Mfr Report Id

Information has been received from a certified medical assistant concerning a female patient between the age of 15 to 18 who was vaccinated with a dose of
HPV rL1 6 11 16 18 VLP vaccine (yeast). Subsequently, the patient complained of stinging. It was noted that the stinging was only for a moment and resolved
quickly. The reporter felt that the stinging could be from the vaccine being cold. No other problems were noted with the administration. Unspecified medical
attention was sought. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

264768-1

29-Nov-2006
VAX Detail:

Last Edit Date

Seriousness:

 Pain

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Oct-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Nov-2006
Status Date

MD
State

WAES0609USA07371
Mfr Report Id

Information has been received from a certified medical assistant concerning a female patient between the age of 15 to 18 who was vaccinated with a dose of
HPV rL1 6 11 16 18 VLP vaccine (yeast). Subsequently, the patient complained of stinging. It was noted that the stinging was only for a moment and resolved
quickly. The reporter felt that the stinging could be from the vaccine being cold. No other problems were noted with the administration. Unspecified medical
attention was sought. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

264769-1

29-Nov-2006
VAX Detail:

Last Edit Date

Seriousness:

 Pain

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Oct-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Nov-2006
Status Date

MD
State

WAES0609USA07372
Mfr Report Id

Information has been received from a certified medical assistant concerning a female patient between the age of 15 to 18 who was vaccinated with a dose of
HPV rL1 6 11 16 18 VLP vaccine (yeast). Subsequently, the patient complained of stinging. It was noted that the stinging was only for a moment and resolved
quickly. The reporter felt that the stinging could be from the vaccine being cold. No other problems were noted with the administration. Unspecified medical
attention was sought. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

264770-1

29-Nov-2006
VAX Detail:

Last Edit Date

Seriousness:

 Pain

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Oct-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Nov-2006
Status Date

--
State

WAES0609USA07427
Mfr Report Id

Information has been received from a physician's office concerning a female patient was was vaccinated IM with a dose of HPV rL1 6 11 16 18 VLP vaccine
(yeast). The reporter indicated that using the prefilled syringe was "painful and startling" to the patient. Her outcome was not reported. A product quality
complaint was not involved. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

264771-1

21-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Oct-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Sep-2006
Vaccine Date

28-Sep-2006
Onset Date

1
Days

29-Nov-2006
Status Date

PA
State

WAES0609USA08050
Mfr Report Id

Information has been received from a 27 year old female with no other pertinent medical history and no known allergies or adverse drug reactions reported. On
27-SEP-2006, the patient was vaccinated with 0.5 mL of HPV rL1 6 11 16 18 VLP vaccine (yeast). Concomitant therapy included unspecified hormonal
contraceptives (reported as "birth control"). On 28-SEP-2006, the patient developed red, itchy and swollen hands and feet. The patient sought unspecified
medical attention. At the time of this report the patient was recovering from the events. Additional information has been requested.

Symptom Text:

Hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
27.0

264772-1

29-Nov-2006
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Oedema peripheral, Pruritus

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Oct-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Sep-2006
Vaccine Date

25-Sep-2006
Onset Date

0
Days

29-Nov-2006
Status Date

PA
State

WAES0609USA08058
Mfr Report Id

Information has been received from the mother of a female patient in her "early 20's" with no relevant medical history who on 25-SEP-2006 was vaccinated with
HPV rL1 6 11 16 18 VLP vaccine (yeast) (0.5 mL). There was no concomitant medication. On 25-SEP-2006, the patient experienced "a lot of pain and nausea."
The pain was described as a stinging feeling when the medication was being injected. The patient subsequently recovered from the pain and nausea one hour
after vaccination. Medical attention was not sought. Additional information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

264773-1

02-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Nausea, Pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Oct-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Sep-2006
Vaccine Date

26-Sep-2006
Onset Date

0
Days

29-Nov-2006
Status Date

NY
State

WAES0609USA08128
Mfr Report Id

Information has been received from a nurse practitioner concerning a 23 year old female with mild cervical dysplasia with colposcopy and no known allergies or
adverse drug reactions reported. On 26-SEP-2006, the patient was vaccinated with the first dose of 0.5 mL of HPV rL1 6 11 16 18 VLP vaccine (yeast). There
was no concomitant medication reported. It was reported that the pre-filled syringe had been stored at 34F. On 26-SEP-2006 the patient developed severe pain
during administration with lightheadedness and dizziness. The patient was laid on the exam table and given ibuprofen (MOTRIN) for pain. The patient sought
unspecified medical attention. At the time of this report, the patient had recovered from the events. Additional information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

NONE
Concurrent conditions: cervical dysplasia, colposcopy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

264774-1

29-Nov-2006
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Medication error, Pain

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Oct-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Nov-2006
Status Date

CO
State

WAES0609USA08561
Mfr Report Id

Information has been received from a registered nurse concerning a 25 year old female who in 2006 (date not reported) was vaccinated with a 0.5 mL dose of
HPV rL1 6 11 16 18 VLP vaccine (yeast). The nurse reported having "the syringe jam and could not administer the vaccine." The vaccine was given using a
second syringe. The nurse also reported that the patient experienced "muscle pain in her arm, the arm of the jammed syringe." At the time of this report, the
patient had not recovered. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

264775-1

29-Nov-2006
VAX Detail:

Last Edit Date

Seriousness:

 Medication error, Myalgia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Oct-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 164
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Sep-2006
Vaccine Date

01-Sep-2006
Onset Date

0
Days

29-Nov-2006
Status Date

MO
State

WAES0610USA00329
Mfr Report Id

Information has been received from a physician concerning an 18 year old female patient who in September 2006 was vaccinated IM with a dose of HPV rL1 6
11 16 18 VLP vaccine (yeast). Subsequently in September 2006 the patient developed 102 degree temperature and chills. Medical attention was sought. The
patient was recovering. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

Body temp, 09/??/2006, 102 degrees F
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

264776-1

29-Nov-2006
VAX Detail:

Last Edit Date

Seriousness:

 Chills, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Oct-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Nov-2006
Status Date

TX
State

WAES0610USA00388
Mfr Report Id

Information has been received from an LPN concerning a female patient who was vaccinated IM with a dose of HPV rL1 6 11 16 18 VLP vaccine (yeast).
Subsequently, the patient experienced pain in her arm in excess of 5 days. There was no swelling or rash, only the pain. Medical attention was sought. The
pain was reported to have improved on therapy. It was unknown whether this was an injection site reaction. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

264777-1

29-Nov-2006
VAX Detail:

Last Edit Date

Seriousness:

 Pain

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Oct-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Nov-2006
Status Date

ND
State

WAES0610USA00698
Mfr Report Id

Information has been received from a licensed practical nurse concerning a female patient who on an unspecified date was vaccinated intramuscularly with
HPV rL1 6 11 16 18 VLP vaccine (yeast). Subsequently the patient experienced pain, numbness, and a tingly feeling all the way down to her fingertips. The
events occurred in the arm in which the patient received the vaccination. Unspecified medical attention was sought. The patient subsequently recovered from
the events. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

264778-1

29-Nov-2006
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Injection site pain, Paraesthesia

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Oct-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Nov-2006
Status Date

ND
State

WAES0610USA000699
Mfr Report Id

Information has been received from a licensed practical nurse concerning a female patient who on an unspecified date was vaccinated intramuscularly with
HPV rL1 6 11 16 18 VLP vaccine (yeast). Subsequently the patient experienced pain, numbness and a tingly feeling all the way down to her fingertips. The
events occurred in the arm in which the patient received the vaccination. Unspecified medical attention was sought. The patient subsequently recovered from
the events. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

264779-1

29-Nov-2006
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Pain, Paraesthesia

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Oct-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Nov-2006
Status Date

ND
State

WAES0610USA00700
Mfr Report Id

Information has been received from a licensed practical nurse concerning a female patient who on an unspecified date was vaccinated intramuscularly with
HPV rL1 6 11 16 18 VLP vaccine (yeast). Subsequently the patient experienced pain, numbness, and a tingly feeling all the way down to her fingertips. The
events occurred in the arm in which the patient received the vaccination. Unspecified medical attention was sought. The patient subsequently recovered from
the events. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

264780-1

29-Nov-2006
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Pain, Paraesthesia

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Oct-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Nov-2006
Status Date

ND
State

WAES0610USA00701
Mfr Report Id

Information has been received from a licensed practical nurse concerning a female patient who on an unspecified date was vaccinated intramuscularly with
HPV rL1 6 11 16 18 VLP vaccine (yeast). Subsequently the patient experienced pain, numbness, and a tingly feeling all the way down to her fingertips. The
events occurred in the arm in which the patient received the vaccination. Unspecified medical attention was sought. The patient subsequently recovered from
the events. Additional information has been sought.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

264781-1

29-Nov-2006
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Pain, Paraesthesia

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Oct-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Nov-2006
Status Date

NJ
State

WAES0610USA00860
Mfr Report Id

Information has been received from a physician concerning a female patient "between the ages of 11 and 16 years old" who on an unspecified date was
vaccinated with HPV rL1 6 11 16 18 VLP vaccine (yeast). Within 1 to 2 days after receiving HPV rL1 6 11 16 18 VLP vaccine (yeast), the patient developed a
fever and headache (date unknown). At the time of this report, the outcome of the events were unknown. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

264782-1

29-Nov-2006
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Oct-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Nov-2006
Status Date

NJ
State

WAES0610USA01164
Mfr Report Id

Information has been received from a physician concerning an 11 year old female patient who on an unspecified date was vaccinated IM with her first dose of
HPV rL1 6 11 16 18 VLP vaccine (yeast). Within one to two days after administration, the patient developed headache and fever. No medical attention was
sought. Her outcome was not reported. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

264783-1

29-Nov-2006
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Oct-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Nov-2006
Status Date

NJ
State

WAES0610USA01349
Mfr Report Id

Information has been received from a physician concerning a female patient "between the ages of 11 and 16 years old" who on an unspecified date was
vaccinated with HPV rL1 6 11 16 18 VLP vaccine (yeast). Within 1 to 2 days after receiving HPV rL1 6 11 16 18 VLP vaccine (yeast), the patient developed a
fever and headache (date unknown). At the time of this report, the outcome of the events were unknown. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

264784-1

29-Nov-2006
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Oct-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 173
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Nov-2006
Status Date

NJ
State

WAES0610USA01350
Mfr Report Id

Information has been received from a physician concerning a female patient "between the ages of 11 and 16 years old" who on an unspecified date was
vaccinated with HPV rL1 6 11 16 18 VLP vaccine (yeast). Within 1 to 2 days after receiving HPV rL1 6 11 16 18 VLP vaccine (yeast), the patient developed a
fever and headache (date unknown). At the time of this report, the outcome of the events were unknown. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

264785-1

29-Nov-2006
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Oct-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Sep-2006
Vaccine Date

08-Sep-2006
Onset Date

7
Days

29-Nov-2006
Status Date

MO
State

WAES0610USA03087
Mfr Report Id

Information has been received from a physician and a registered nurse concerning a 25 year old female who on 01-SEP-2006 was vaccinated IM with a 0.5 mL
dose of HPV rL1 6 11 16 18 VLP vaccine (yeast). Concomitant therapy included hormonal contraceptives (unspecified). On approximately 08-SEP-2006, one
week after vaccination, the patient developed "small bumps under her skin" at the injection site. The patient sought unspecified medical attention.
Subsequently, the patient fully recovered. Additional information has been requested.

Symptom Text:

Hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

NONE
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

264786-1

30-Nov-2006
VAX Detail:

Last Edit Date

Seriousness:

 Injection site reaction

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Oct-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 653937/0637F Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Nov-2006
Status Date

NJ
State

WAES0610USA03614
Mfr Report Id

Information has been received from a physician concerning a 13 year old female patient who on an unspecified date was vaccinated with a dose of HPV rL1 6
11 16 18 VLP vaccine (yeast). Subsequently, the patient developed headache and fever. Her outcome was not reported. Additional information has been
requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

264787-1

30-Nov-2006
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Oct-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Nov-2006
Status Date

NJ
State

WAES0610USA03615
Mfr Report Id

Information has been received from a physician concerning a 16 year old female patient who on an unspecified date was vaccinated with a dose of HPV rL1 6
11 16 18 VLP vaccine (yeast). Subsequently, the patient developed headache and fever. Her outcome was not reported. Additional information has been
requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

264788-1

30-Nov-2006
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Oct-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Nov-2006
Status Date

WY
State

WAES0610USA03622
Mfr Report Id

Information has been received from a registered nurse concerning a female between the ages of 14 to 21 years old who was vaccinated IM into the deltoid
region with a first 0.5 mL dose of HPV rL1 6 11 16 18 VLP vaccine (yeast). Subsequently, the patient experienced extreme pain during injection. The patient
had to lie down for a short time period until the pain subsided. No medical attention was sought. About 15 to 20 minutes after injection, the patient was
improving. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

264789-1

30-Nov-2006
VAX Detail:

Last Edit Date

Seriousness:

 Pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Oct-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 653650/0696F 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Nov-2006
Status Date

WY
State

WAES0610USA03624
Mfr Report Id

Information has been received from a registered nurse concerning a female between the ages of 14 to 21 years old who was vaccinated IM into the deltoid
region with a first 0.5 mL dose of HPV rL1 6 11 16 18 VLP vaccine (yeast). Subsequently, the patient experienced extreme pain during injection. No medical
attention was sought. About 15 to 20 minutes after injection, the patient was improving. No product quality complaint was involved. Additional information has
been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

264790-1

30-Nov-2006
VAX Detail:

Last Edit Date

Seriousness:

 Pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Oct-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 653650/0696F 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Nov-2006
Status Date

--
State

WAES0610USA03816
Mfr Report Id

Information has been received from a nurse practitioner concerning a female patient (age not reported) who on an unspecified date was vaccinated with HPV
rL1 6 11 16 18 VLP vaccine (yeast). Subsequently, the patient fainted post vaccination. She stated that it "felt like the medicine traveled through my system at
time of injection." Subsequently, the patient recovered from the syncope and abnormal feeling. The nurse reported that the patient was not disoriented, was
very aware and her blood pressure (actual BP not reported) was within normal limits. The patient was offered a sugar drink (soda) after the event and
recovered from the event. The nurse practitioner noted that the patient had eaten before coming in for the vaccination. Additional information has been
requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

264791-1

30-Nov-2006
VAX Detail:

Last Edit Date

Seriousness:

 Malaise, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Oct-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Nov-2006
Status Date

--
State

WAES0610USA03817
Mfr Report Id

Information has been received from a nurse practitioner concerning a female patient (age not reported) who on an unspecified date was vaccinated with HPV
rL1 6 11 16 18 VLP vaccine (yeast). Subsequently, the patient fainted post vaccination. Subsequently, the patient recovered from the syncope. The nurse
reported that the patient was not disoriented, was very aware and her blood pressure (actual BP not reported) was within normal limits. The patient was offered
a sugar drink (soda) after the event and recovered from the event. The nurse practitioner noted that the patient had eaten before coming in for the vaccination.
Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

264792-1

30-Nov-2006
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Oct-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Nov-2006
Status Date

--
State

WAES0610USA03818
Mfr Report Id

Information has been received from a nurse practitioner concerning a female patient (age not reported) who on an unspecified date was vaccinated with HPV
rL1 6 11 16 18 VLP vaccine (yeast). Subsequently, the patient fainted post vaccination. Subsequently, the patient recovered from the syncope. The nurse
reported that the patient was not disoriented, was very aware and her blood pressure (actual BP not reported) was within normal limits. The patient was offered
a sugar drink (soda) after the event and recovered from the event. The nurse practitioner noted that the patient had eaten before coming in for the vaccination.
Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

264793-1

30-Nov-2006
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Oct-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Sep-2006
Vaccine Date

03-Oct-2006
Onset Date

14
Days

25-Oct-2006
Status Date

WI
State Mfr Report Id

09/19/2006 MMR and HBV adm 1, 10/03/2006 swollen glands, numbness and tingling of arm and legs bilat. Pt called hotline and states she was told this was
from the MMR. 10/15/06 chest pain. Pt wonders if this is related to immunizations.

Symptom Text:

Other Meds:
Lab Data:
History:

NONEPrex Illness:

Valve Proplase in distant past, neg heart cath 2 yrs ago.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
57.0

264950-1

25-Oct-2006
VAX Detail:

Last Edit Date

Seriousness:

 Chest pain, Hypoaesthesia, Lymphadenopathy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Oct-2006

Received Date

Prex Vax Illns:

MMR
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

0296R
0039F 0

Right arm
Left arm

Subcutaneously
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Oct-2006
Vaccine Date

16-Oct-2006
Onset Date

0
Days

25-Oct-2006
Status Date

CT
State Mfr Report Id

Administr4ed Vaqta, then Gardasil, immediately after Gardasil child became unresponsive, stiff, pale about 30 sex. Child lost bladder control, pulse 46-55 after
event, child alert and aware after events.  11/27/06 Received medical records from provider/reporter which reveal patient had LOC,tonic/clonic movements &
loss of bladder control after received 2nd Gardisil vax.  HR was 46-55.  This was the 3rd episode of LOC within a year (1st after tetanus shot, 2nd after finding a
tick & 3rd after 2nd dose of Gardisil).  PCP recommended cardiac & neuro w/u.  Received cardiac consultation which revealed final dx: probable fainting.
Holter monitor was WNL.  Awaiting neuro consult.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Scheduled for cardiac and Neuro follow up.  LABS: IgG was only positive for Lyme dx which was considered negative.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

264959-1

18-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Bradycardia, Coma, Heart rate irregular, Musculoskeletal stiffness, Pallor, Syncope, Urinary incontinence

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Oct-2006

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
MERCK & CO. INC.

0955F
0741F

0
0

Left arm
Right arm

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Oct-2006
Vaccine Date

18-Oct-2006
Onset Date

2
Days

25-Oct-2006
Status Date

CA
State Mfr Report Id

Received Tdap and HPV vaccine on 10/16/2006 noticed some blisters at the corner of mouth and swelling of lower lip on the evening of 10/18/2006 and facial
swelling around eyes on 10/19/06. No fever, headache, dizziness or any GI symptoms.

Symptom Text:

Other Meds:
Lab Data:
History:

NONEPrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

264992-1

25-Oct-2006
VAX Detail:

Last Edit Date

Seriousness:

 Blister, Face oedema

 NO CONDITIONS, NOT SERIOUS

Related reports:   264992-2

Other Vaccine
19-Oct-2006

Received Date

Prex Vax Illns:

TDAP
HPV4

AVENTIS PASTEUR
MERCK & CO. INC.

C2572AA
0637F

Left arm
Right arm

Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Oct-2006
Vaccine Date

16-Oct-2006
Onset Date

0
Days

04-Dec-2006
Status Date

CA
State

WAES0610USA12143
Mfr Report Id

Information has been received from a business manager in a physicians office concerning a 15 year old female who on 16 Oct 2006 was vaccinated with the
first dose of HPV rL1 6 11 16 18 VLP vaccine.  Concomitant therapy that day included diphtheria toxoid + pertussis acellular vaccine + tetanus toxoid.
Subsequently, the patient experienced an allergic reaction, her face and body began to swell. The physician recommended the patient take an unspecified
dose of diphenhydramine hydrochloride (Benadryl). After taking diphenhydramine hydrochloride the patients face and body swelling "went down". On 20 Oct
2006 it was reported that "the swelling became worse again".  At the time of this report the patient had not recovered from the event.  Additional information has
been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

264992-2

25-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypersensitivity, Swelling

 ER VISIT, NOT SERIOUS

Related reports:   264992-1

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4
DTAP

MERCK & CO. INC.
UNKNOWN MANUFACTURER

653937/0637F
NULL

Unknown
Unknown

Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Oct-2006
Vaccine Date

16-Oct-2006
Onset Date

7
Days

26-Oct-2006
Status Date

KY
State Mfr Report Id

Localized reaction at injection site right del itching and burning beginning 7 day post injection, also headache. Txd symptoms with Benadryl, Tylenol,
Hydrocortisone cream.

Symptom Text:

Lexapro, Effexor, Yasmin, HCTZ, Elmiron, Parida Plus, Claritin.Other Meds:
Lab Data:
History:
Prex Illness:

Sulfa Allergy, Hypertension, Intestinal cystitis.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

265013-1

26-Oct-2006
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Injection site reaction, Pruritus, Thermal burn

 NO CONDITIONS, NOT SERIOUS

Related reports:   265013-2

Other Vaccine
20-Oct-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0688F 0 Right arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Oct-2006
Vaccine Date

16-Oct-2006
Onset Date

7
Days

04-Dec-2006
Status Date

--
State

WAES0610USA10659
Mfr Report Id

Information has been received from a consumer concerning her 22 year old female with sulfa drug allergy and a history of depression, panic disorder, an
"interstitial distritis" who on 09 Oct 2006 was vaccinated with first injection of HPV rL1 6 11 16 18 VLP vaccine 0.5ml "vial" injection. Concomitant therapy
included venlafazine HC1 and drospirenone + ethinyl estradiol.  On 16 Oct 2006, after being administered the first injection shot in the series of HPV rL1 6 11
16 18 VLP vaccine, her daughter experienced "swelling at the injection site, and a red raised, hot area at the injection site as well as a headache, and a low
grade fever of 99 degrees".  Medical attention was sought. No laboratory studies were performed. At the time of reporting, the patient had not recovered.  No
other information was provided at the time of reporting.  Additional information has been requested.

Symptom Text:

Jasmine, EffexorOther Meds:
Lab Data:
History:
Prex Illness:

temperature measurement 10/16/06 99 degree
Medical History: depression; panic disorder; general symptom  Concurrent Conditions: Sulfonamide allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

265013-2

04-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Injection site erythema, Injection site swelling, Injection site warmth, Pyrexia

 ER VISIT, NOT SERIOUS

Related reports:   265013-1

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Oct-2006
Vaccine Date

19-Oct-2006
Onset Date

0
Days

25-Oct-2006
Status Date

--
State Mfr Report Id

After receiving Gardasil vaccine #1 pt immediately became lightheaded, weak and sweaty. SX lasted approx 5 minutes. (OMIC).Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

265107-1

25-Oct-2006
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Dizziness, Hyperhidrosis

 OMIC, SERIOUS

Other Vaccine
23-Oct-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0955F Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Oct-2006
Vaccine Date

16-Oct-2006
Onset Date

0
Days

25-Oct-2006
Status Date

FL
State Mfr Report Id

According to my daughter, the following happened: 1.  Shot was given between 1100-1115 am 2.  Proceed to wait a few minutes with doctor in room and then
went to check out 3.  Between 1120-1125 am...she passed out in doctors office. 4.  Day 2-4:  tightness in muscles especially around lower legs.  Also tigtness
in arms, but not as bad as legs. 5.  Hard time walking after first waking up in morning and gradually loosens up after she starts moving around. 6.  I suggested
to her to take a Tylenol to help with muscle tightness and to massage calves prior to getting out of bed to help loosen them up.

Symptom Text:

Ortho-tricyclene LowOther Meds:
Lab Data:
History:

None.Prex Illness:

N/A
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

265305-1

25-Oct-2006
VAX Detail:

Last Edit Date

Seriousness:

 Difficulty in walking, Muscle rigidity, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
24-Oct-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. UNKNOWN 0 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
M

Gender
13-Oct-2006
Vaccine Date

Unknown
Onset Date Days

01-Nov-2006
Status Date

MI
State Mfr Report Id

None StatedSymptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
1.0

265338-1

01-Nov-2006
VAX Detail:

Last Edit Date

Seriousness:

 Unevaluable event

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
25-Oct-2006

Received Date

Prex Vax Illns:

PNC
HEPA

FLU
HIBV
HPV4

LEDERLE LABORATORIES
GLAXOSMITHKLINE
BIOLOGICALS
AVENTIS PASTEUR
MERCK & CO. INC.
MERCK & CO. INC.

B22930D
AHAVB099CB

V2175HA
0212R
0688F

3
0

0
3
0

Left leg
Unknown

Unknown
Unknown
Unknown

Intramuscular
Intramuscular

Intramuscular
Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Oct-2006
Vaccine Date

20-Oct-2006
Onset Date

7
Days

26-Oct-2006
Status Date

KY
State Mfr Report Id

Approximately 7 days after HPV IM, L deltoid became very sore, painful to abduct. Nosig soreness at 24 hours after IM. On exam is tender deep in muscle and
is enlarged. No surface redness. No induration.

Symptom Text:

Other Meds:
Lab Data:
History:

nonePrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

265357-1

26-Oct-2006
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site pain, Injection site swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
25-Oct-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0660F 0 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Oct-2006
Vaccine Date

06-Oct-2006
Onset Date

0
Days

27-Oct-2006
Status Date

CA
State

WAES0610USA09738
Mfr Report Id

Information has been received from a physician concerning a 24 year old female pt with no known allergies or reportable medical history who on 10/6/06 was
vaccinated IM with a 0.5ml dose of HPV. Several hours later, on 10/6/06 the pt called the office with complaints of swollen puffy eyes, some itching but no rash
and blurry vision. The pt was seen in the office that evening on 10/6/06 and was given a dose of Benadryl and was sent home. The pt took a nap for the blurry
vision and upon awakening the next morning the pt fully recovered. Blurry vision was considered to be disabling according to the physician since the pt was
unable to perform her normal task. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

265372-1 (S)

27-Oct-2006
VAX Detail:

Last Edit Date

Seriousness:

 Eye swelling, Pruritus, Vision blurred

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Other Vaccine
26-Oct-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Oct-2006
Vaccine Date

23-Oct-2006
Onset Date

0
Days

30-Oct-2006
Status Date

--
State Mfr Report Id

Few minutes after receiving Gardasil vaccine patient had vaso vagal type reaction, weak, dizzy, hot, sweaty. Felt like she was going to faint.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

265384-1

31-Oct-2006
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Dizziness, Hyperhidrosis, Syncope vasovagal

 OMIC, SERIOUS

Other Vaccine
26-Oct-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0966P Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 194
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Oct-2006
Vaccine Date

17-Oct-2006
Onset Date

0
Days

02-Nov-2006
Status Date

PA
State Mfr Report Id

Papules used BENADRYL and cortisone.Symptom Text:

Other Meds:
Lab Data:
History:

NONEPrex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

265435-1

03-Nov-2006
VAX Detail:

Last Edit Date

Seriousness:

 Acne

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
26-Oct-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0641F 0 Right arm Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Oct-2006
Vaccine Date

22-Oct-2006
Onset Date

5
Days

09-Nov-2006
Status Date

NC
State Mfr Report Id

Fever, cough, numb, and tingling all over, acted hyperactive loopy, taking OTC cold remedies, MD suggested Claritin and nasal spray for allergies, may need
anti anxiety and anti depressant for ADHD, anxiety.

Symptom Text:

Other Meds:
Lab Data:
History:

NONEPrex Illness:

Thyroid, Potassium levels done. Given flu vaccine 10/27/06
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

265676-1

09-Nov-2006
VAX Detail:

Last Edit Date

Seriousness:

 Anxiety, Cough, Hypersensitivity, Hypoaesthesia, Psychomotor hyperactivity, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
31-Oct-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0955F 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 196
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Aug-2006
Vaccine Date

03-Aug-2006
Onset Date

2
Days

02-Nov-2006
Status Date

MO
State Mfr Report Id

Patient complained of Left arm numbness after receiving injection. Lasted less than 48 hours.Symptom Text:

Doxycycline,Zoloft,YasminOther Meds:
Lab Data:
History:

nonePrex Illness:

Depression & Anxiety, Migraine Headaches, Acne, Exzema, Seasonal Allergies.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

265756-1

18-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
01-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0702F 0 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Oct-2006
Vaccine Date

25-Oct-2006
Onset Date

0
Days

14-Nov-2006
Status Date

WA
State Mfr Report Id

Patient reports she vomited 1 time approximately 4 hours following injection of Gardasil. Patient's mother reports that the patient vomited following the first
injection in series.

Symptom Text:

Other Meds:
Lab Data:
History:

NONEPrex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

265801-1

14-Nov-2006
VAX Detail:

Last Edit Date

Seriousness:

 Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
01-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Left arm Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Oct-2006
Vaccine Date

07-Oct-2006
Onset Date

1
Days

14-Nov-2006
Status Date

MD
State Mfr Report Id

Nausea and vomiting, fever 99 degrees F- 100 degrees F, chills for 3 days.Symptom Text:

EstrostepOther Meds:
Lab Data:
History:

NONEPrex Illness:

allergic to Penicillin.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

265808-1

15-Nov-2006
VAX Detail:

Last Edit Date

Seriousness:

 Chills, Nausea, Pyrexia, Vomiting

 NO CONDITIONS, NOT SERIOUS

Related reports:   265808-2

Other Vaccine
01-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0800F 0 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Oct-2006
Vaccine Date

07-Oct-2006
Onset Date

1
Days

29-Nov-2006
Status Date

MD
State

WAES0610USA12543
Mfr Report Id

Information has been received from a physician concerning a 21 year old female with an allergy to penicillin who was receiving contraceptive therapy, who on
06-OCT-2006 was vaccinated with the first dose of HPV rL1 6 11 16 18 VLP vaccine (yeast) (0.5 mL). Concomitant therapy included ethinyl
estradiol/norethindrone acetate (ESTROSTEP). On 07-OCT-2006 or 08-OCT-2006 the patient experienced nausea and vomiting. Unspecified medical attention
was sought. Subsequently, the patient recovered from the nausea and vomiting. Additional information has been requested.

Symptom Text:

ESTROSTEPOther Meds:
Lab Data:
History:
Prex Illness:

NONE
Concurrent conditions: penicillin allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

265808-2

29-Nov-2006
VAX Detail:

Last Edit Date

Seriousness:

 Nausea, Vomiting

 ER VISIT, NOT SERIOUS

Related reports:   265808-1

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 654540/0800F 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Sep-2006
Vaccine Date

09-Oct-2006
Onset Date

19
Days

03-Nov-2006
Status Date

OH
State

WAES0610USA11542
Mfr Report Id

Information has been received from a physician concerning a 16 year old female who on an unspecified date was vaccinated with the first dose of HPV vaccine.
subsequently the pt developed lower extremity weakness and was hospitalized for two days with Guillain Barre. The pt received treatment with gamma globulin
during her hospitalization. At the time of this report, the pt was back to school and was 99% recovered having only some area of numbness to her lower
extremities. The physician did not believe that the pt was on any other medications at the time and had no further details to provide. Additional information has
been requested. Mild Guillane Barre Syndrome. EMG study on 10/10/2006: nerve conduction studies of right peroneal and tibial nerves were normal. F wave
latencies were normal but some blocking was present. Conclusion: study consistent with mild Guillain Barre Syndrome.  12/12/06-records received from facility.
DX Mild Guillain Barre Syndrome. 12/28/06-DC Summary received DC DX: Mild Guillain Barre Syndrome. 1.5 week duration of tingling below kness and above
ankle bilaterally. Pain with walking. Office note for DO 12/28/06 from pediatric neurologist:continues to have tingling from elbow to hands, improving. On
Neurontin 100 mg tabs 1 three times per day. Has pain across shoulders and neck also lower back. Will order labs.

Symptom Text:

UNKOther Meds:
Lab Data:

History:
Prex Illness:

12/12/06-records received-EMG study on 10/10/2006: nerve conduction studies of right peroneal and tibila nerves were normal. F wave latencies were normal
but some blocking was present. Conclusion: study consistent with mild Guillain Barre

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

265839-1 (S)

15-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Back pain, Hypoaesthesia, Musculoskeletal pain, Neck pain, Paraesthesia

 HOSPITALIZED, SERIOUS

Related reports:   265839-2

Other Vaccine
02-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0954F 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Nov-2006
Status Date

OH
State

WAES0611USA01036
Mfr Report Id

Information has been received from a neurologist concerning a female pt who was vaccinated with one dose of HPV vaccine. Subsequently the pt developed
neuropathy and pain in the legs. The pt was diagnosed with Guillain Barre syndrome. The pts Guillain Barre syndrome persisted. Upon internal review, Guillain
Barre syndrome was considered to be an other important medical event (OMIC). Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

265839-2

15-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Neuropathy, Pain

 ER VISIT, OMIC, SERIOUS

Related reports:   265839-1

Other Vaccine
15-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Sep-2006
Vaccine Date

07-Oct-2006
Onset Date

14
Days

06-Nov-2006
Status Date

FR
State

WAES0610CAN00210
Mfr Report Id

Information has been received from a physician concerning a female who on approximately 9/23/06 was vaccinated with HPV rL1 6 11 16 18 VLP vaccine
(yeast). On 10/7/06, the patient experienced acute disseminated encephalomyelitis and was hospitalized in a neurology ward of a children's hospital. Additional
information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

265930-1 (S)

19-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Encephalitis

 HOSPITALIZED, SERIOUS

Other Vaccine
03-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Oct-2006
Vaccine Date

21-Oct-2006
Onset Date

0
Days

15-Nov-2006
Status Date

CA
State Mfr Report Id

Per pt arm where Gardasil was administered felt painful then numb and then pt fainted for a few seconds.Symptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

265955-1

15-Nov-2006
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Injection site pain, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
03-Nov-2006

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

NULL
NULL

1 Right arm
Unknown

Subcutaneously
Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Aug-2006
Vaccine Date

30-Aug-2006
Onset Date

0
Days

05-Dec-2006
Status Date

WV
State Mfr Report Id

Complaints of pain in right arm initially after 1st Gardasil injection. States right arm hurt for 1 month after shot was given.Symptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

266325-1

05-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
08-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0696F 0 Right arm Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Oct-2006
Vaccine Date

06-Oct-2006
Onset Date

3
Days

10-Nov-2006
Status Date

CA
State

WAES0610USA14679
Mfr Report Id

Information has been received from a physician and the mother of a 15 year old female with a history of hypersensitivity reactions to allergens. On 10/3/06, the
pt was vaccinated IM with the first dose of 0.5ml of HPV vaccine (lot 653650/0702F. Concomitant therapy included Ortho Tri Cyclen LO started on 10/6/06. On
10/06/06, the pt developed widespread itching and hives of both upper and lower extremities. The pt did not experience respiratory symptoms. The pt was self
treated with Benadryl with only mild improvement. A nurse in the local ER was consultated by phone but the pt did not require hospitalization. The symptoms
resolved after one week and the pt had not experienced further problems. On 10/13/06 the pt had recovered from the event. The physician considered the
event to be serious as disabling. Additional information has been requested.

Symptom Text:

Ortho Tri Cyclen LOOther Meds:
Lab Data:
History:
Prex Illness:

Hypersensitivity.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

266371-1 (S)

10-Nov-2006
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus, Urticaria

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Other Vaccine
09-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0702F 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Oct-2006
Vaccine Date

30-Oct-2006
Onset Date

0
Days

13-Nov-2006
Status Date

IN
State Mfr Report Id

Patient fainted in waiting area less than five minutes after receiving Gardasil injection. Patient disoriented and c/o difficulty breathing when roused. C/O nausea,
dizziness. Sent to ER & diagnosed as vasovagal syncope. Patient c/o sores in genital area 3 days post vaccination. Upon visit to doctor, diagnosed with
Condyloma.

Symptom Text:

Advil, Benadryl, TylenolOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

266497-1

12-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Disorientation, Dizziness, Dyspnoea, Nausea, Syncope

 ER VISIT, NOT SERIOUS

Related reports:   266497-2

Other Vaccine
10-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Oct-2006
Vaccine Date

30-Oct-2006
Onset Date

0
Days

19-Dec-2006
Status Date

--
State

WAES0611USA02498
Mfr Report Id

Information has been received from a registered nurse concerning a 17 year old white female (121 pounds, 61.5 inches) who on 30 Oct 2006 was vaccinated
with Gardisil (lot number 653978/0955F) intramuscularly. On 30 Oct 2006, after the injection , the patient left the examination room and arrived in the lobby
(noted as less than 2 minutes) when the nurse was called to the lobby. The patient's mother stated the patient "passed out" for a few seconds. It was also
noted that the patient was "faint" with a duration of less than 1 minute, had dizziness which lasted approximately 1.5 hours, had nausea for approximately 15
minutes, and her skin was clammy. The patients blood pressure and pulse were within normal limits. A cold wash cloth was applied to the patients neck. The
patient was taken by wheelchair to the Emergency Department. The patient's mother reported that the Emergency Department visit was quick and the
physician stated that the patient had a vasovagal response. On 31 Oct 2006, the patient was considered recovered from vasovagal response. Additional
information is not available.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

266497-2

19-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Syncope vasovagal

 NO CONDITIONS, NOT SERIOUS

Related reports:   266497-1

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0955F Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Sep-2006
Vaccine Date

14-Sep-2006
Onset Date

1
Days

20-Nov-2006
Status Date

KY
State Mfr Report Id

Angioedema lips for one month by history from pt.Symptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

266541-1

20-Nov-2006
VAX Detail:

Last Edit Date

Seriousness:

 Angioneurotic oedema, Face oedema

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
10-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0702P 0 Right arm Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Oct-2006
Vaccine Date

25-Oct-2006
Onset Date

0
Days

27-Nov-2006
Status Date

WV
State Mfr Report Id

Fussy body rash X 24 hours following vaccination. Cleared spontaneously.Symptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

266568-1

27-Nov-2006
VAX Detail:

Last Edit Date

Seriousness:

 Irritability, Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
13-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0955F 1 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Oct-2006
Vaccine Date

13-Oct-2006
Onset Date

0
Days

22-Nov-2006
Status Date

VA
State Mfr Report Id

Vasovagal RXN. Pt HR decreased to 50 and BP decreased.Symptom Text:

Allegra, Nasolcrom, Acne meds, BactrimOther Meds:
Lab Data:
History:

NONEPrex Illness:

Skin prick tested for allergies.
Acne, allergies to raw peaches, carrot, potatoes, kiwi, apples, cherries.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

266581-1

18-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure decreased, Bradycardia, Heart rate irregular

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
13-Nov-2006

Received Date

Fever~DTP (unknown mfr)~1~1~In PatientPrex Vax Illns:

HPV4
FLU

MERCK & CO. INC.
AVENTIS PASTEUR

0688F
U2165CA

0
2

Left arm
Right arm

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Oct-2006
Vaccine Date

01-Nov-2006
Onset Date

1
Days

12-Dec-2006
Status Date

PA
State Mfr Report Id

Fine red, papular, pruritic rash on 1st and 2nd digits both hands and dorsum both feet.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

266592-1

12-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Rash, Rash papular

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
13-Nov-2006

Received Date

Prex Vax Illns:

TDAP

FLU
HPV4

GLAXOSMITHKLINE
BIOLOGICALS
AVENTIS PASTEUR
MERCK & CO. INC.

AC52B011CA

U2199AA
0955F

5

4
0

Left arm

Right arm
Right arm

Intramuscular

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Nov-2006
Vaccine Date

08-Nov-2006
Onset Date

0
Days

12-Dec-2006
Status Date

ME
State Mfr Report Id

10.4 cm X 7.0 cm area of redness.  Swelling and tenderness.  Complain of burning at site left deltoid.Symptom Text:

CONCERTA 54mgOther Meds:
Lab Data:
History:

NONEPrex Illness:

Attention-deficit Hyperactivity disorder

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

266639-1

12-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Swelling, Tenderness

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Nov-2006

Received Date

Prex Vax Illns:

FLU
HEPA

MNQ
HPV4

AVENTIS PASTEUR
MERCK & CO. INC.

U1808AA
0688F

0
0

Left arm
Right arm

Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Sep-2006
Vaccine Date

30-Sep-2006
Onset Date

5
Days

18-Dec-2006
Status Date

IL
State Mfr Report Id

Developed rash all over body gradually subsided after few days.Symptom Text:

OvconOther Meds:
Lab Data:
History:

NONEPrex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
38.0

266717-1

18-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0800F Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Oct-2006
Vaccine Date

06-Oct-2006
Onset Date

3
Days

18-Dec-2006
Status Date

CA
State Mfr Report Id

Hives all over 3 days after injection. No treatment.Symptom Text:

Other Meds:
Lab Data:
History:

NONEPrex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

266734-1

18-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0702F 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Oct-2006
Vaccine Date

19-Oct-2006
Onset Date

7
Days

15-Nov-2006
Status Date

LA
State Mfr Report Id

Patient developed left shoulder pain at the deltoid corresponding to the site of injection.  This began about 1 week after injection and has lasted for 3 weeks.  It
is 7/10 in severity and requires anti-inflammatories.

Symptom Text:

Yaz, Zoloft, Bactrim DSOther Meds:
Lab Data:
History:

NonePrex Illness:

none
Depression

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

266774-1

19-Nov-2006
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Shoulder pain

 ER VISIT, NOT SERIOUS

Other Vaccine
14-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 08668F 0 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Nov-2006
Vaccine Date

13-Nov-2006
Onset Date

0
Days

15-Nov-2006
Status Date

OR
State Mfr Report Id

Patient c/o: dizziness, lightheaded, feels as if she is going to have a panic attack, very fatigued.Symptom Text:

AdvairOther Meds:
Lab Data:
History:

odd cough & migranes per patient historyPrex Illness:

n/a

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

266788-1

19-Nov-2006
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Fatigue, Panic reaction

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0688F 0 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Oct-2006
Vaccine Date

26-Oct-2006
Onset Date

1
Days

17-Nov-2006
Status Date

MI
State Mfr Report Id

Pt received injections 10/25/06. Flu and HPV in one thigh. Tdap and Menactra in other thigh unk which thigh each given. Pt then went to allergist and received
allergy injection in each arm. Admitted 10/26/06 for fever 103, dehydration and muscle cramping, sent home 10/27/06. DC DX: allergic reaction.  2 day history
of fever. On same day as immunizations she received routine allergy shots. Immunizations received in thighs and allergy injections in arms. Complained of
arms puffed and welted evening prior to admission, became painful. Also blotchiness on legs. Complained of pain in legs. Headache since immunizations,
myalgias and arthralgias especially to shoulder area. Neck pain, prickly sensaton in feet. Previous immunization reacion 3 weeks ago with pain and
symptomatic problems.  PMH: environmental allergens. Eczema. Roavirus at age 2  months. PE: Extremities, there is injection site visible. No rash, erythema
or exudate noted around the injection sites. No other rashes.

Symptom Text:

Nasocort, Zyrtec, Allergy injections.Other Meds:
Lab Data:
History:
Prex Illness:

Labs: Glucose 118, CO2 21, C-reactive protein 1.8.
Allergic Rhinitis.  PMH: environmental allergens. Eczema. Roavirus at age 2  months.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

266889-1 (S)

07-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Dehydration, Hypersensitivity, Muscle spasms, Pyrexia

 HOSPITALIZED, SERIOUS

Related reports:   266889-2

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

TDAP

FLU
MNQ
HPV4

GLAXOSMITHKLINE
BIOLOGICALS
AVENTIS PASTEUR
AVENTIS PASTEUR
MERCK & CO. INC.

AC52B012AA

U2256AA
U1948AA
0955F

0

0
0

Unknown

Unknown
Unknown
Unknown

Intramuscular

Intramuscular
Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Oct-2006
Vaccine Date

26-Oct-2006
Onset Date

1
Days

25-Jun-2007
Status Date

--
State

200702171
Mfr Report Id

Initial information received on 13 June 2007 from another manufacturer, report# WAES0705USA05099. The initial reporter to this manufacturer had been the
FDA, VAERS# not provided. Verbatim from the report: "Information has been received from a line listing obtained on request by the company from the FDA
under the Freedom of Information Act concerning a 14 year old female with rhinitis allergic environmental allergy and eczema and a history of immunization
reaction who on 25-OCT-2006 was vaccinated with Gardasil, IM thigh (lot 653978/0955F). Concomitant suspect immunizations included DTaP (unspecified) (IM
thigh); Menactra (IM thigh), influenza virus vaccine (unspecified) (IM same thigh as Gardasil). The same day patient received allergenic extract (both arms).
Additional concomitant medication included Nasocort and Zyrtec. The following day, on 26-OCT-2006 the patient was hospitalized with dehydration,
hypersensitivity, muscle spasms and pyrexia (103F). Exam revealed injection site visible on extremities, no rash, erythema or exudate noted around the site.
No other rashes. She was discharged the following day with diagnosis of allergic reaction. She also experienced pain and symptomatic problems 3 weeks prior
following allergy injection. No further information is available."

Symptom Text:

ALLERGENIC EXTRACT, NASOCORT, ZYRTECOther Meds:
Lab Data:
History:

rhinitis allergic, environmental allergy, eczemaPrex Illness:

C-reactive protein 1.8, glucose 118, carbon dioxide 21
immunization reaction

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

266889-2 (S)

26-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dehydration, Hypersensitivity, Muscle spasms, Pain, Pyrexia

 HOSPITALIZED, SERIOUS

Related reports:   266889-1

Other Vaccine
22-Jun-2007

Received Date

Prex Vax Illns:

MNQ
HPV4
FLU
DTIPV

SANOFI PASTEUR
MERCK & CO. INC.
UNKNOWN MANUFACTURER
UNKNOWN MANUFACTURER

NULL
0955F
NULL
NULL

0
Unknown
Unknown
Unknown
Unknown

Intramuscular
Intramuscular
Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Nov-2006
Vaccine Date

15-Nov-2006
Onset Date

0
Days

17-Nov-2006
Status Date

PA
State Mfr Report Id

Within a minute of giving injection in rt deltoid, pt experienced pallor, syncope, rolling back of the eyes followed by jerky movements of upper & lower
extremities. After 5 seconds, she became responsive, but disoriented to place. Pt stated that she had not eaten much all day.

Symptom Text:

Adderall XL 30mg q day Depo Provera 150mg q 3 monthsOther Meds:
Lab Data:
History:

nonePrex Illness:

none
NKA none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

267030-1

19-Nov-2006
VAX Detail:

Last Edit Date

Seriousness:

 Disorientation, Dyskinesia, Eye movement disorder, Pallor, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0954F 0 Right arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Aug-2006
Vaccine Date

03-Oct-2006
Onset Date

33
Days

20-Nov-2006
Status Date

FL
State

WAES0611USA02762
Mfr Report Id

concerning a 19 year old female with diabetes and hypothyroidism on 8/31/06 was vaccainted IM with a first dose of HPV vaccine. Concomitant therapy
included an insulin pump, Levothyroxine (Synthroid) and (Loworval). On 10/3/06 (also reported as a month later), the pt experienced hot flushes and cold
flashed, nausea, a temp less than 100F and abnormal bleeding. On 11/4/06, the pt experienced right lower quadrant abdominal pain and was hospitalized. She
has had a CAT scan, MRI, laparoscopy and a few ultrasounds of the area but all have been neg. The pt was treated wit IV fluids. At the time of this report, the
pt had not recovered. No product quality complaint was involved. Right lower quadrant abdominal pain was considered to be an other important medical event
(OMIC). Additional information has been requested.

Symptom Text:

Insulin, SynthroidOther Meds:
Lab Data:
History:
Prex Illness:

Diabetes, Hypothyroidism.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

267080-1 (S)

20-Nov-2006
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Feeling cold, Haemorrhage, Hot flush, Nausea, Pyrexia

 ER VISIT, HOSPITALIZED, OMIC, SERIOUS

Other Vaccine
17-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Nov-2006
Vaccine Date

08-Nov-2006
Onset Date

0
Days

27-Nov-2006
Status Date

MN
State Mfr Report Id

Pt received vaccination early in AM. Called later that afternoon and was itching all over. took Benadryl which helped.Symptom Text:

Nuvaring, Allegra D, Albuterol, NasonexOther Meds:
Lab Data:
History:

NONEPrex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

267100-1

27-Nov-2006
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0688F 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 222
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Nov-2006
Vaccine Date

11-Nov-2006
Onset Date

1
Days

20-Nov-2006
Status Date

MN
State Mfr Report Id

INfluenza vaccine and Human Papilloma VIrus vaccines  given November  10 about 11:45 AM. Patient woke up with numbness on right side of face on
November  11.  Presented to Emergency Room on November 12 with Bells Palsy of  right side of face. Unable  to move right side of face.  Unable to close right
eye.  Previously healthy, no symptoms on day of vaccine administration.  Received MR from pediatrician revealing a healthy 12 year old in for well-child exam.
24 hours after Flu and Gardasil vax. child developed numbness, pain, and inability to move the right side of face. Assessment:  Facial Nerve Palsy-unclear
etiology. Child was sent by car to Minneapolis Children's ER to be evaluated. ER report received:  DX: Bell's Palsy

Symptom Text:

NONEOther Meds:
Lab Data:
History:

nonePrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

267171-1

19-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Facial palsy, Hypoaesthesia, Pain, Paralysis

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Nov-2006

Received Date

Prex Vax Illns:

HPV4
FLU

MERCK & CO. INC.
AVENTIS PASTEUR

08668F
U2244AA

0
1

Right arm
Left arm

Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Nov-2006
Vaccine Date

14-Nov-2006
Onset Date

1
Days

13-Dec-2006
Status Date

WI
State Mfr Report Id

Bell's Palsy right occurred 24 hours after injection of Gardasil. Previously healthy. MR received revealing an 18 yr. old in for well-woman exam with only c/o
some discomfort in the mastoid area behind her right ear x2 days. The following day she presented with right-sided facial droop. HPI: Pt awoke morning
following Gardasil vax. and had difficulty with spitting out her toothpaste. No pain or visual loss. No extremity weakness or paresthesias. Most obvious upon
smiling.  Able to wrinkle forehead and puff cheeks. Good sensation. Txd with Famvir, Solu-medrol and Refresh Tears.  Assessment:  Bell's Palsy.

Symptom Text:

ortho tricylic Meds-Ortho Tri-CyclenOther Meds:
Lab Data:
History:

Well woman exam. C/o some discomfort in the mastoid area behind her right ear x2 days.Prex Illness:

Lymes, CBC, CRP, CMP, Sed rate. Labs and Diagnostics:  All normal.
None PMH: None noted except for dysmenorrhea.  NKA.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

267197-1

11-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Facial palsy

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0688F 0 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Sep-2006
Vaccine Date

30-Sep-2006
Onset Date

1
Days

21-Nov-2006
Status Date

MD
State

WAES0611USA03232
Mfr Report Id

Information has been received from a physicians assistant concerning a 25 year old female who on 9/29/06 was vaccinated with a first dose of HPV vaccine.
Concomitant suspect therapy initiated a few days prior included nitrofurantoin (Macrobid) for the treatment of a urinary tract infection (dose not reported). Other
concomitant therapy included drospirenone + ethinyl Estradiol (Yasmin). On 9/20/06 the pt called the physicians office to state that she had developed hives.
The physicians office referred her to the ER where she was placed on methylprednisolone (Medrol Dosepak). The pt was not hospitalized. On 10/2/06 the pt
called the physicians office to report that her tongue was swelling and her throat was closing. The pt was immediately referred to the ER where she was given
epinephrine (Epi Pen). The pt was not hospitalized. On 1/04/06 the pt recovered. Hives, tongue swelling and throat closing were considered to be disabling,
immediately life threatening and other important medical events (OMIC). The physicians assistant reported that they were not sure if the reactions was to the
HPV or the Macrobid. Additional information has been requested.

Symptom Text:

Yasmin, MacrobidOther Meds:
Lab Data:
History:

Urinary tract infectionPrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

267288-1 (S)

21-Nov-2006
VAX Detail:

Last Edit Date

Seriousness:

 Throat tightness, Tongue oedema, Urticaria

 ER VISIT, LIFE THREATENING, OMIC, PERMANENT DISABILITY, SERIOUS

Other Vaccine
20-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0800F 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 225
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Sep-2006
Vaccine Date

08-Oct-2006
Onset Date

9
Days

29-Nov-2006
Status Date

GA
State Mfr Report Id

Pruritus - rash began on lower extremities 1.5 weeks following the first vaccine for HPV. The rash then spread to trunk, back and arms over the next week.
Rash began as singular lesions which coalesced it places.

Symptom Text:

Other Meds:
Lab Data:
History:

NONEPrex Illness:

Biopsy done on 11/9/06.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

267319-1

29-Nov-2006
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus, Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0954F 0 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Sep-2006
Vaccine Date

18-Sep-2006
Onset Date

0
Days

18-Dec-2006
Status Date

WA
State

WAES0609USA07330
Mfr Report Id

Initial and follow up information has been received from a nurse practitioner concerning a 25 year old female customer service representative. On 9/18/06, the
pt was vaccinated in the right deltoid with the first dose of 0.5ml of HPV vaccine (lot 653937/0637F). There were no other illnesses noted at the time of
vaccination. The nurse practitioner reported that the pt was severely obese and when she received the HPV vaccine, the medication dribbled down her arm. It
was report that upon removal of the needle, blood tinged fluid flowed from the injection site. The nurse practitioner was unable to estimate the amount but
assumed the pt received less than the full dose. The plan was to re inject the pt with a full dose. At the time of this report, the outcome of the events were unk.
Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

NONE
Obesity

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

267409-1

18-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Medication error

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0637F 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Jul-2006

Vaccine Date
19-Jul-2006
Onset Date

0
Days

15-Dec-2006
Status Date

FL
State

WAES0610USA01137
Mfr Report Id

Information has been received from a nurse concerning a 21 year old female with asthma, unspecified drug reaction to Penicillin and Amoxicillin and might
have been exposed to papilloma viral infection. On 7/19/06, the pt was vaccinated IM with the first dose of HPV vaccine (lot 653650/0697F). Concomitant
therapy included unspecified hormonal contraceptives. Subsequently, the pt experienced fatigue, was sick and had mood swings for two months. It was
reported that the pt felt rotten after receiving HPV vaccine. (date unk). The pt sought unspecified medical attention. The pt underwent a test for mononucleosis
that came back neg (date unk). It was reported that the pt felt better two weeks before the second dose of HPV was due to be administered (date unk). It was
reported that the pt does not want to receive the second and third dose of HPV vaccine. At the time of this report, the pt had recovered from the events (date
unk). Additional information has been requested.

Symptom Text:

Hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

Serum Epstein Barr neg
Papilloma viral infection, Penicillin allergy, Asthma.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

267410-1

15-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Fatigue, Malaise, Mood swings

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0697F 0 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Oct-2006
Vaccine Date

02-Oct-2006
Onset Date

0
Days

15-Dec-2006
Status Date

--
State

WAES0610USA01138
Mfr Report Id

Information has been received from a physician concerning a 17 year old female pt with on past medical history who on 10/2/06 was vaccainted with a dose of
HPV vaccine, lot 653735/0688F. Concomitant therapy included an unspecified flu shot. It was reported that after receiving HPV vaccine, the pt passed out.
Medical attention was sought. the pt recovered the same day. No further information is available.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

267411-1

15-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4
FLU

MERCK & CO. INC.
UNKNOWN MANUFACTURER

0688F
NULL

Unknown
Unknown

Unknown
Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Sep-2006
Vaccine Date

26-Sep-2006
Onset Date

0
Days

15-Dec-2006
Status Date

--
State

WAES0610USA01157
Mfr Report Id

Information has been received from physician concerning a 17 year old female with no other pertinent medical history reported and no known allergies or
adverse drug reactions reported. On 9/26/06 the pt was vaccainted with HPV vaccine (lot 653735/0688F). There were no concomitant medications reported.
Subsequently, the pt passed out after receiving the vaccine. The pt sought unspecified medical attention. On 9/26/06, the pt had recovered from the event.
Additional information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

267412-1

15-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0688F Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-Dec-2006
Status Date

--
State

WAES0610USA01483
Mfr Report Id

Information has been received from a registered nurse concerning an adult pt who was vaccinated with a dose of HPV vaccine. The pt complained of pain while
being injected using the pre filled syringe. The nurse reported that another pt did not complain of pain when a normal syringe was used. The nurse suggested
the pre filled needles may be dull causing pain during injection. The pts outcome was not reported. A product quality complaint was involved. No further
information is available.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

267413-1

15-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Sep-2006
Vaccine Date

14-Sep-2006
Onset Date

0
Days

18-Dec-2006
Status Date

TX
State

WAES0610USA01561
Mfr Report Id

Information has been received from a healthcare professional concerning a 15 year old female student who on 9/14/06 at 3:00 pm was vaccinated in the right
hip with her first dose of HPV vaccine, lot 654540/0800F. On 9/18/06 the pt developed low grade fever and swollen glands. Her outcome was unk. The reporter
indicated the pt would be evaluated at her next vaccination. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

267414-1

18-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Lymphadenopathy, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0800F 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Oct-2006
Vaccine Date

02-Oct-2006
Onset Date

0
Days

18-Dec-2006
Status Date

WA
State

WAES0610USA02296
Mfr Report Id

Information has been received from a registered nurse and a medical assistant concerning a 27 year old female with seasonal allergies, a possible penicillin
allergy and had a history of an abnormal Papanicolaou smear and loop electrosurgical excision procedure. On 8/2/06, the pt was vaccinated IM in the arm with
the first 0.5ml pre filled syringe dose of HPV Vaccine (lot 653650/0640F). Concomitant therapy included unspecified hormonal contraceptive (reported as birth
control pills). Following the first vaccination, the pt did not experience any adverse reactions. On 10/2/06, the pt was vaccinated with the second dose of HPV
vaccine. On 10/2/06, 12 hours after the vaccination, the pt woke up in the middle of the night with right red, itchy hands and feet (also reported as soaked them
in ice). It was reported that the symptoms were better the afternoon of the vaccination. On 10/3/06, the pt took Benadryl. The pt sought unspecified medical
attention. On 10/4/06, the registered nurse spoke with the pt in the afternoon and all symptoms had resolved. The medical assistant note that the pt had no
immediate severe symptoms. The medical assistant reported that there was no mention of seriousness of events in the pts chart and reported that the events
did not look like they were serious. The registered nurse further reported that she would not classify the events as serious. Additional information has been
requested.

Symptom Text:

Hormonal ContraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

NONE
Pap Smear abnormal, Loop electrosurgical excision procedure, seasonal allergy, penicillin allergy.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
27.0

267415-1

18-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Pruritus

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Oct-2006
Vaccine Date

02-Oct-2006
Onset Date

1
Days

18-Dec-2006
Status Date

--
State

WAES0610USA03498
Mfr Report Id

Information has been received from a physician concerning her 18 year old daughter who on 10/01/2006 was vaccinated with HPV vaccine IM in right deltoid.
On 10/2/06, within 24 hours, the pt experienced itchy rash on her elbows, feet, buttocks and back. She was given Benadryl and topical steroid cream to treat
the symptoms. The pts itchy rash on her elbows, feet, buttocks and back persisted. Additional information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

267416-1

18-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Rash pruritic

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-Dec-2006
Status Date

CA
State

WAES0610USA03730
Mfr Report Id

Information has been received from a health professional concerning a female patient who was not pregnant and who was vaccinated with a first 0.5 ml dose of
HPV (lot # 653735/0688F). Initially the patient experienced numbness at the injection site immediately after administration of the vaccine which was followed by
"tingling or prickly feeling" on arm of the injection site. The patient sought unspecified medical attention. The tingling or prickly feeling lasted for a period of 2 to
5 minutes and then totally went away. It was also reported that the patient recovered from numbness at the injection site. It was reported that 3 other female
patient's had the same experience (WAES #'s 0610USA04384, 0610USA04385 and 0610USA04386). Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

267417-1

15-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0688F 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 235
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Sep-2003
Vaccine Date

29-Sep-2006
Onset Date

1124
Days

15-Dec-2006
Status Date

NY
State

WAES0610USA04009
Mfr Report Id

Information has been received spontaneously from a gynecologist concerning a 22 year old female patient who had participated in an HPV study. On 29-SEP-
2006 the patient tested positive for high risk HPV. The patient's outcome was unknown. Upon internal request, the patient was unblinded on 25-OCT-2006, she
received her first dose of HPV on 06-FEB-2003, her second dose in March 2003, and her third dose in September 2003. She showed strong conversion to all 4
vaccine types. At baseline the patient had been seronegative and polymerase chain reaction test (PCR) negative to all 4 vaccine types. In October 2003 she
had been PCR negative to all 4 vaccine types. An April 2005 PCR result from a biopsy was negative for the 4 vaccine types. Additional study results: 07-DEC-
2004: "ASC-H". 04-APR-2005 colposcopy biopsy negative for lesion, discrepancy noted - biopsy was of less severity than the Papanicolaou (PAP) test result
and repeat colposcopy, PAP, and endocervical curettage (ECC) (among other choices) were needed per protocol. 21-SEP-2005 low grade squamous
intraepithelial lesions (LSIL). 13-OCT-2005 colposcopy cervical intraepithelial neoplasia (CIN) -1. 25-JAN-2006 atypical squamous cell of undetermined
significance (ASCUS) (HPV+). 30-MAR-2006 CIN-2. 12-MAY-2006 loop electrosurgical excision procedure (LEEP) = CIN-1 overall. 24-JUL-2006 PAP negative.
At this point the patient had completed the study. She went to her own doctor and had another abnormal pap positive HR HPV test. The specific cytological
diagnosis and the PCR test reports as positive for high risk type but did not indicate which specific HPV type. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:

History:
Prex Illness:

07-DEC-2004: "ASC-H". 04-APR-2005 colposcopy biopsy negative for lesion, discrepancy noted - biopsy was of less severity than the Papanicolaou (PAP) test
result and repeat colposcopy, PAP, and endocervical curettage (ECC) (among other choic
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

267418-1

15-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Drug ineffective

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-Dec-2006
Status Date

CA
State

WAES0610USA04384
Mfr Report Id

Information has been received from a health professional concerning a female patient who was not pregnant and who was vaccinated with a first 0.5 ml dose of
HPV (lot # 653735/0688F). Initially the patient experienced numbness at the injection site immediately after administration of the vaccine which was followed by
"tingling or prickly feeling" on arm of the injection site. The patient sought unspecified medical attention. The tingling or prickly feeling lasted for a period of 2 to
5 minutes and then totally went away. It was also reported that the patient recovered from numbness at the injection site. It was reported that 3 other female
patient's had the same experience (WAES #'s 0610USA04385, 0610USA04386 and 0610USA03730). Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

267419-1

15-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0688F 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 237
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-Dec-2006
Status Date

CA
State

WAES0610USA04385
Mfr Report Id

Information has been received from a health professional concerning a female patient who was not pregnant and who was vaccinated with a first 0.5ml dose of
HPV (lot # 653735/0688F). Initially the patient experienced numbness at the injection site immediately after administration of the vaccine which was followed by
"tingling or prickly feeling" on arm of the injection site. The patient sought unspecified medical attention. The tingling or prickly feeling lasted for a period of 2 to
5 minutes and then totally went away. It was also reported that the patient recovered from numbness at the injection site. It was reported that 3 other female
patient's had the same experiences (WAES #'s 0610USA04384, 0610USA04386 and 0610USA03730). Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

267420-1

15-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0688F 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-Dec-2006
Status Date

CA
State

WAES0610USA04386
Mfr Report Id

Information has been received from a health professional concerning a female patient who was not pregnant and who was vaccinated with a first 0.5 mL dose
of GARDADIL (lot #653735/0688F). Initially the patient experienced numbness at the injection site immediately after administration of the vaccine which was
followed by "tingling or prickly feeling" on arm of the injection site. The patient sought unspecified medical attention. The tingling or prickly feeling lasted for a
period of 2 to 5 minutes and then totally went away. It was also reported that the patient recovered from numbness at the injection site. It was reported that 3
other female patients had the same experience (WAES0620USA04384, WAES0610USA04385 and WAES0610USA03730). Additional information has been
requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

267421-1

15-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Injection site anaesthesia, Paraesthesia

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0688F 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Sep-2006
Vaccine Date

27-Sep-2006
Onset Date

0
Days

15-Dec-2006
Status Date

FL
State

WAES0610USA04983
Mfr Report Id

Information has been received from a 26 year old female medical assistant (not CMA) with migraines, sulfonamide allergy and drug hypersensitivity to over the
counter cold medications, who on 27-SEP-2006, was vaccinated IM with a 0.5ml dose of HPV (lot # 653735/0688F). Concomitant therapy included ethinyl
estradiol/norethindrone (OVCON 35), netaxalone (SKELAXIN) and acetaminophen/hydrocodone bitartrate (VICODIN TABLETS). On 27-SEP-2006, the patient
experienced severe pain at the injection site while the medication was being injected. The medical assistant also reported the pain as a sore bruised feeling
that lasted for 4 to 5 days. On approximately 27-SEP-2006, the patient also experienced slight fever for 4 to 5 days. On 04-OCT-2006, she had physical therapy
and the sore bruised feeling came back. Subsequently, the medical assistant recovered, however it was unknown if she recovered from the sore bruised feeling
that came back on 04-OCT-2006. There was no product quality complaint involved. The patient sought unspecified medical attention. Additional information has
been requested.

Symptom Text:

VICODIN TABLETS; OVCON 35; SKELAXINOther Meds:
Lab Data:
History:
Prex Illness:

NONE
Migraine; Sulfonamide allergy; Drug hypersensitivity

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

267422-1

15-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Contusion, Injection site pain, Pain, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0688F Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Oct-2006
Vaccine Date

06-Oct-2006
Onset Date

0
Days

15-Dec-2006
Status Date

TN
State

WAES0610USA05062
Mfr Report Id

Information has been received from a registered nurse concerning a female patient who on 06-OCT-2006 was vaccinated in the right arm with the first dose of
HPV (lot # not provided). On 06-OCT-2006, the patient experienced lightheadedness and numbness in her left arm. Unspecified medical attention was sought.
Subsequently, that same day the patient recovered from lightheadedness and numbness in her left arm and was able to leave the office. Additional information
has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

267423-1

15-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Hypoaesthesia

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Oct-2006
Vaccine Date

05-Oct-2006
Onset Date

0
Days

15-Dec-2006
Status Date

CA
State

WAES0610USA06133
Mfr Report Id

Information has been received from a physician concerning a 14 year old female patient who on 05-OCT-2006 was vaccinated IM with a dose of HPV.
Concomitant therapy included hepatitis A virus vaccine (unspecified), administered at the same time and in the same arm. The physician reported that the
patient was experiencing "severe spasmatic pain in her arm", and that the muscle would tense up for a 5 to 10 minute time frame. An hour later the pain would
subside. Medical attention was sought. The patient recovered the next day, 06-OCT-2006. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

267424-1

12-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Muscle spasms, Pain

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
UNKNOWN MANUFACTURER

NULL
NULL

Unknown
Unknown

Intramuscular
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Oct-2006
Vaccine Date

02-Oct-2006
Onset Date

0
Days

15-Dec-2006
Status Date

PA
State

WAES0610USA06154
Mfr Report Id

Information has been received from a physician concerning a 25 year old female with anxiety, depression and a lump in her vagina who on 02-OCT-2006 was
vaccinated with IM  in the upper arm with a 0.5 mL first dose of HPV (lot 653978/0955F). Concomitant therapy included bupropion HCl (WELLBUTRIN XL),
diclofenac potassium (CATAFLAM) and paroxetine HCl (PAXIL). On 02-OCT-2006, ten minutes post vaccination, the patient passed out for a few seconds. The
patient received unspecified medical attention. Subsequently, on 02-OCT-2006, the patient recovered. Additional information has been requested.

Symptom Text:

WELLBUTRIN XL; CATAFLAM; PAXILOther Meds:
Lab Data:
History:

Anxiety; Depression; MassPrex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

267425-1

15-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0955F 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-Dec-2006
Status Date

--
State

WAES0610USA06214
Mfr Report Id

Information has been received from a physician concerning her 15 year old daughter who was vaccinated with HPV. Subsequently, the patient experienced red
dots/rashes on her ankles, elbows, and buttocks. Subsequently, the patient recovered from red dots/rashes on ankles, elbows, and buttocks. Therapy with HPV
was not re-introduced. Additional information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

267426-1

15-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Sep-2006
Vaccine Date

01-Oct-2006
Onset Date

1
Days

15-Dec-2006
Status Date

TX
State

WAES0610USA08291
Mfr Report Id

Information has been received from a physician concerning an 11 year old female who was the daughter of a nurse that works in his office. On 30-SEP-2006
the patient was vaccinated with a 0.5 ml dose of GARDASIL (lot #654540/0800F). At that same time, the patient received a second dose of FLUMIST. On 01-
OCT-2006 the patient had a "funny feeling in her face." By 03-OCT-2006 "her face was crooked on one side and becoming paralyzed." The patient was treated
with an unspecified steroid medication and was reported to be "feeling better," but the symptoms were not totally gone. The patient was seen by a neurologist
and was diagnosed with Bell's Palsy. The physician reported that one year ago, the patient was given FLUMIST and had no adverse reactions. At the time of
this report, the patient was recovering from the events. The physician reported that it was his opinion that "Bells Palsy was caused by FLUMIST and not
GARDASIL." Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

267427-1

12-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Facial palsy

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4
FLUN

MERCK & CO. INC.
MEDIMMUNE, INC.

0800F
NULL 1

Unknown
Unknown

Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Sep-2006
Vaccine Date

21-Sep-2006
Onset Date

0
Days

15-Dec-2006
Status Date

DE
State

WAES0610USA08303
Mfr Report Id

Information has been received from a nurse concerning a 21 year old female with a history of an allergic reaction to penicillin and sulfonamide who on 21-SEP-
2006 was vaccinated with HPV. On 21-SEP-2006, following vaccination, the patient broke out in hives all over her upper body particularly in the face, chest,
and arms. Unspecified medical attention was sought. Subsequently, the patient recovered on 26- SEP-2006. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:

Penicillin allergy; Sulfonamide allergyPrex Illness:

UNK
Hypersensitivity reaction

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

267428-1

15-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 246
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Oct-2006
Vaccine Date

05-Oct-2006
Onset Date

0
Days

15-Dec-2006
Status Date

FL
State

WAES0610USA08337
Mfr Report Id

Information has been received from a physician and a 22 year old white female certified medical assistant with latex allergy, drug hypersensitivity to pertussis
and iodine allergy and a history of unspecified adverse reaction after first dose of diphtheria toxoid (+) pertussis vaccine (unspecified) (+) tetanus toxoid (at less
than 1 year of  age. On 05-OCT-2006, at 4:00 PM,. the patient was vaccinated, into the right arm, with a first dose of HPV (lot # 653978/0955F). On 05-OCT-
2006, at 4:00 PM, the patient experienced burning "as if the arm was cut with razor blade and alcohol was poured on cut," and it "hurt really bad." The patient
also developed dizziness, numbness in her lower arm, fever, fatigue, and malaise. She reported that her arm swelled up 2 times the normal size and was red.
She developed a dime size lump and redness at the injection site that was itchy when touched or pressed on. Unspecified medical attention was sought. At the
time of the report, the dime size lump, redness and itching at the injection site persisted. No further information is available.

Symptom Text:

UNKOther Meds:
Lab Data:
History:

Latex allergy; Drug hypersensitivity; Iodine allergyPrex Illness:

UNK
Vaccination adverse reaction

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

267429-1

18-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Fatigue, Hypoaesthesia, Injection site erythema, Injection site mass, Malaise, Pruritus, Pyrexia, Thermal burn

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0955F 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Oct-2006
Vaccine Date

06-Oct-2006
Onset Date

1
Days

15-Dec-2006
Status Date

FL
State

WAES0610USA08344
Mfr Report Id

Information has been received from a certified medical assistant concerning a 16 year old female who on 05-OCT-2006 was vaccinated with a first dose of HPV
(lot # 653735/0688F). There was no concomitant medication. on 06-OCT-2006 the patient experienced sharp pain around the abdomen area and vaginal area
and intense pain during urination. It was reported that the pain was on and off. It was reported that the patient was going to go to the physician's office to be
evaluated. At the time of the report, the patient's outcome was unknown. Additional information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

267430-1

18-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Dysuria, Vaginal pain

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0688F 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Oct-2006
Vaccine Date

04-Oct-2006
Onset Date

0
Days

18-Dec-2006
Status Date

CA
State

WAES0610USA08391
Mfr Report Id

Information has been received from a registered nurse concerning a 12 year old female with no past medical history who on approximately 10/4/06 was
vaccinated, into the arm, with a 0.5ml dose of HPV vaccine. Concomitant therapy included a dose of Hep A vaccine. It was reported that the nurse rubbed the
childs arm after the vaccination and the child passed out. The physician thought that it was a vasovagal reaction and revived her with ammonia. On
approximately 10/04/06, the pt recovered. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

267431-1

18-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
UNKNOWN MANUFACTURER

NULL
NULL

Unknown
Unknown

Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Oct-2006
Vaccine Date

11-Oct-2006
Onset Date

0
Days

18-Dec-2006
Status Date

CA
State

WAES0610USA09277
Mfr Report Id

Information has been received from a physician concerning a 12 year old female with asthma and Advair allergy who on 10/11/06 was vaccinated with HVP
vaccine. Concomitant therapy that day included varicella virus vaccine and influenza vaccine. On 10/11/06 the pt experienced numbing at injection site and
around arm. The pt recovered. Unspecified medical attention was sought. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

NONE
Asthma, drug Hypersensitivity.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

267432-1

04-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Injection site reaction

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

VARCEL
HPV4
FLU

MERCK & CO. INC.
MERCK & CO. INC.
UNKNOWN MANUFACTURER

NULL
NULL
NULL

Unknown
Unknown
Unknown

Unknown
Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-Dec-2006
Status Date

--
State

WAES0610USA09299
Mfr Report Id

Information has been received from a nurse concerning her 15 year old niece who was vaccinated with HPV rL1 6 11 18 VLP vaccine (yeast) (0.5 ml).
Subsequently, "soon after having injections", the patient experienced dizziness and flushing "about ten minutes after her injections".  It was reported that the
patient received HPV rL1 6 11 16 18 VLP vaccine (yeast) with "other shots" and blood work.  The patient recovered ;about 15 minutes after injections".
Unspecified medical attention was sought. Additional information has been requested.

Symptom Text:

(therapy unspecified)Other Meds:
Lab Data:
History:
Prex Illness:

NONE
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

267433-1

15-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Flushing

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-Dec-2006
Status Date

--
State

WAES0610USA09300
Mfr Report Id

Information has been received from a 22 year old female nurse consumer who was vaccinated with a dose of HPV rL1 6 11 16 18 VLP vaccine (yeast).
Subsequently the patient experienced stomach ache and flu-like symptoms "for about a week'. The patient recovered. No further information is available.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

267434-1

19-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain upper, Influenza like illness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Oct-2006
Vaccine Date

12-Oct-2006
Onset Date

1
Days

15-Dec-2006
Status Date

MA
State

WAES0610USA09303
Mfr Report Id

Information has been received from a physician concerning a 22 year old female who on 11-Oct-2006 was vaccinated with HPV rL1 6 11 16 18 VLP vaccine
(yeast) (lot#653978/0955F) (0.5ml), intramuscularly. Concomitant therapy included ethinyl estradiol/norgestimate (ORTHO TRI-CYCLEN). On 12-Oct-2006 the
patient experienced "rash on her face and neck". Unspecified medical attention was sought. At the time of this report, the outcome of the event was unknown.
Additional information has been requested.

Symptom Text:

ORTHO TRI-CYCLENOther Meds:
Lab Data:
History:
Prex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

267435-1

15-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0955F Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Oct-2006
Vaccine Date

06-Oct-2006
Onset Date

1
Days

15-Dec-2006
Status Date

CA
State

WAES0610USA09554
Mfr Report Id

Information has been received from a physician concerning a 14 year old female student who on 05-Oct-2006 was vaccinated IM with a 0.5 ml dose of HPV rL1
6 11 16 18 VLP vaccine (yeast) (lot#653735/0688F). Concomitant therapy given at the same time in the same arm included a dose of hepatitis A virus vaccine
(unspecified). On 06-Oct-2006, the patient experienced extremely severe cramping pain in arm at the vaccine site intermittently over about 16 hours following
vaccination.  The episodes lasted about 30 minutes each and were incapacitating.  During the time between episodes the patient was completely pain free.
The episodes continued through the night with the same intensity. The episodes stopped abruptly the next morning and there was no reoccurrence. Additional
information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

267436-1

15-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Muscle spasms, Myalgia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
MERCK & CO. INC.

0688F
NULL

Unknown
Unknown

Intramuscular
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-Dec-2006
Status Date

--
State

WAES0610USA10123
Mfr Report Id

Information has been received from a physician concerning a patient who was vaccinated with HPV rLi 6 11 16 18 VLP vaccine (yeast). Subsequently the
patient experienced numbness at the injection site and numbness around the arm. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

267437-1

15-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Oct-2006
Vaccine Date

16-Oct-2006
Onset Date

7
Days

15-Dec-2006
Status Date

--
State

WAES0610USA10767
Mfr Report Id

Information has been received from a health professional concerning a 22 year old female with hypertension and "an interstitial problem" NOS who on 09-Oct-
2006 was vaccinated intramuscularly with HPV rL1 6 11 16 18 VLP vaccine (yeast) (Lot# not provided). Concomitant therapy included unspecified therapy.  On
16-Oct-2006 the patient developed a "quarter size knot at the injection site that was warm to touch". Medical attention was sought and the patient was treated
with diphenhydramine hydrochloride (BENADRYL). It was reported that the patient will discontinue the vaccination series. At the time of this report the patient
had not recovered from the event. Additional information has been requested.

Symptom Text:

(therapy unspecified)Other Meds:
Lab Data:
History:
Prex Illness:

CONCURRENT CONDITIONS: Hypertension; General symptom

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

267438-1

18-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Injection site mass, Injection site warmth

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-Dec-2006
Status Date

CA
State

WAES0610USA10773
Mfr Report Id

Information has been received from a physician concerning a 15 year old female who on an unspecified date was vaccinated with the first dose of HPV rL1 6 11
16 18 VLP vaccine (yeast) (Lot# not provided). The physician reported that the patient "was administered the shot and then fainted/passed out". Unspecified
medical attention was sought. The physician reported that the patient recovered from the event. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

267439-1

18-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-Dec-2006
Status Date

VA
State

WAES0610USA11270
Mfr Report Id

Information has been received from a registered nurse concerning a female patient who on an unspecified date was vaccinated with HPV rL1 6 11 16 18 VLP
vaccine (yeast). Subsequently, following the vaccination, the patient fainted. Unspecified medical attention was sought. At the time of this report, the outcome
of the event was unknown. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

267440-1

18-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Oct-2006
Vaccine Date

18-Oct-2006
Onset Date

0
Days

15-Dec-2006
Status Date

OK
State

WAES0610USA11279
Mfr Report Id

Information has been received from an office manager and a 42 year old female medical assistant with a Penicillin allergy who on 18-Oct-2006 went to place
the needle on the HPV rL1 6 11 16 18 VLP vaccine (yeast0 (Lot#653650/0640F) pre-filled syringe and the medication squirted "out of the syringe" into the air.
Concomitant therapy included bupropion HCl (WELLBUTRIN SR), Clarithromycin (BIAXIN), acetaminophen/hydrocodone bitartrate (LORTAB) and Trazodone
HCl. The medication did get on her hands and she was experiencing burning and had redness on her index finger. It was warm to touch. At the time of this
report, the patient was recovering from the events and the redness was decreasing. Additional information has been requested.

Symptom Text:

LORTAB, WELLBUTRIN SR, BIAXIN, trazodone hydrochlorideOther Meds:
Lab Data:
History:
Prex Illness:

UNK
CONCURRENT CONDITIONS: Penicillin allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
42.0

267441-1

18-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Erythema

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0640F Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Oct-2006
Vaccine Date

11-Oct-2006
Onset Date

1
Days

15-Dec-2006
Status Date

NY
State

WAES0610USA11390
Mfr Report Id

Initial and follow up information has been received from a physician concerning a 17 year old white female student with no pre-existing medical conditions. On
10-Oct2006, at 4 PM, the patient was vaccinated intramuscularly with the first dose of HPV rL1 6 11 16 18 VLP vaccine (yeast) (Lot#654540/0800F).
Concomitant therapy included an unspecified therapy (reported as "over-the-counter acne medication'). There were no illnesses noted at the time of
vaccination.  The physician reported that when the patient left the office she was fine. That same day, the patient had been given desloratadine (CLARINEX)
without positive result, by her mother and without physician consultation. On 11-Oct-2006, at 4 PM, the patient developed a rash which appeared on the ear
tips, face, elbows, knee caps and around the belly button area. On 14-Oct-2006, the patient went to the emergency room (ER) but was not admitted for an
overnight stay. The patient was treated with prednisone. The physician reported that she did not see the patient. The physician reported that the patient "had
hives" and was given the steroids in the emergency room which she considered to be routine. At the time of this report, the patient had not recovered from the
event. The physician considered the event to be non-serious. Additional information is expected.

Symptom Text:

(therapy unspecified), CLARINEXOther Meds:
Lab Data:
History:
Prex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

267442-1

18-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Rash, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0800F 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Oct-2006
Vaccine Date

03-Oct-2006
Onset Date

0
Days

15-Dec-2006
Status Date

TX
State

WAES0610USA11404
Mfr Report Id

Information has been received from a 23 year old female who on 03-OCT-2006 was vaccinated with a 0.5 mL dose of GARDASIL. The patient reported that the
vaccine was given in the front part of the thigh muscle. Subsequently, the muscle contracted and the patient passed out due to pain. Unspecified medical
attention was sought. When the patient woke up, she reported that she "felt fine." On 03-OCT-2006, the patient recovered from the events. Additional
information is not expected.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

267443-1

15-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Loss of consciousness, Muscle contractions involuntary

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Sep-2006
Vaccine Date

11-Sep-2006
Onset Date

0
Days

15-Dec-2006
Status Date

CA
State

WAES0610USA11829
Mfr Report Id

Information has been received from an LPN concerning a 30 year old female patient with anxiety who on 11-Sep-2006 was vaccinated IM with a dose of HPV
rL1 6 11 16 18 VLP vaccine (yeast), lot#654540/0800F. Concomitant therapy included ethinyl estradiol/norgestrel (LO/OVRAL). After receiving the vaccination
on 11-Sep-2006, the patient complained of a lot of pain under the arm pit and also on the left arm (injection arm).  The arm hurt on and off, especially during
workouts and while sleeping.  the pain wakes up the patient in the middle of the night. She sought medical attention and was told to take Ibuprofen, apply ice to
the area, and no upper body exercises. The nurse stated the patient was still having moderate pain 4 weeks after the injection, and that she probably would not
receive further doses. At the time of the report, the patient had not recovered. There was no product quality complaint involved. Additional information has been
requested.

Symptom Text:

LO/OVRALOther Meds:
Lab Data:
History:
Prex Illness:

NONE
CONCURRENT CONDITIONS: Anxiety

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
30.0

267444-1

18-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Pain

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0800F Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Dec-2006
Status Date

--
State

WAES0610USA11832
Mfr Report Id

Information has been received from a nurse practitioner concerning a female (age not reported) who on an unspecified date was vaccinated with a 0.5 ml dose
of HPV vaccine. Subsequently the pt developed an upper respiratory infection. The pt sought unspecified medical attention. The nurse practitioner stated that
she told the pt when the pt called the office that she did not feel the upper respiratory infection was caused by the HPV vaccine. No further information was
provided at the time of this report. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

267445-1

18-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Upper respiratory tract infection

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Oct-2006
Vaccine Date

16-Oct-2006
Onset Date

0
Days

18-Dec-2006
Status Date

--
State

WAES0610USA11838
Mfr Report Id

Information has been received from the mother of a 24 year old female with irritable bowel syndrome and food allergies to 28 different foods, including yeast
and corn who on 10/16/06 was vaccinated with HPV Vaccine. Concomitant therapy included Hormonal contraceptives (unspecified) and dermotologic
(unspecified). On 10/16/06 the pt experienced nausea, diarrhea, aches, and vomiting which continued for three days without changes. On 10/19/06, it was
reported that the pts irritable bowel syndrome was also triggered by the above events. On 10/19/06 the pt underwent a blood test (usually very well tolerated),
however following the blood test on 10/19/06, the pt passed out and vomited, Unspecified medical attention was sought. The pts mother stated that she would
be contacting her daughters physician with the listed allergies. At the time of this report, the pt was recovering from the events. Additional information is not
expected.

Symptom Text:

Dermotologic Unsp, Hormonal contraceptives.Other Meds:
Lab Data:
History:
Prex Illness:

Diagnostic lab 10/19/06
Food allergy, Irritable bowel syndrome.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

267446-1

18-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Condition aggravated, Diarrhoea, Irritable bowel syndrome, Loss of consciousness, Nausea, Pain, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Dec-2006
Status Date

CT
State

WAES0610USA11954
Mfr Report Id

Information has been received from a nurse concerning a female pt who on an unspecified date was vaccinated IM with HPV vaccine (it was reported that it
was uncertain whether this was the pts first dose). Subsequently, the day after vaccination, the pt experienced flu-like symptoms, felt horrible and felt very sick
for a few days. At the time of this report, the pt had no more flu-like symptoms. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

267447-1

18-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Influenza like illness, Malaise

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Aug-2006
Vaccine Date

22-Aug-2006
Onset Date

0
Days

18-Dec-2006
Status Date

FR
State

WAES0610USA12079
Mfr Report Id

Information has been received from a 38 year old female pt who on 8/22/06 was vaccainted IM with a dose of HPV vaccine. The reporter stated that on 8/22/06
I had pain for two months after the injection. Medical attention was sought. The pt was recovering. A product quality complaint was not involved. Additional
information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
38.0

267448-1

18-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Pain

 ER VISIT, NOT SERIOUS

Related reports:   267448-2

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Aug-2006
Vaccine Date

27-Aug-2006
Onset Date

1
Days

29-Nov-2006
Status Date

FL
State

WAES0609USA07241
Mfr Report Id

Information has been received from a 28 year old female who on approximately 26-AUG-2006 was vaccinated intramuscularly in her right buttocks with HPV
rL1 6 11 16 18 VLP vaccine (yeast) (lot # not provided). On approximately 27-AUG-2006 the patient developed a painful lump in the area of her injection site.
She stated "there is a ball inside my skin and it still occasionally hurts." Subsequently, unspecified medical attention was sought. At the time of this report the
patient had not recovered. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
28.0

267448-2

26-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site mass

 ER VISIT, NOT SERIOUS

Related reports:   267448-1

Other Vaccine
17-Oct-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Gluteous maxima Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Sep-2006
Vaccine Date

Unknown
Onset Date Days

15-Dec-2006
Status Date

CO
State

WAES0610USA12091
Mfr Report Id

Information has been received from a physician concerning a 21 year old female who in approximately September 2006 was vaccinated with the first dose of
GARDASIL (lot # not provided). On an unspecified date in approximately September the patient developed swelling in her lymph nodes and groin. Unspecified
medical attention was sought. At the time of this report it was unknown if the patient had recovered. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

267449-1

15-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Lymphadenopathy, Swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Oct-2006
Vaccine Date

12-Oct-2006
Onset Date

9
Days

18-Dec-2006
Status Date

CA
State

WAES0610USA12097
Mfr Report Id

Information has been received from a physician concerning a 27 year old female who on 10/3/06 was vaccinated with the first dose of HPV Vaccine (lot nor
provided). On 10/12/06 the pt experienced a very sore arm. The physician advised the pt to take Advil and apply ice to the area. At the time of the report it was
unk if the pt had recovered. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
27.0

267450-1

18-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Pain

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Dec-2006
Status Date

MO
State

WAES0610USA12132
Mfr Report Id

Information has been received from a physician concerning a 15 year old female who was vaccainted with the first dose of HPV vaccine (lot # not provided).
Subsequently the pt experienced low grade fever. The physician reported that the pt received Tylenol and felt better. Subsequently, the pt recovered from the
low grade fever. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

267451-1

18-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Oct-2006
Vaccine Date

17-Oct-2006
Onset Date

1
Days

18-Dec-2006
Status Date

MO
State

WAES0610USA12445
Mfr Report Id

Information has been received from a physician concerning a 15 year old female who on 10/16/06 was vaccinated with an IM HVP vaccine (lot 653978/0955F).
On 10/17/06 the pt was sent home from school because she developed a fever of 102F and nausea. the physician reported that after 12 hours the pt recovered
and returned to school the next day symptoms free. Additional information is not expected.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

267452-1

18-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Nausea, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0955F Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-Dec-2006
Status Date

CT
State

WAES0610USA12537
Mfr Report Id

Information has been received from a physician concerning a female patient who on an unspecified date was vaccinated with HPV rL1 6 11 16 18 VLP vaccine
(yeast). Subsequently the patient experienced dizziness and nausea within a few minutes post vaccination. Unspecified medical attention was sought. It was
reported that the symptoms lasted only a few minutes. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

267453-1

03-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Sep-2006
Vaccine Date

23-Sep-2006
Onset Date

1
Days

15-Dec-2006
Status Date

IA
State

WAES0610USA12643
Mfr Report Id

Information has been received from a physician concerning a female in her 20's with intermittent problems with asthma and no known drug allergies, who on
22-SEPT-2006 was vaccinated into the left deltoid with a dose of HPV rL1 6 11 16 18 VLP vaccine (yeast). (Lot #653650/0702F). Concomitant therapy given
that day included a dose of diphtheria toxoid (+) pertussis acellular vaccine (unspecified) (+) tetanus toxoid and a dose of hepatitis A virus vaccine inactivated
(+) hepatitis B virus vaccine rHBsAg (yeast) (Twinrix). It was noted that the vaccines were administered at different anatomical sites. Within 24 hours, the
patient experienced intense itching all over her body. Unspecified medical attention was sought. The patient self medicated with diphenhydramine
hydrochloride(Benadryl). No diagnostic laboratory tests were performed. One week later, the patient fully recovered. No product quality complaint was involved.
Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:

UnknownPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

267454-1

18-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4
HEP
DTOX

MERCK & CO. INC.
UNKNOWN MANUFACTURER
UNKNOWN MANUFACTURER

653650/0702F
NULL
NULL

Unknown
Unknown
Unknown

Unknown
Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Sep-2006
Vaccine Date

29-Sep-2006
Onset Date

1
Days

15-Dec-2006
Status Date

FM
State

WAES0610USA12794
Mfr Report Id

Information has been received from a registered nurse concerning a 12 year old white female with no know drug allergies, who on 28-SEP-2006 at 14:30 was
vaccinated IM into the right deltoid with a first dose of HPV rL1 6 11 16 18 VLP vaccine (yeast). (Lot #653978/0955F). On 29-SEP-2006 at 08:00 the patient
experienced a "large red rash area near the injection site, 1x1cm red around injection site and 3x2cm spot in the superior lateral site area, and red raised spot
inferior and lateral to the injection site." No diagnostic laboratory studies were performed. The patient was treated with cool compresses, ibuprofen (Advil) or
ibuprofen (Motrin) and cetirizine hydorchloride (Zyrtec) every 6 to 8 hours. The patient was told to go to the emergency room if her condition worsened.
Subsequently, the patient recovered as there was no more follow up phone calls to the office. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

267455-1

18-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 653978/0955F 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Oct-2006
Vaccine Date

20-Oct-2006
Onset Date

0
Days

15-Dec-2006
Status Date

OH
State

WAES0610USA13009
Mfr Report Id

Information has been received from a physician concerning a female patient who on 20-OCT-2006 was vaccinated with the first dose of GARDASIL.
Subsequently the patient developed severe arm pain at the injection site. At the time of this report, the outcome of the event was unknown. No further details
were provided. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

267456-1

15-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-Dec-2006
Status Date

--
State

WAES0610USA13029
Mfr Report Id

Information has been received from a midwife registered nurse concerning a female with genital warts who "within the last few weeks" was vaccinated with HPV
rL1 6 11 16 18 VLP vaccine (yeast). Concomitant therapy included imiquimod (Aldara). Subsequently "within the last few weeks" the patient experienced
"swelling in genital warts". At the time of the report the patient was recovering. Unspecified medical attention was sought. Other information has been
requested.

Symptom Text:

AldaraOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

267457-1

18-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Oct-2006
Vaccine Date

24-Oct-2006
Onset Date

0
Days

15-Dec-2006
Status Date

NY
State

WAES0610USA13156
Mfr Report Id

Information has been received from a registered nurse concerning a female who on 24 Oct 2006 was vaccinated with Gardisil (Lot #654540/0800F). The nurse
reported that on 24 Oct 2006 the pre-filled syringe while she was withdrawing the syringe and the patient received an incomplete dose of the vaccine. She
thought most of the dose was administered. The patient also stated that "the vaccination hurt." Unspecified medical attention was sought. At the time of this
report the patient's outcome was unknown. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

267458-1

18-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Medication error, Post vaccination syndrome

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0800F Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Oct-2006
Vaccine Date

Unknown
Onset Date Days

15-Dec-2006
Status Date

--
State

WAES0610USA13171
Mfr Report Id

Information has been received from a triage nurse concerning a female (age unknown) with no other pertinent medical history reported. On approximately 17
Oct 2006, the patient was vaccinated with a 0.5mL dose of Gardisal. There were no concomitant medications reported. On an unspecified date, the patient
contacted the nurse complaining about pain and swelling of the lymph nodes, in the groin area on her right side. Unspecified medical attention was sought. At
the time of this report, the outcome of the events were unknown. Additional information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

267459-1

18-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Lymphadenopathy, Pelvic pain

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-Dec-2006
Status Date

OH
State

WAES0610USA13175
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated IM with a 0.5ml first dose of Gardisal. Approximately 3 to 4 days after
the vaccination, the patient experienced "myacitis", malaise and flu like symptoms and went to the emergency room. Subsequently, the patient recovered.
Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

267460-1

18-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Influenza like illness, Malaise, Myositis

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Aug-2006
Vaccine Date

20-Aug-2006
Onset Date

0
Days

15-Dec-2006
Status Date

NY
State

WAES0610USA13556
Mfr Report Id

Information has been received from a health professional concerning a 17 year old female with no medical history or allergies, who on 20 Aug 2006 and 20 Oct
2006 was vaccinated IM with a first and second 0.5mL dose of Gardisal, respectively (first dose lot # 654540/0800F and second dose lot # 653736/0868F).
There was no concomitant medication. On 20 Aug 2006, the patient experienced nausea and emesis. On 20 Oct 2006, the patient again experienced
immediate nausea and vomiting. On 21 Oct 2006 the patient experienced low grade fever. Unspecified medical attention was sought. No diagnostic laboratory
studies were performed. Subsequently, the patient recovered from emesis. At the time of this report, the patient's low grade fever persisted and the outcome of
nausea was unknown. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

267461-1

18-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Nausea, Pyrexia, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0800F 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-Dec-2006
Status Date

--
State

WAES0610USA14105
Mfr Report Id

Information has been received from a Registered Nurse concerning an adult patient who was vaccinated with a dose of Gardisal. The patient complained of
pain while being injected using the prefilled syringe. The nurse reported that another patient did not complain of pain when a "normal" syringe was used. The
nurse suggested the pre-filled needles may be dull causing pain during injection. The patient's out come was not reported. A product quality complaint was
involved. No further information is available.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

267462-1

18-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-Dec-2006
Status Date

--
State

WAES0610USA14150
Mfr Report Id

Information has been received from a nurse practitioner concerning a female who was vaccinated intramuscularly with a dose of Gardisil. The nurse practitioner
reported that the patient "experienced a vasovagal reaction and felt woozy and fainted within 5 minutes of the injection." Unspecified medical attention was
sought. At the time of the report, the patient's outcome was unknown. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

267463-1

18-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Syncope vasovagal

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Oct-2006
Vaccine Date

21-Oct-2006
Onset Date

10
Days

15-Dec-2006
Status Date

TX
State

WAES0610USA14291
Mfr Report Id

Information has been received from a physician concerning a 12 year old female who on 11 Oct 2006 was vaccinated with the first dose of 0.5mL of Gardisil
(Lot # 653937/0637F). On 21 Oct 2006, the patient developed a know on the arm with no rash and no redness. On 24 Oct 2006, the patient developed
throbbing pain around the arm that the injection was administered. The patient sought unspecified medical attention. At the time of this report, the outcome of
the events were unknown. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

267464-1

18-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Injection site induration, Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0637F 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Aug-2006
Vaccine Date

28-Aug-2006
Onset Date

0
Days

15-Dec-2006
Status Date

--
State

WAES0610USA14316
Mfr Report Id

Information has been received from a physician concerning a 16 year old female patient who on 28 Aug 2006 was vaccinated with a first dose of Gardisil. On
28 Aug 2006 the patient experienced vomiting within four hours of receiving the vaccination. Outcome was not reported. On 25 Oct 2006, the patient was
vaccinated with a second dose of Gardisil. On 25 Oct 2006 the patient experienced vomiting within four hours of receiving the vaccination. On 25 Oct 2006, the
patient recovered from vomiting. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

267465-1

18-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Aug-2006
Vaccine Date

22-Sep-2006
Onset Date

25
Days

15-Dec-2006
Status Date

AL
State

WAES0610USA14581
Mfr Report Id

Information has been received from a Certified Medical Assistant concerning a 21 year old female patient with a history of bacterial vaginosis and yeast
infections who on 28 Aug 2006 was vaccinated IM in left deltoid with her first dose of Gardisil vaccine (yeast) lot #653736/0689F. Concomitant therapy included
ethinyl estradiol/norgestimate (Ortho Tri-Cyclen). ON 22 Sep 2006 the patient developed fever, which she reported was "off and on". She described the fever as
spiking at night after 6-7pm. Her fevers would reach 101-103 F and they resolved with rest plus the use of acetaminophen (Tylenol). After " a couple days or
so", the fevers would reappear. Other symptoms included headache, hot and cold chill, body aches, waking in the night. The CMA stated that the patient
reported these symptoms to the physician's office on 23 Oct 2006. Laboratory tests performed on that date included HSV(herpes simplex virus) IGG type 1
(positive); HSV IGG type 2 (negative); and EBV(Epstein-Barr virus) (negative). It was reported "EBN was positive". Also reported was "sed rate and CBC=white
blood cell count was normal". The patient was to be seen the following week to determine whether the fevers continued. Follow up information indicated that
when the patient was seen on 30 Oct 2006 she received a second dose of Gardisil. The CMA noted that the patient was fine "so far". Additional information has
been requested.

Symptom Text:

Ortho Tri CyclenOther Meds:
Lab Data:

History:
Prex Illness:

body temp 101-103F; clinical seriology test, 10/23/06, positive; serum  Epstein Barr 10/23/2006 negative, serum herpes simplex 10/23/06 positive; serum
herpes simplex negative; WBC count normal
Medical History: Vaginosis bacterial, yeast infection

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

267466-1

18-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Chills, Headache, Herpes simplex, Insomnia, Pain, Pyrexia, Rhinorrhoea

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0689F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 285
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Oct-2006
Vaccine Date

26-Oct-2006
Onset Date

0
Days

15-Dec-2006
Status Date

NY
State

WAES0610USA14848
Mfr Report Id

Information has been received from a physician concerning a female patient who on 26-OCT-2006 was vaccinated IM with a first dose of GARDASIL. On 26-
OCT-2006 the patient experienced swelling as well as blisters in mouth and on the neck. Unspecified medical attention was sought. At the time of this report,
the patient's outcome was unknown. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

267467-1

15-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Blister, Oral mucosal blistering, Swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-Dec-2006
Status Date

CA
State

WAES0610USA14937
Mfr Report Id

Information has been received from a physician concerning a female teenager who was vaccinated IM with a first dose of Gardisil. The patient "passed out"
when she received the injection. The physician is planning to give the doses as recommended. Unspecified medical attention was sought. Shortly after
vaccination, the patient recovered. No product quality complaint was involved. Additional information is not expected.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

267468-1

18-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Oct-2006
Vaccine Date

23-Oct-2006
Onset Date

0
Days

15-Dec-2006
Status Date

CA
State

WAES0610USA14943
Mfr Report Id

Information has been received from a physician concerning an 18 year old female who on 23 Oct 2006 was vaccinated with 0.5mL of Gardisil (yeast). There
were no concomitant medications reported. On 23 Oct 2006, the patient developed a high fever of 102 degrees after receiving shot of Gardisil. The temperature
continued for three days and was now noted at 100 degrees. The patient also developed achy legs. The patient sought unspecified medical attention. At the
time of this report, the patient had not recovered from the events. Additional information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

body temp 10/23/06 102, body temp 10/26/06 100.
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

267469-1

18-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Pain, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-Dec-2006
Status Date

--
State

WAES0610USA14944
Mfr Report Id

Information has been received from a physician assistant in her "late thirties" who on an unspecified date was vaccinated intramuscularly with the first dose of
Gardisil vaccine (yeast). The physician assistant reported that she did not get her period the first month after the Gardisil vaccine. It was unknown if the patient
sought unspecified medical attention. At the time of this report, the outcome of the events were unknown as " the patient was not due yet for her next menstrual
cycle". Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
30.0

267470-1

18-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Amenorrhoea, Incorrect dose administered

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Dec-2006
Status Date

--
State

WAES0610USA14972
Mfr Report Id

Information has been received from a nurse practitioner concerning a patient who was vaccinated with a dose of Gardisil vaccine (yeast). The nurse practitioner
reported that the patient "experienced a vasovagal reaction and felt woozy and fainted within 5 minutes of the injection." At the time of the report, the patient's
outcome was unknown. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

267471-1

18-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Syncope vasovagal

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Oct-2006
Vaccine Date

27-Oct-2006
Onset Date

2
Days

15-Dec-2006
Status Date

MN
State

WAES0610USA15118
Mfr Report Id

Information has been received from a physician concerning a "15 or 16 year old" female who on approximately 25 Oct 2006 or 26 Oct 2006 was vaccinated
intramuscularly in the deltoid with Gardisil. On approximately 27 Oct 2006, the patient developed a low grade fever of about 99 and dizziness. The patient
sought unspecified medical attention. At the time of this report, the outcome of the events were unknown. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

body temp 10/27/06 -about 99
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

267472-1

18-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Oct-2006
Vaccine Date

31-Oct-2006
Onset Date

0
Days

15-Dec-2006
Status Date

IL
State

WAES0610USA15293
Mfr Report Id

Information has been received from a registered nurse concerning a female (age not reported) with no other pertinent medical history and no known allergies or
adverse drug reactions reported. On 31-OCT-2006, the patient was vaccinated intramuscularly with GARDASIL. There were no concomitant medications
reported. Subsequently, the patient experienced a cut which was less than 1/4 inch when the syringe was pulled out from the patient. It was reported that the
patient had received the full dose. The patient sought unspecified medical attention. The registered nurse reported that the cut was very minor. At the time of
this report, the patient was recovering from the events. Additional information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

267473-1

15-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Vaccination complication

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-Dec-2006
Status Date

PA
State

WAES0610USA15327
Mfr Report Id

Information has been received from a physician concerning a female age "14 or 15 years old" who on an unspecified date was vaccinated with the first dose of
0.5 ml of GARDASIL. After vaccination, the patient felt faint. It was reported that the patient felt dizzy, had difficulty breathing (also reported as "had a short of
breath feeling"), felt like her throat was closing and looked tense. Her lungs were clear, there was no wheezing, no signs or symptoms of swelling, no facial or
eye swelling and her blood pressure was stable. The physician reported that she thought this looked like a "slight reaction." The patient was given
diphenhydramine hydrochloride (BENADRYL) as a precaution. The physician reported that the events were resolving that same day. It was reported that the
patient "experienced similar symptoms not relating to vaccines and felt the symptoms may have been more panic driven than anything else." At the time of this
report, the patient had recovered from the events (date unknown). The physician reported that she did not feel that the treatment with diphenhydramine
hydrochloride (BENADRYL) was needed to prevent serious criteria and did not feel that this experience was life-threatening to the patient. Additional
information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

Adverse event

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

267474-1

15-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Dyspnoea, Tension, Throat tightness

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 293
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Oct-2006
Vaccine Date

25-Oct-2006
Onset Date

1
Days

15-Dec-2006
Status Date

NY
State

WAES0611USA00528
Mfr Report Id

Initial and follow-up information has been received from a physician concerning a 26 year old female with no other pertinent medical history and no known
allergies or adverse drug reactions reported. On 24-OCT-2006 the patient was vaccinated intramuscularly in the deltoid with the first "1 vial" dose of GARDASIL
(lot #653938/0954F). Concomitant therapy included azithromycin (ZITHROMAX). It was reported that on 24-OCT-2006, the patient had been vaccinated with
the third dose of TWINRIX. On 25-OCT-2006, "within a day after immunization," the patient experienced blurry vision in both eyes. The patient sought
unspecified medical attention. The patient was told by the physician to come to the office to be evaluated but had not. As of 02-NOV-2006, nine days after
receiving GARDASIL, the physician reported that the blurred vision was "getting much better." Additional information has been requested.

Symptom Text:

ZITHROMAXOther Meds:
Lab Data:
History:
Prex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

267475-1

15-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Vision blurred

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4
HEPAB

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

0954F
NULL

0
2

Unknown
Unknown

Intramuscular
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Oct-2006
Vaccine Date

30-Oct-2006
Onset Date

0
Days

15-Dec-2006
Status Date

OH
State

WAES0611USA00600
Mfr Report Id

Information has been received from a registered nurse concerning a 13 year old female who on 30-OCT-2006 was vaccinated with GARDASIL. Subsequently,
the patient experienced redness in her face and had vomited. The patient sought unspecified medical attention. At the time of this report, the patient was
recovering from the event. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

267476-1

15-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Oct-2006
Vaccine Date

30-Oct-2006
Onset Date

0
Days

15-Dec-2006
Status Date

IN
State

WAES0611USA00613
Mfr Report Id

Information has been received from a physician concerning an 18 year old female patient who on 30-OCT-2006 was vaccinated IM with her first dose of
GARDASIL, lot #653978/0955F. Immediately after receiving the vaccination the patient fainted. She was sent to the emergency room, where it was determined
she had fainted "due to nervousness over the needle." The patient recovered "a few hours" after the vaccination. There was no product quality complaint
involved. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

267477-1

15-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0955F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 296
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Oct-2006
Vaccine Date

30-Oct-2006
Onset Date

0
Days

15-Dec-2006
Status Date

NC
State

WAES0611USA00698
Mfr Report Id

Information has been received from a physician concerning a 21 year old female who on 30 Oct 2006 was vaccinated with 0.5mL of Gardisil (Lot#
653736/0689F). On 30 Oct 2006, the patient developed a vasovagal reaction and passed out within one minute post vaccination. The patient was revived with
an ammonia inhalant. No other symptoms were noted. Unspecified medical attention was sought. At the time of this report, the patient had recovered from the
events (date unknown). Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

267478-1

18-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Syncope vasovagal

 ER VISIT, NOT SERIOUS

Related reports:   267478-2

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0689F Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Oct-2006
Vaccine Date

30-Oct-2006
Onset Date

0
Days

18-Dec-2006
Status Date

NC
State

WAES0611USA02239
Mfr Report Id

Information has been received from a registered nurse concerning a 21 year old female with no pre existing allergies, birth defects or medical conditions and
reportedly was not ill at the time of vaccination. On 10/30/06, when the pt checked into the physicians office her blood pressure was 80/50. On 10/30/06, at
12:30pm, the pt was vaccinated IM into the left deltoid muscle with HPV vaccine (lot # 653736/0689F). Concomitant therapy included Ortho Tri Cyclen Lo),
Claritin and Celexa. After the pt received the vaccination, she passed out and was unconscious, she hit her head when she fell forward out of her chair. The pt
had a neurological check up per in internal medical physician. The pt was checked by two physicians and they considered the pt had a vasovagal reaction. The
pt left the office ambulatory, alert, recovered and in satisfactory condition. Additional information has been requested.

Symptom Text:

Celexa, Ortho Tri Cyclen Lo, ClaritinOther Meds:
Lab Data:
History:
Prex Illness:

Blood pressure 10/30/06 80/50
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

267478-2

18-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Fall, Loss of consciousness

 ER VISIT, NOT SERIOUS

Related reports:   267478-1

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0689F 0 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Oct-2006
Vaccine Date

01-Oct-2006
Onset Date

0
Days

18-Dec-2006
Status Date

CA
State

WAES0611USA00701
Mfr Report Id

Information has been received from a certified medical assistant and a physician concerning a 25 year old female with a history of hives due to orange juice
who in approximately Oct 2006, a couple of weeks ago, was vaccainted with a 0.5ml first dose of HPV vaccine (lot 653736/0689F). There was no concomitant
medication. Approximately 30 minutes after the vaccination, the pt experienced severe itching all over her body. It was reported that there was no rash.
Unspecified medical attention was sought. Subsequently, the pt recovered after approximately 2 days. Additional information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

NONE
Hives, food allergies.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

267479-1

18-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0689F 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Aug-2006
Vaccine Date

Unknown
Onset Date Days

18-Dec-2006
Status Date

--
State

WAES0611USA00721
Mfr Report Id

Information has been received from a licensed practical nurse concerning a 15 year old female with migraines and no known allergies or adverse drug
reactions reported. On approx 8/31/06, the pt was vaccinated with the first dose of HPV vaccine. On an unspecified date, the pt was noted to be positive for an
unknown number of high risk human papilloma virus types. The pt underwent a pap test (date and results not reported). The pt sought unspecified medical
attention. a colposcopy was planned for the pt. At the time of this report, the pt had not recovered from the event. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

Pap Test
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

267480-1

18-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Viral infection

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Oct-2006
Vaccine Date

01-Oct-2006
Onset Date

0
Days

18-Dec-2006
Status Date

NY
State

WAES0611USA00728
Mfr Report Id

Information has been received from a nurse practitioner concerning a female pt who in Oct 2006, was vaccinated IM with a dose of HPV Vaccine. Subsequently
in Oct 2006, she experienced lightheadedness, weakness, pallor, and sweating, No medical attention was sought. The nurse practitioner indicated the pt was
doing fine. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

267481-1

18-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Dizziness, Hyperhidrosis, Pallor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 301
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Oct-2006
Vaccine Date

01-Oct-2006
Onset Date

0
Days

18-Dec-2006
Status Date

NY
State

WAES0611USA00729
Mfr Report Id

Information has been received from a nurse practitioner concerning a female pt who in Oct 2006, was vaccinated IM with a dose of HVP vaccine. Subsequently
in Oct 2006 she experienced lightheadedness, weakness, pallor and sweating. No medical attention was sought. The nurse practitioner indicated the pt was
doing fine. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

267482-1

18-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Dizziness, Hyperhidrosis, Pallor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Oct-2006
Vaccine Date

30-Oct-2006
Onset Date

0
Days

15-Dec-2006
Status Date

CA
State

WAES0611USA00732
Mfr Report Id

Information has been received from a nurse concerning an 18 year old female who on 30-OCT-2006 was vaccinated with the first dose of GARDASIL. On 30-
OCT-2006 the patient developed a "rash on the palm of her hand and also red, itchy eyes." The patient sought unspecified medical attention. The nurse
reported that the patient had recently purchased new eye makeup. At the time of this report, the outcome of the events were unknown. Additional information
has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

267483-1

15-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Ocular hyperaemia, Pruritus, Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Oct-2006
Vaccine Date

30-Oct-2006
Onset Date

0
Days

18-Dec-2006
Status Date

OH
State

WAES0611USA00924
Mfr Report Id

Information has been received from a registered nurse concerning a female (age not reported) who on 10/30/06 was vaccainted with HPV vaccine.
Subsequently, the pt experienced redness in her face and had vomited. The pt sought unspecified medical attention. At the time of this report, the pt was
recovering from the event. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

267484-1

18-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-Dec-2006
Status Date

CT
State

WAES0611USA02365
Mfr Report Id

Information has been received from a physician concerning a female patient who on an unspecified date was vaccinated with GARDASIL. Subsequently the
patient experienced dizziness and nausea within a few minutes post-vaccination. Unspecified medical attention was sought. It was reported that the symptoms
lasted only a few minutes. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

267486-1

15-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-Dec-2006
Status Date

CT
State

WAES0611USA02366
Mfr Report Id

Information has been received from a physician concerning a female patient who on an unspecified date was vaccinated with GARDASIL. Subsequently, the
patient experienced dizziness and nausea within a few minutes post-vaccination. Unspecified medical attention was sought. It was reported that the symptoms
lasted only a few minutes. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

267487-1

15-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Dec-2006
Status Date

CT
State

WAES0611USA02367
Mfr Report Id

Information has been received from a physician concerning a female pt who on an unspecified date was vaccinated with HPV vaccine. Subsequently the pt
experienced dizziness and nausea within a few minutes post vaccination. Unspecified medical attention was sought. It was reported that the symptoms lasted
only a few minutes. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

267488-1

18-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Dec-2006
Status Date

CT
State

WAES0611USA02368
Mfr Report Id

Information has been received from a physician concerning a female pt who on an unspecified date was vaccainted with HPV vaccine. Subsequently the pt
experienced dizziness and nausea within a few minutes post vaccination. Unspecified medical attention was sought. It was reported that the symptoms lasted
only a few minutes. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

267489-1

18-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Dec-2006
Status Date

VA
State

WAES0611USA02471
Mfr Report Id

Information has been received from a registered nurse concerning a female pt who on an unspecified date was vaccinated with HPV vaccine. Subsequently,
following the vaccination, the pt fainted. At the time of this report, the outcome of the event was unk. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

267490-1

18-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Dec-2006
Status Date

VA
State

WAES0611USA02472
Mfr Report Id

Information has been received from a registered nurse concerning a female pt who on an unspecified date was vaccinated with HPV vaccine. Subsequently,
following the vaccination, the pt fainted. At the time of this report, the outcome of the event was unk. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

267491-1

18-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Nov-2006
Vaccine Date

01-Nov-2006
Onset Date

0
Days

30-Nov-2006
Status Date

PA
State Mfr Report Id

Total body itchingSymptom Text:

CoumadinOther Meds:
Lab Data:
History:
Prex Illness:

Von Willebrands, MRSA

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

267524-1

30-Nov-2006
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0702F 0 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Nov-2006
Vaccine Date

01-Nov-2006
Onset Date

0
Days

30-Nov-2006
Status Date

PA
State Mfr Report Id

Total body itching.Symptom Text:

Allegra DOther Meds:
Lab Data:
History:
Prex Illness:

Seasonal Allergies

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

267525-1

30-Nov-2006
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0702F 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 312
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Nov-2006
Vaccine Date

06-Nov-2006
Onset Date

0
Days

28-Nov-2006
Status Date

CA
State

WAES0611USA03470
Mfr Report Id

Information has been received from a physician and a medical assistant concerning a 14 year old female with a history of a prior seizure (on an unk date about
a year ago during a hair cut) who on 11/6/06 was vaccinated IM in the deltoid with the second dose of HPV vaccine (lot not provided). It was reported that the pt
had no difficulties when the first dose of the vaccine was administered on an unspecified date. On 11/6/06 the medical assistant administered the vaccine, then
turned to discard the needle. The pt fainted, fell from the exam table, hit her head on the floor and had a seizure. Paramedics were called, a cervical collar was
placed on the pt and she was transported to the ER. The pt was evaluated in the ER, a CT scan was performed which was reported as normal. The pt was
discharged to home from the ER and instructed to follow up with neurology. The medical assistant stated that the physician felt that the pt had a vasovagal
response after receiving the vaccine and that the seizure was a result of the head trauma which the pt suffered from the fall off the exam table. It was reported
that the physician felt that the seizure was related to the head trauma and not related to the vaccine. The medical assistant also reported that the physician felt
the pt had recovered from the event. Upon internal medical review the seizure was felt to be an important medical event (OMIC). Additional information has
been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

Convulsion

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

267726-1

28-Nov-2006
VAX Detail:

Last Edit Date

Seriousness:

 Condition aggravated, Convulsion, Fall, Syncope

 ER VISIT, OMIC, SERIOUS

Other Vaccine
27-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Nov-2006
Vaccine Date

13-Nov-2006
Onset Date

0
Days

07-Dec-2006
Status Date

AL
State Mfr Report Id

Overall fine body rash for past 2 days. Pt has a concomitant tonsillitis onset 2 days ago - negative strepSymptom Text:

Effexor XROther Meds:
Lab Data:
History:

Dyspnea; TonsillitisPrex Illness:

NKDA

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

267782-1

07-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
27-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0702F 0 Right arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Nov-2006
Vaccine Date

09-Nov-2006
Onset Date

0
Days

28-Nov-2006
Status Date

CA
State

200603096
Mfr Report Id

Seriousness criteria other medically significant (OMIC). Initial report received from the pts mother via a health care professional, on 11/14/06. A 14 year old
female pt, received on 11/9/06, Menactra (lot number U2119AA), into the right deltoid (dose and route of administration not reported). The pt received on the
same day (11/9/06) Gardasil (lot number 0688F) into the left deltoid, as concomitant vaccination (dose and route of administration not reported). The pt had no
history of depression. At the eve of vaccination, 11/9/06, the pt had arm soreness (the reporter was unsure which arm). The pt also became very depressed,
frustrated, angered, crying and attempted to cut her wrists with scissors. The wrist site described as scratch by the reporter. At the time of this report, 11/14/06,
there had been no ER or medical doctor MD visits for the pt and the pts outcome was unk. No corrective treatment was reported.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

267795-1

28-Nov-2006
VAX Detail:

Last Edit Date

Seriousness:

 Agitation, Anger, Crying, Depression, Pain, Suicide attempt

 ER VISIT, OMIC, SERIOUS

Related reports:   267795-2

Other Vaccine
27-Nov-2006

Received Date

Prex Vax Illns:

MNQ
HPV4

AVENTIS PASTEUR
MERCK & CO. INC.

U2119AA
0688F

Gluteous maxima
Right arm

Unknown
Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Nov-2006
Vaccine Date

09-Nov-2006
Onset Date

0
Days

01-Dec-2006
Status Date

CA
State

WAES0611USA04351
Mfr Report Id

Information has been received from a physician concerning a 14 year old female with no history of depression or suicidal ideation who on 09-NOV-2006 was
vaccinated with a dose of HPV rL1 6 11 16 18 VLP vaccine (yeast) concomitantly with a dose of meningococcal ACYW conj vaccine (dip toxoid) (MENACTRA).
Later that day, the pt became depressed. The pts mother reported that the pt became weepy and crying and stated I wish I were dead. On 10-NOV-2006, the pt
stated that she wished she were dead and later made some superficial cuts on her arm. The physician reported that she was informed of the event 4 days later
it occurred and saw the pt 6 days post vaccination. At that time, the pts physical examination was normal and there were no injection site reactions. The pt was
not hospitalized and did not receive treatment for the event. The physician considered the pt recovered from the event. The physician considered the pts
suicide attempt and depression were considered to be other important medical events (OMIC).

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

267795-2

16-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Agitation, Crying, Depression, Depression suicidal, Injury, Suicide attempt

 OMIC, SERIOUS

Related reports:   267795-1

Other Vaccine
30-Nov-2006

Received Date

Prex Vax Illns:

MNQ
HPV4

AVENTIS PASTEUR
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Unknown
Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Nov-2006
Vaccine Date

15-Nov-2006
Onset Date

1
Days

07-Dec-2006
Status Date

IL
State Mfr Report Id

Pt suddenly did not feel well at 9:30 am 11/15 went to bathroom, noticed face very red, followed by intense itching - presented to clinic 1 hr after sxs started,
developed swollen lips, edema around eyes and throat constriction. Epi 0.05 ml SQ immediately. 3 min later, pt improved.

Symptom Text:

Benzaclin, Minocin, Orthotricyclen, ProzacOther Meds:
Lab Data:
History:

NONEPrex Illness:

Acne, Anxiety, depression, TSS (11/05)

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

267822-1

07-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Malaise, Pruritus, Swelling face, Throat tightness

 ER VISIT, NOT SERIOUS

Other Vaccine
27-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0954F 1 Right arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Nov-2006
Vaccine Date

22-Nov-2006
Onset Date

0
Days

08-Dec-2006
Status Date

CA
State Mfr Report Id

Patient fainted after administration of vaccine.Symptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

267926-1

08-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
29-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0702F 0 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Sep-2006
Vaccine Date

02-Oct-2006
Onset Date

14
Days

08-Dec-2006
Status Date

NY
State Mfr Report Id

Left arm pain, numbness from elbow to entire hand, started about 2 week safer receiving Gardasil in that arm. Pain is intermittent and 5-10 in intensity. She
dose have other symptoms of abdominal pain, and right arm pain, so it is unclear whether vaccine is a factor.

Symptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

NONE
Mild Pulmonary Valve stenosis, stable.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

267957-1

08-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Hypoaesthesia, Injection site pain, Pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
29-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0688F 0 Left arm Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Nov-2006
Vaccine Date

24-Nov-2006
Onset Date

4
Days

08-Dec-2006
Status Date

MO
State Mfr Report Id

2nd dose Patient medicine on 11-20-06 and complain of swelling in lips, hands, and feet.Symptom Text:

Other Meds:
Lab Data:
History:

NONEPrex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

267995-1

08-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Oedema peripheral, Swelling face

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
30-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0688F Left arm Unknown



10 JUN 2008 06:27Report run on: Page 320
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
20-Nov-2006
Vaccine Date

Unknown
Onset Date Days

08-Dec-2006
Status Date

MO
State Mfr Report Id

2nd dose Patient complain of pain.Symptom Text:

Other Meds:
Lab Data:
History:

NONEPrex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

267996-1

08-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
30-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0688F Left arm Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Sep-2006
Vaccine Date

23-Sep-2006
Onset Date

1
Days

30-Nov-2006
Status Date

NJ
State Mfr Report Id

Patient awoke morning after vaccination with grand mal seizure.  Her mother took her to a local hospital and she was transferred to another hospital and then to
another.  MR received from 1st ER visit which reveals a 15 yr old brought in by her mother with c/o confusion, disorientation, and facial distortion on the
morning following her Gardasil vax.  PE:  Significant for confusion and disorientation, otherwise normal. Patient was transfered to another hospital to be
followed by a pediatric neurologist, Clinical impression : Altered mental status. MR received from 2nd hospital.  Pt. transfered to PICU with a diagnosis of
altered mental status. Still somewhat confused but improving upon admission. Improvement in mental status over the next 24 hours and she was transfered to
a regular pediatric floor, oriented x3 and with no focal deficits. Discharge DX: New onset seizures (probably 2' to hypoglycemia per face sheet).

Symptom Text:

Insulin Meds: Lantus insulin and Novolog.Other Meds:
Lab Data:

History:
Prex Illness:

Labs and Diagnostics:  EKG shows sinus arythmia, Drug and pregnancy screens (-), other labs WNL including serum glucose, CXR-normal, head CT-(-). Labs
and Diagnostics:  UA significant for >1000mg/dl glucose and 40 ketones. HgbA1C 8.8, oth
Type 1 Diabetes. NKDA

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

267997-1 (S)

25-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Confusional state, Disorientation, Dysmorphism, Grand mal convulsion, Hypoglycaemia, Mental status changes

 HOSPITALIZED, SERIOUS

Related reports:   267997-2

Other Vaccine
29-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0800F 0 Left arm Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Sep-2006
Vaccine Date

23-Sep-2006
Onset Date

1
Days

12-Dec-2006
Status Date

NJ
State

WAES0611USA07576
Mfr Report Id

Information has been received from a physician concerning a 15 year old female with type 1 diabetes mellitus who on 9/22/2006 was vaccinated by injection
with her first dose of HPV vaccine (lot 654540/0800F). Concomitant therapy included insulin. On 9/23/06, the day after receiving the HPV vaccine, the pt
experienced a Grand mal seizure. the physician reported the pt was hospitalized for 3 days. The pt had the following lab diagnostic studied. spinal tap, MRI,
EEG, blood work and urine. The physician stated the pt returned to the office to received the second dose of HPV vaccine, but the physician decided not to
reintroduce the HPV vaccine. At the time of the report, the pt had recovered. The physician considered the pts Grand Mal Seizure to be an other important
medical event (OMIC). Additional information has been requested.

Symptom Text:

InsulinOther Meds:
Lab Data:
History:
Prex Illness:

Type I Diabetes Mellitus.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

267997-2 (S)

12-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Grand mal convulsion

 EXTENDED HOSPITAL STAY, HOSPITALIZED, OMIC, SERIOUS

Related reports:   267997-1

Other Vaccine
11-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0800F 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
08-Dec-2006
Status Date

TN
State Mfr Report Id

Patient developed jerking in upper extremity a few hours after administration of vaccine.  Patient was medicated with VALIUM which led to resolution of
symptoms.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

268017-1

08-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Dyskinesia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
30-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0955F 0 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Nov-2006
Vaccine Date

28-Nov-2006
Onset Date

0
Days

01-Dec-2006
Status Date

IA
State Mfr Report Id

Less than 3 hours following the vaccination she developed severe abdominal cramps and vomited.  Subsequently had persistent abdominal pain that
eventually localized to the right lower quadrant.  A CT of the abdomen was performed the evening of 11/29/06 which revealed appendicitis.  A surgical
consultation was requested and days of hospitalization are unknown yet at this time.  Student health office note of 11/28/06 recording administration of Gardasil
#1 on this date. Hospital record received revealing a 20 year old woman who developed crampy abdominal pain centered in the right lower quadrant 1 day
following her Gardasil vax. Patient had appendectomy and was dischaged home the following day.  DX: Appendicitis.

Symptom Text:

Ortho Tri-Cyclen LoOther Meds:
Lab Data:

History:
nonePrex Illness:

Labs and Diagnoatics:  WBC's 11.0, Abdominal CT shows a thickened appendix at the base of the cecum with surrounding inflammation c/w acute
appendicitis.
PMH: none  Allergies: none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

268036-1 (S)

16-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Abdominal pain lower, Gastrointestinal disorder, Vomiting

 ER VISIT, HOSPITALIZED, SERIOUS

Related reports:   268036-2;  268036-3

Other Vaccine
30-Nov-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0955F 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 325
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Nov-2006
Vaccine Date

28-Nov-2006
Onset Date

0
Days

08-Jan-2007
Status Date

--
State

WAES0612USA00241
Mfr Report Id

Information has been received from a health professional concerning a 20 year old female patient who on 28-NOV-2006 was vaccinated IM with a 0.5 ml dose
of GARDASIL (lot # 653978/0955F). On 28-NOV-2006 three hours after vaccination the patient developed right-sided abdominal cramping, inability to sleep
and "appendicitis symptoms." On 29-NOV-2006 the patient returned to the health center with and was referred to the emergency room for a CT scan and
abdominal ultrasound. She is being referred to a specialist to rule out appendicitis. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

abdominal ultrasound, 11/29?/2006, computer axial, 11/29?/2006
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

268036-2

08-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Insomnia

 ER VISIT, NOT SERIOUS

Related reports:   268036-1;  268036-3

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0955F Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Nov-2006
Vaccine Date

28-Nov-2006
Onset Date

0
Days

22-Dec-2006
Status Date

IA
State Mfr Report Id

Shot was given on Nov 28th Tues within 2 hours pt vomiting and abd pain. then worsened to not being able to lay supine. Wed Nov 29th tried to wait SX out but
went to student health where Dr asked her to go to hospital for CBC and ABD CT scan. As 0.02% appendicitis from Gardasil. She then proceeded to have
appendectomy.

Symptom Text:

Ortho Tricycline LOOther Meds:
Lab Data:
History:
Prex Illness:

Increase CBC and ABD CT abnormal. APPY.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

268036-3 (S)

22-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Vomiting

 ER VISIT, HOSPITALIZED, LIFE THREATENING, SERIOUS

Related reports:   268036-1;  268036-2

Other Vaccine
20-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Nov-2006
Vaccine Date

30-Nov-2006
Onset Date

8
Days

04-Dec-2006
Status Date

AK
State Mfr Report Id

Pt admitted to hospital on 12/1/06 with chief complaint of ascending weakness bilaterally, upper and lower extremities.  Neuro consult diagnosed Guillain-Barre
syndrome.  Pt received the Gardasil vaccine on 11/22/06.  Resident MD asked pharmacist to write up possible ADR of Guillain-Barre from this vaccine.
02/21/2007 records received and reviewed for DOS:12/1/06-02/06/2007 DC DX:Severe form of Guillain-Barre syndrome after HPV vaccine and possible URI.
Respiratory failure with prolonged mechanical ventilation and tracheostomy tube placement. Haemophilus influenzae, left lower lobe pneumonia, coag negative
staph UTI. Hypertension. Tachycardia associated with dysautonomia now resolved. Presented to PCP with URI around Thanksgiving with associated sinus
infection. Began having numbness and tingling in hands days of admission as well as back pain, headache and greater problems walking and began falling
over. Able to wiggle her toes but with great difficulty. Pneumococcal vaccine in September/October. HPV vaccine on 11/22/06. Mother has possible MS and
possible lupus. Neuro exam:Weakness of deltoid bilaterally, weakness of lower extremities with grade 4/5 weakness at hip flexor, 4/5 hip extension, 4/5 knee
flexion, 4+/5 knee extension and 3+/5 plantar flexion. Deep tendon reflexes absent in all extremities even with augmentation. Plantar responses downgoing.
Gait abnormal some degree of pelvic girdle weakness and foot drop bilaterally.Began IVIG.  On day 2 began developing post void residuals. Vital capacity
deteriorated on day 3 to 2.2 increasing difficulties with secretions as her gag and cough diminished. Able to move only jaw and eyes. Intubated and placed on
fentanyl and versed. Developed HTN.  Developed neuropathic pain. At discharge able to stand with assistance.  Off vent on 1/26/07. Tachycardia and
hypertension associated with autonomic dysfunction now resolved at discharge.

Symptom Text:

Zyrtec prn, guaifenesin prn, tylenol prnOther Meds:
Lab Data:

History:
I don't have this infoPrex Illness:

Elevated protein in CSF; clinical symptoms suggestive of Guillain-Barre syndrome (primarily motor weakness, some altered sensation) Head CT normal except
for sinusitis. Coag negative staph UTI. CSF: protein 64, glucose 57 and 7WBC.  EMG on
None that I'm aware of

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

268143-1 (S)

22-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Autonomic nervous system imbalance, Back pain, Extubation, Fall, Gait disturbance, Guillain-Barre syndrome, Hypertension, Hypoaesthesia, Hyporeflexia,
Intubation, Muscular weakness, Neuralgia, Pneumonia haemophilus, Respiratory failure, Staphylococcal infection, Tachycardia, Tracheostomy, Upper
respiratory tract infection, Urinary retention, Vital capacity decreased

 ER VISIT, HOSPITALIZED, LIFE THREATENING, SERIOUS

Related reports:   268143-2;  268143-3;  268143-4

Other Vaccine
03-Dec-2006

Received Date

Prex Vax Illns:

PPVHPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Nov-2006
Vaccine Date

30-Nov-2006
Onset Date

9
Days

06-Dec-2006
Status Date

WA
State Mfr Report Id

Cannot walk.  This is a previously well 13-year old female who yesterday noticed some numbness and tingling of her toes and feet. Today it is extended a little
higher,and she has noticed her hands and fingers being somewhat numb. In additions, today she has difficulties feeling her legs and needs to walk with
assistance because she claims she has no sensation in her legs. Six days ago, she had symptoms of a headache, nausea, and some nasal discharge. She
was seen at the Fairchild Air Force Base clinic and given Zithromax for otitis media. The next day she developed hives and was instructed to stop Zithromas
and given Benadryl. The hives diminished and she was given amoxicillin to start the following day. Two days ago, her eyes became somewhat injected and had
some mattering. In addition, patient is complaining of some hip and back pain, and her face feels "bruised". She has had emesis twice today but no fever. She
has had a facial rash on her right cheek and behind her right ear. Likely early Guillain Barre.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

268143-2 (S)

06-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Guillain-Barre syndrome

 ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, LIFE THREATENING, SERIOUS

Related reports:   268143-1;  268143-3;  268143-4

Other Vaccine
05-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0868F 0 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Nov-2006
Vaccine Date

Unknown
Onset Date Days

20-Dec-2006
Status Date

WA
State

WAES0612USA01082
Mfr Report Id

Information has been received from a physician concerning a 13 year old female who on 22-Nov-2006 was vaccinated with HPV rL1 6 11 16 18 VLP vaccine
(yeast). A few days later she had cold symptoms and was prescribed azithromycin (ZITHROMAX). A few days after that the patient developed hives and was
prescribed amoxicillin. A few days later the patient was hospitalized and diagnosed on 01-Dec-2006 with Guillian-Barre Syndrome. The patient sought
unspecified medical attention. At the time of the report, it was unknown if the patient recovered. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

268143-3 (S)

20-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Guillain-Barre syndrome, Urticaria

 ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, SERIOUS

Related reports:   268143-1;  268143-2;  268143-4

Other Vaccine
19-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 330
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Nov-2006
Vaccine Date

28-Nov-2006
Onset Date

1
Days

06-Dec-2006
Status Date

IL
State Mfr Report Id

Gardasil administered 11/27/06, dizziness 11/28/06, severe vertigo 11/29/06, hospitalized 11/29/06-12/01/06.  MR received for ER admit for c/o dizziness,
vertigo, and vomiting x2 days beginning within 24 hours of Gardasil vax. PE: WNL and in no distress as long as she holds still. Txd with IV fluids, Valium and
Antivert.  D/Cd home on Meclizine after 48 hours. Discharge DX: Acute vertigo, possible adverse reaction to Gardasil vaccine. 02/05/2007 Tag-2 received. No
new codes.

Symptom Text:

Ortho-Evra patchOther Meds:
Lab Data:

History:
Prex Illness:

Labs and Diagnostics: significant for a serum glucose of 146 (after IV with dextrose) and K+ of 3.3. UA showed 2+blood, 5-10 WBCs. UC showed mixed
urogenital flora. HCG (-). CT of brain (-).
Previous abnormal pap. PMH: abnormal PAP smear, otherwise healthy. Allergies: NKA.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

268146-1 (S)

08-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Vaccination complication, Vertigo, Vomiting

 ER VISIT, HOSPITALIZED, SERIOUS

Related reports:   268146-2;  268146-3

Other Vaccine
01-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Nov-2006
Vaccine Date

29-Nov-2006
Onset Date

2
Days

05-Feb-2007
Status Date

IL
State Mfr Report Id

2-1-07 Patient states she felt lightheaded the day after her injection. States she felt this was related to stress of school. 2nd day after injection felt "drunk".
Terrible walking health center sent her to hospital by ambulance. Admit times 2 days. Diagnosis vertigo, CT Brain WNL was changed with prescription.
Medicine - never filled per patient. Too busy with school at finals. No sign of reaction on right deltoid.

Symptom Text:

Other Meds:
Lab Data:
History:

NONEPrex Illness:

Contact hospital mentioned to request information
Denies

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

268146-2 (S)

05-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Computerised tomogram normal, Dizziness, Feeling drunk, Gait disturbance, Stress, Vertigo

 ER VISIT, HOSPITALIZED, SERIOUS

Related reports:   268146-1;  268146-3

Other Vaccine
02-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0954F 0 Right arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Nov-2006
Vaccine Date

29-Nov-2006
Onset Date

2
Days

08-Mar-2007
Status Date

IL
State

WAES0702USA04507
Mfr Report Id

Information has been received from a Registered Nurse (R.N.) concerning a 22 year old female student who on 27-NOV-2006 was vaccinated 0.5 ml IM in right
deltoid with her first of Gardasil, lot #653938/0954F. The day after the vaccination, the patient felt lightheaded. She stated that she felt it was related to the
stress of school. The second day after the vaccination she stated that she felt "drunk" and had trouble walking. The student health center sent her to the
hospital by ambulance and she was admitted for two days. She had a head computed axial tomography (CT scan) performed which was within normal limits.
Her diagnosis was vertigo (onset date reported as 29-NOV-2006). She was discharged with a prescription of meclizine. It was reported that she never filled the
prescription because she was too busy with school and finals. There was no signs of reaction on right deltoid noted. No further information is available.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

head computed axial 11/29?/06 - WNL
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

268146-3 (S)

08-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Feeling drunk, Gait disturbance, Malaise, Vertigo

 ER VISIT, HOSPITALIZED, SERIOUS

Related reports:   268146-1;  268146-2

Other Vaccine
07-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0954F 0 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
M

Gender
16-Nov-2006
Vaccine Date

17-Nov-2006
Onset Date

1
Days

05-Dec-2006
Status Date

CO
State

WAES0611USA05427
Mfr Report Id

Information has been received from an investigator concerning a 12 year old male with migraine headaches who entered a study. On approx 6/16/06 and
8/16/06 and on 11/16/06 at 16:15 the pt was vaccinated with a first, second and third dose of HPV vaccine. On 11/17/06 the pt woke up at 6:40 and went to the
bathroom and he reported that he had trouble walking. He returned to bed. The pts father woke him up at 7:45 and noted that he had a fever of 101.3F. the pt
stated that his arms and legs were heavy feeling and he didn't think he could walk. the pt experienced muscle weakness. The pts parents call the physician and
were advised to take the pt to the ER. The pt went to the ER via ambulance. When the pt arrived the ER his temp was 99.5F (Pt was treated with Advil at home.
It was noted that the pts neurosigns were normal and the pt reported to have a headache but refused Imetrex. the pt was discharged and no further tests were
done. On 11/17/06 the pt recovered. The reporting investigator felt that muscle weakness was related to study therapy. Muscle weakness was considered to be
an other important medical event (OMIC).

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

Body temp 11/17/06 101.3F and 99.5F
Migraines

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

268161-1

05-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Abasia, Gait disturbance, Headache, Muscular weakness, Pyrexia, Sensation of heaviness

 ER VISIT, OMIC, SERIOUS

Other Vaccine
04-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Nov-2006
Vaccine Date

29-Nov-2006
Onset Date

0
Days

11-Dec-2006
Status Date

WI
State Mfr Report Id

After second dose of a 3 dose series, pt blood pressure increased from normal baseline of 100/60 to 185/135 approx 15-20 minutes after receiving the
Gardasil. Pt had near syncopal episode. PT recovered very quickly after ward.

Symptom Text:

Ortho Tri CyclenOther Meds:
Lab Data:
History:

NONEPrex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

268189-1

11-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure increased, Dizziness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
04-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0955F 1 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Nov-2006
Vaccine Date

19-Nov-2006
Onset Date

10
Days

06-Dec-2006
Status Date

PA
State

WAES0611USA06121
Mfr Report Id

Information has been received from a physician concerning a 19 year old female with no pertinent medical history or drug reactions allergies, who on 11/9/06
was vaccinated at her OB/GYN's office with HPV vaccine. Concomitant therapy included Zyrtec and oral hormonal contraceptives (unspecified). On 11/19/06
the pt developed a rash on the injection site arm, but not at the injections site. On 11/19/06 the pt also experienced extreme myalgia in all four extremities and
her hand was discolored (purple). On 11/20/06 lab testing revealed a positive Rapid streptococcal test and the pt was placed on unspecified antibiotics. Other
lab findings revealed a neg medical panel, a complete blood count revealed an elevated WBC count with a shift to the left, and a urinalysis was neg but with a
trace hemoglobin. At the time of this report, the pt was recovering. The physician felt that one or more of the events were disabling. Additional information has
been requested.

Symptom Text:

Zyrtec, Hormonal contraceptives.Other Meds:
Lab Data:
History:
Prex Illness:

Medical panel neg, trace hemoglobin 11/20/06, rapid streptococcus positive, WBC count elevated 11/20/06.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

268271-1 (S)

16-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Myalgia, Rash, Skin discolouration

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Other Vaccine
05-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Aug-2006
Vaccine Date

15-Nov-2006
Onset Date

91
Days

06-Dec-2006
Status Date

IL
State

WAES0611USA06373
Mfr Report Id

Information has been received from a physician concerning a 21 year old female with an allergy to penicillin. Who on 8/16/06 was vaccinated with the first dose
of HPV vaccine. Concomitant therapy included unspecified birth control pills (since 2005). On 11/22/06 the pt was seen by the physician and was scheduled to
receive her second dose of HPV vaccine. At that time the pt reported to the physician that the week prior (date not specified) she had suffered a seizure. The
physician clarified that the pt had no prior history of seizures and that the pts general health was very good. The physician did not give the pt the second dose
of vaccine because she was unsure if the seizure could have been related to the first dose of the vaccine. At the time of this report the pt had recovered from
the seizure. Upon internal review the seizure was felt to be an other important medical event (OMIC). Additional information has been requested.

Symptom Text:

Hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

Penicillin allergy.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.8

268272-1

06-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion

 ER VISIT, OMIC, SERIOUS

Other Vaccine
05-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0702F Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Oct-2006
Vaccine Date

27-Oct-2006
Onset Date

0
Days

06-Dec-2006
Status Date

TN
State

WAES0611USA06133
Mfr Report Id

Information has been received from a registered nurse concerning a 13 year old female with an allergy to amoxicillin who on 10/27/06 was vaccinated IM with
the first dose of HPV vaccine (lot 653650/0702F). There was no concomitant medications. On 10/27/06 approx 10 minutes after the injection, the pt started to
break out in a rash around the injection site. The pt then started to wheeze. The pt was given Benadryl and Depo Medrol injection. however continued to
wheeze. The wheeze was then relieved by a unit of Xopenex nebulizer treatment, but after ten minutes the pt started to wheeze again. The pt went to the ER
and was admitted to the hospital. The nurse reported that th event was that of a standard allergic reaction. The pt was released from the hospital the next day,
however had to continue with albuterol inhaler and prednisone therapy. The pt recovered by 10/29/06 and had not experienced any further complications. The
nurse reported that the pt would not be receiving any further vaccinations with HPV vaccine. The events were felt to be other important medical events (OMIC)
and immediately life threatening. Additional information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

Penicillin allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

268286-1 (S)

06-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Hypersensitivity, Injection site rash, Wheezing

 ER VISIT, HOSPITALIZED, LIFE THREATENING, OMIC, SERIOUS

Other Vaccine
05-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0702F 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Sep-2006
Vaccine Date

Unknown
Onset Date Days

06-Dec-2006
Status Date

MA
State

WAES0611USA06464
Mfr Report Id

Information has been received from a physician concerning a 21 year old female with no history of drug reactions/allergies, and a history of idiopathic
thrombocytopenic purpura who on 9/25/06 was vaccinated IM with HPV vaccine (Lot 653735/0688F). There was no concomitant medications. In Sept 2006, a
few days after vaccination the pt experienced a headache, nose bleed and developed thrombocytopenia. The pts platelet count on an unspecified date was
43,000. The pt was hospitalized and received platelet transfusion. A CT of the head and lumbar puncture were performed, however the results were
unspecified. The pt subsequently recovered on an unspecified date. The reporting physician felt that one or more of the events was an other important medical
event (OMIC) and life threatening. Additional Information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

Head computed axial 9/6 unspecified, spinal tap 9/06 results unspecified. Platelet count 9/06 43000
Idiopathic thrombocytopenic purpura.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

268287-1 (S)

06-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Epistaxis, Headache, Platelet count decreased

 ER VISIT, HOSPITALIZED, LIFE THREATENING, OMIC, SERIOUS

Other Vaccine
05-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0688F Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Nov-2006
Vaccine Date

21-Nov-2006
Onset Date

0
Days

06-Dec-2006
Status Date

CO
State

WAES0611USA07061
Mfr Report Id

Information has been received from a physician concerning a 17 year old female who on 11/21/06 was vaccinated with an initial dose of HPV Vaccine IM in the
deltoid. On 11/21/06, after the initial dose, the pt experienced a seizure. The pt was alert shortly after the event and was sent to the emergency department as
a precaution. It is unk if the pt was admitted to the hospital. The pt is recovering from seizure. The pt will not continue with subsequent doses of vaccine. Upon
internal review, seizure was considered an other important medical event (OMIC). Additional information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

268288-1

06-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion

 ER VISIT, OMIC, SERIOUS

Other Vaccine
05-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Oct-2006
Vaccine Date

03-Oct-2006
Onset Date

0
Days

15-Dec-2006
Status Date

--
State Mfr Report Id

Injection left deltoid with HPV vaccine, immediate pain, transient finger tingling. Pain persists with movement and pressure only, 10/27/06.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
27.0

268415-1

15-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Pain, Paraesthesia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
06-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0689F Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Dec-2006
Vaccine Date

05-Dec-2006
Onset Date

0
Days

07-Dec-2006
Status Date

NJ
State Mfr Report Id

With in five minutes of administration complaint of headache, then felt faint.  I had my daughter sit down in the waiting room with her head down before we
walked out.  Not thinking this had anything to do with the vaccine.  We walked out the door and she began have difficlty walking, weaving, I asked her if she
was okay and she could only respond yes.  I took her arm and tried to turn her back to the Doctor's office and she collapsed on the ground.  Though, she
remainded conscious her eyes were glazed and was disoriented.  It happened that another lady was leaving the office and I asked for her assitance to walk her
back inside.  The nurse immediately had us put her on an exam table.  I do not think she was able to hear a blood pressure.  At this point, my daughter was
extremely pale, clammy, shallow rapid breathing, weak pulse, able to anwser questions.  She stated her ears were ringing and that she had tingling in her feet.
The doctor naturally examined her as well.  They treated her with oral fluids, rest and some sugar cookies(the only thing they had). I am not sure the exact time
the vaccine was administered. I believe it was around 5pm.  When we left the doctors office, it was 5:45, my daughter felt weak and was shaky (visible).  On the
drive home she experienced visible muscle contractions in her arms and legs.  Legs and arms were involuntarily jerking.  This lasted approximately 10 minutes.
 By 6:00pm she felt "normal".

Symptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

none
Shellfish

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

268459-1

07-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Cold sweat, Difficulty in walking, Disorientation, Dizziness, Dyskinesia, Headache, Hyperventilation, Pallor, Paraesthesia, Tinnitus, Tremor

 NO CONDITIONS, NOT SERIOUS

Related reports:   268459-2

Other Vaccine
06-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Dec-2006
Vaccine Date

05-Dec-2006
Onset Date

0
Days

18-Jan-2007
Status Date

NJ
State

WAES0612USA01029
Mfr Report Id

Information has been received from a nurse at a physician's office concerning a 14 year old female with no medical history reported. On 05-Dec-2006, the
patient was vaccinated with the first single dose vial of HPV vaccine (yeast) (Lot#653978/0955F). It was reported that the patient was "alright at the time of the
vaccination". However, the patient on her way out of the physician's office stated that she wasn't feeling well (conflicting information reported as "almost
immediately after being vaccinated"), the patient developed a bad headache within seconds and began to turn white, The nurse reported that the patient left the
office and by the time she got back out to the parking lot, the patient passed out. The physician's office brought the patient back to the office to be examined.
The nurse reported that the patient had developed hypotension, tremors, a bad headache, involuntary movement of her upper and lower extremities which
lasted about ten minutes along with some additional symptoms which were not specifically specified. The patient became pale, diaphoretic and felt weak. The
patient had no vomiting and had no fever. The physician stated that the patient's experience was not an active seizure. Her blood pressure was initially 60/40
mmHg, then later 80/60 mmHg. The patient was not tachycardic. The patient developed pain at the office site of injection. The physician noted that the patient
had not eaten for awhile and the patient felt better after eating. The patient was not seen in the emergency room and was fine the next day. Unspecified
medical attention was sought. The physician stated that she did not see the "involuntary movement of her upper and lower extremities", which was reported by
the nurse. The physician was not in the from at that time to see that, however, she stated again this was not a seizure. The nurse reported that the patient
stayed home from school on 06-Dec-2006 because she still was not feeling herself but was "doing better". The nurse reported that the patient was not planning
to r

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

blood pressure 12/05/2006 80/60 mmHg, blood pressure 12/05/2006 60/40 mmHg
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

268459-2

18-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Dyskinesia, Headache, Hyperhidrosis, Injection site pain, Loss of consciousness, Malaise, Pallor, Tremor

 ER VISIT, NOT SERIOUS

Related reports:   268459-1

Other Vaccine
09-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0955F 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Sep-2006
Vaccine Date

05-Sep-2006
Onset Date

0
Days

08-Dec-2006
Status Date

MD
State

WAES0610USA00280
Mfr Report Id

Information has been received from a healthcare worker for the pregnancy registry for HPV vaccine concerning a 22 year old female pt whit a history of
abnormal pap who on 6/29/06 was vaccainted with her first dose of HPV vaccine , lot 653650/0697F. On 9/5/06 the pt was vaccinated with her second dose of
HPV vaccine, lot 653650/0702F. The reporter indicated that the pt received the 2nd vaccination but did not realize she was about 6 weeks pregnant at the time.
Medical attention was sought. An ultrasound and colposcopy was performed. The reporter indicated that there was no fetal pole at the time of the ultrasound
and that it would be repeated. There was no adverse experience reported. Follow up information has been received from a physician concerning the female pt,
whose last menstrual period was approximately 9/9/06. The estimated date of conception was 8/30/06. An ultrasound performed 9/20/06 showed 16P 5 wk 3
days. This is the pts first pregnancy. The estimated delivery date is 5/21/07. Follow up information has been received. On 11/8/06 the pt underwent an elective
termination of her pregnancy at 12 week from LMP. Upon internal review, elective termination of pregnancy was considered to be an other important medical
event (OMIC). Additional information is not expected.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

Colposcopy 9/06, ultrasound 9/06/06 no fetal pole, ultrasound 9/20/06 16P 5 wk 3 days.
Papanicolaou smear abnormal.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

268483-1

08-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Abortion, Laboratory test abnormal, Unintended pregnancy

 ER VISIT, OMIC, SERIOUS

Other Vaccine
07-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0702F 1 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Dec-2006
Vaccine Date

05-Dec-2006
Onset Date

1
Days

03-Jan-2007
Status Date

MN
State Mfr Report Id

Local pruritic reaction at injection site without erythema, edema left deltoid.Symptom Text:

Other Meds:
Lab Data:
History:

NONEPrex Illness:

NONE
Allergic to Septra

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

268513-1

03-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site reaction, Pruritus

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
07-Dec-2006

Received Date

Prex Vax Illns:

MNQ
HPV4

AVENTIS PASTEUR
MERCK & CO. INC.

U2094AA
0637F

0
0

Left arm
Right arm

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Dec-2006
Vaccine Date

06-Dec-2006
Onset Date

1
Days

18-Dec-2006
Status Date

CA
State Mfr Report Id

Several hours after vaccines given pt complained of HA and dizziness, insomnia. Next am s/s worse fainted. taken by paramedics to Hospital ER on 12/6/06.Symptom Text:

Other Meds:
Lab Data:
History:

NONEPrex Illness:

CT Scan

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

268544-1

18-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Headache, Insomnia, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
08-Dec-2006

Received Date

Prex Vax Illns:

TDAP
HPV4

AVENTIS PASTEUR
MERCK & CO. INC.

C2457AA
0637F

Unknown
Unknown

Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Sep-2006
Vaccine Date

13-Oct-2006
Onset Date

16
Days

11-Dec-2006
Status Date

CA
State Mfr Report Id

Approx. two weeks after I received the HPV vaccine I started breaking out in red bumps mostly all over my lower body and now I have this weird purple spots
on my right thigh.  It has itched me so bad that I have bruises all over my legs.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Allergic to penicillin, which I told the doctor.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
27.0

268587-1

12-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Contusion, Pruritus, Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 347
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Oct-2006
Vaccine Date

01-Oct-2006
Onset Date

0
Days

12-Dec-2006
Status Date

NY
State

WAES0611USA07474
Mfr Report Id

Information has been received from a physician concerning a female pt with seizures who in approx Oct 2006, about two months ago, was vaccinated IM with a
first 0.5ml dose of HPV vaccine. Right after receiving the vaccination, the pt started to have seizures every day for about two weeks after receiving the vaccine.
It was noted that the pt already has seizures but had them once or twice a week not everyday. Subsequently, the pt recovered. Upon internal review, seizures
was considered to be an other important medical event (OMIC). Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

Convulsions

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

268628-1

12-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Condition aggravated, Convulsion

 ER VISIT, OMIC, SERIOUS

Other Vaccine
11-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Nov-2006
Vaccine Date

30-Nov-2006
Onset Date

8
Days

18-Dec-2006
Status Date

MI
State Mfr Report Id

One week after injection, pt. has had a patchy, dry, erythemous rash 1 cm. in circumference show up intermittently on trunk and extremities.  Rash  remits and
recurs.  No history of rash.

Symptom Text:

Zithromax, OrthotrycyclenOther Meds:
Lab Data:
History:

Dysmonorrhea, SinusitisPrex Illness:

None
Allergy to Cephalosporins, Penicillin and Sulfa

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

268992-1

22-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Rash erythematous

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0954F 0 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Nov-2006
Vaccine Date

08-Nov-2006
Onset Date

1
Days

19-Dec-2006
Status Date

FL
State

WAES0612USA00854
Mfr Report Id

Information has been received from a health professional concerning a 28 year old female speech language assistant with no illness at the time of the
vaccination and a history of cardiac murmur and migraine who on 07 Nov 2006 was vaccinated with first dose of HPV vaccine (lot 653735/0688F) in the right
deltoid at approximately 1100 hours. On 08 Nov 2006, the patient called the medical facility and complained of experiencing blurred vision. On 09 Nov 2006,
the patient experienced seeing double. The patient was told to go to the emergency room immediately. On 12 Nov 2006, the patient recovered. It was reported
that the events required medical/surgical intervention (other important medical Events) (OMIC). No further information is available.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

Cardiac murmur, migraine.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
28.0

269013-1

19-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Diplopia, Vision blurred

 ER VISIT, OMIC, SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0688F 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Oct-2006
Vaccine Date

02-Nov-2006
Onset Date

2
Days

19-Dec-2006
Status Date

NY
State

WAES0611USA01965
Mfr Report Id

Information has been received from a licensed practical nurse concerning a 14 year old female with asthma, no allergies and a history of vomiting, fever and
abdominal cramps after a flu vaccination each time she was vaccinated. The nurse reported that the patients asthma was under good control for more than six
months. She also noted that due to the side effects of the flu vaccination, the patient refused to received any more flu shots. On 31 Oct 2006 the patient was
vaccinated intramuscularly with a first dose of HPV vaccine (lot 653938/0954F). concomitant therapy included Advair and albuterol inhaler prn. On 02 Nov 2006
the patient had an asthma attack. She developed chest tightening, wheezing and chest pain. The symptoms began after playing basketball. She used her
albuterol inhaler with no relief. She went to the ER and was given albuterol and Advair. An EKG and chest X ray were preformed. The patient was not
hospitalized. The nurse felt that this asthma attack was an isolated event. She noted that the patients physician felt that it was probably a coincidence that it
was after the HPV vaccination. On 04 Nov 2006 the patient recovered. No product quality complaint was involved. The reporter did not considered this asthma
attack to be permanently disabling, but that it was disabling because the patient missed school and the shortness of breath during the attack would be
considered disabling. Asthma attack was considered to be an other important medical event (OMIC). Additional information has been requested.

Symptom Text:

Albuterol, AdvairOther Meds:
Lab Data:
History:
Prex Illness:

MEDICAL HISTORY: Immunization, Vomiting, Fever, Adverse drug reaction, Abdominal cramp. CONCURRENT CONDITIONS: Asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

269038-1 (S)

19-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Asthma, Chest pain, Condition aggravated, Dyspnoea

 ER VISIT, OMIC, PERMANENT DISABILITY, SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0954F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 351
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Oct-2006
Vaccine Date

10-Oct-2006
Onset Date

0
Days

09-Jan-2007
Status Date

WY
State

WAES0610USA12076
Mfr Report Id

Initial and follow up information has been received from a Registered Nurse concerning a white female patient who on the afternoon of 10 Oct 206 was
vaccinated IM with her first dose of Gardasil (yeast), lot #653650/0720F, and experienced flu-like symptoms and vomiting. No medical attention was sought.
Within a day or two, the patient recovered. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

269162-1

01-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Influenza like illness, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0702F 0 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
09-Jan-2007
Status Date

NY
State

WAES0610USA15083
Mfr Report Id

Initial and follow up information has been received from a Nurse Practitioner concerning an approximately 22 year old female patient who in October 2006, was
vaccinated IM with a dose of Gardasil (yeast). Subsequently, she experienced nausea, lightheadedness/lightheaded feeling/dizziness, weakness, pallor, and
sweating but did not lose consciousness. No medical attention was sought. The nurse practitioner indicated the patient was "doing fine", and had recovered
after 20 minutes. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

269163-1

01-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Dizziness, Hyperhidrosis, Nausea, Pallor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Oct-2006
Vaccine Date

31-Oct-2006
Onset Date

0
Days

09-Jan-2007
Status Date

--
State

WAES0611USA00994
Mfr Report Id

Information has been received from a health professional concerning an approximately 48 year old female patient with condyloma with mild to moderate
dysplasia who on 31 Oct 2006 was vaccinated IM into the deltoid with a second 0.5mL dose of Gardasil (yeast) (lot # 653978/0955F). Concomitant therapy
included aspirin. It was reported that after the nurse gave the injection blood immediately ran out of the site and it was hard and lumpy. It was reported that the
nurse used proper placement technique and a standard 1 inch needle (not the prefilled device). The patient had no problems with the first dose. The patient did
not report any discomfort from the hard and lumpy area. The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

aspirinOther Meds:
Lab Data:
History:
Prex Illness:

UNK
Condyloma, dysplasia

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
48.0

269164-1

09-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Haemorrhage, Injection site induration

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0955F 1 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
09-Jan-2007
Status Date

CA
State

WAES0611USA01091
Mfr Report Id

Information has been received from a nurse concerning a female patient who was vaccinated with a 0.5 mL dose of Gardasil (yeast). Subsequently, the patient
fainted. Unspecified medical attention was sought. A short time after vaccination, the patient recovered. No product quality complaint was involved. Additional
information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

269165-1

09-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 355
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Oct-2006
Vaccine Date

19-Oct-2006
Onset Date

0
Days

09-Jan-2007
Status Date

TX
State

WAES0611USA01331
Mfr Report Id

Information has been received from a medical assistant concerning a 24 year old female with no other relevant history reported. On 19 Oct 2006, the patient
was vaccinated with the first dose of Gardasil (yeast). There were no other concomitant medications reported. On 19 Oct 2006, the patient developed some
initial itching at the injection site that resolved (date unknown). On 02 Nov 2006, the patient reported that she awoke with a large red bump at the injection that
was itchy "this developed about 13 days post dose". The patient sought unspecified medical attention. At the time of this report, the patient had not recovered
from the event. Additional information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

269166-1

09-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site mass, Pruritus

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 356
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Sep-2006
Vaccine Date

01-Oct-2006
Onset Date

1
Days

09-Jan-2007
Status Date

IL
State

WAES0611USA01335
Mfr Report Id

Information has been received from a nurse concerning a 12 year old female who on 30 Seo 2006 was vaccinated with the first 0.5 mL dose of Gardasil
reported as "oral". On 01 Oct 2006, the patient developed intense vaginal itching. The patient sought unspecified medical attention. On 03 Oct 2006, the patient
recovered from the event. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

269167-1

09-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus genital

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown By Mouth



10 JUN 2008 06:27Report run on: Page 357
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
09-Jan-2007
Status Date

CT
State

WAES0611USA01381
Mfr Report Id

Information has been received from a female physician assistant (age not reported) who on an unspecified date was vaccinated with 1 dose of 0.5 ML of
Gardasil (yeast) (Lot#653978/0955F). The physician assistant reported that after she was injected with Gardasil (yeast) she felt numbness from the injection
site progress all the way to her fingers. Unspecified medical attention was sought. At the time of this report, the physician assistant had recovered from the
event (date unknown). Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

NONE
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

269168-1

09-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0955F Unknown Unknown



10 JUN 2008 06:27Report run on: Page 358
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Sep-2006
Vaccine Date

21-Sep-2006
Onset Date

0
Days

09-Jan-2007
Status Date

IL
State

WAES0611USA01393
Mfr Report Id

Information has been received from a health professional concerning a her 19 to 21 year old daughter who on approximately 21 Sep 2006 "about 6 weeks ago"
was vaccinated IM with a first dose of Gardasil (yeast). Within 5 to 6 hours of vaccination, the patient developed hives and swelling of her hands and feet. The
patient was given (Benadryl) and the symptoms began to heal. Subsequently, the patient recovering. No product quality complaint was involved. Additional
information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

269169-1

09-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Oedema peripheral, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 359
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
09-Jan-2007
Status Date

--
State

WAES0611USA01398
Mfr Report Id

Information has been received from a physician concerning the experience of another physician's patient. On an unspecified date, a 12 year old female was
vaccinated with a dose of Gardasil (yeast). Subsequently the patient developed a rash on her arm. Unspecified medical attention was sought. At the time of the
report, the patient's outcome was unknown. Additional information is not expected.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

269170-1

09-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 360
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Nov-2006
Vaccine Date

03-Nov-2006
Onset Date

1
Days

09-Jan-2007
Status Date

IN
State

WAES0611USA01551
Mfr Report Id

Information has been received from a physician concerning a female who on an unspecified date received the first dose of Gardasil (yeast) (Lot # not provided).
On 02 Nov 2006 the patient was vaccinated with the second dose of Gardasil (yeast) (Lot # not provided). On 03 Nov 2006 the patient experienced joint pain
and developed a rash. Unspecified medical attention was sought. At the time of this report the patient was recovering from the event. Additional information has
been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

269171-1

09-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Nov-2006
Vaccine Date

01-Nov-2006
Onset Date

0
Days

09-Jan-2007
Status Date

ND
State

WAES0611USA01557
Mfr Report Id

Information has been received from a physician concerning a 14 year old female who on 01-Nov-2006 was vaccinated with 0.5 ml of HPV rL1 6 11 16 18 VLP
vaccine (yeast) (Lot#653650/0640F). At the same time, the patient received medroxyprogesterone acetate (DEPO-PROVERA) " in glut". On 01-Nov-2006
(conflicting information also reported as 02-Nov-2006), the patient developed body aches. On 03-Nov-2006 the patient developed hives all over body and also
experienced ankle swelling. The patient sought unspecified medical attention. At the time of this report, the outcome of the events were unknown. Additional
information has been requested.

Symptom Text:

DEPO-PROVERAOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

269172-1

09-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Oedema peripheral, Pain, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0640F Unknown Unknown



10 JUN 2008 06:27Report run on: Page 362
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
09-Jan-2007
Status Date

SC
State

WAES0611USA01833
Mfr Report Id

Information has been received from a health professional concerning a female patient who was vaccinated with a first 0.5 ml dose of HPV rL1 6 11 16 18 VLP
vaccine (yeast). The next morning, the patient felt sick to her stomach. It was noted that once she went to school she felt better. Unspecified medical attention
was sought. Subsequently, the patient recovered. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

269173-1

09-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Nov-2006
Vaccine Date

02-Nov-2006
Onset Date

0
Days

09-Jan-2007
Status Date

IL
State

WAES0611USA02205
Mfr Report Id

Information has been received from a nurse concerning a 19 year old female patient who is the daughter of one of the office employees, who on 02-Nov-2006
was vaccinated with the first dose of HPV rL1 6 11 16 18 VLP vaccine (yeast) (Lot#653650/0696F). Concomitant therapy included hormonal contraceptives
(unspecified). On 02-Nov-2006 the patient developed nausea, low grade fever, achiness and a headache post vaccination. It was reported that these events
continued into the evening on 02-Nov-2006. On 03-Nov-2006, the next morning the patient had recovered from all of the events. Additional information has
been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

269174-1

09-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Body temperature decreased, Headache, Nausea, Pain

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0696F 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Oct-2006
Vaccine Date

27-Oct-2006
Onset Date

0
Days

09-Jan-2007
Status Date

--
State

WAES0611USA02227
Mfr Report Id

Information has been received from a Nurse Practitioner concerning a female patient who on 27-Oct-2006 was vaccinated with a dose of HPV rL1 6 11 16 18
VLP vaccine (yeast). The patient fainted in the office, hit her head on the floor and required stitches. Medical attention was sought. At the time of the report the
patient was recovering. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

269175-1

09-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 365
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
09-Jan-2007
Status Date

--
State

WAES0611USA02302
Mfr Report Id

Information has been received from a nurse concerning a female who was vaccinated with the first dose of HPV rL1 6 11 16 18 VLP vaccine (yeast).
Subsequently the patient experienced numbness and pain in her arm. The patient sought unspecified medical attention. Subsequently, the patient recovered
from pain in injection arm and is recovering from the numbness. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

NONE
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

269176-1

09-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Pain

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 366
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
09-Jan-2007
Status Date

TN
State

WAES0611USA02316
Mfr Report Id

Information has been received from a physician concerning a female (NOS) who was vaccinated on an unknown date intramuscularly with HPV rL1 6 11 16 18
VLP vaccine (yeast) (Lot# not provided). Subsequently the patient fainted. Subsequently, the patient recovered from the syncope. Additional information has
been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

269177-1

09-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 367
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Oct-2006
Vaccine Date

26-Oct-2006
Onset Date

0
Days

09-Jan-2007
Status Date

--
State

WAES0611USA02584
Mfr Report Id

Information has been received from a health professional concerning a 20 year old female who on 26-Oct-2006 was vaccinated "in the right hip" with a first
dose of HPV rL1 6 11 16 18 VLP vaccine (yeast) (lot#654540/0800F). Within 15 minutes, the patient experienced a "funny feeling" in upper right thigh. The
patient said "the feeling was gone later that day". No medical attention was sought. No product quality complaint was involved. Additional information has been
requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

269178-1

09-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Feeling abnormal

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0800F 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 368
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
09-Jan-2007
Status Date

NY
State

WAES0611USA02839
Mfr Report Id

Information has been received from a registered nurse concerning a female who "between the beginning of the September and now" (date not specified) was
vaccinated IM with a 0.5 ml dose of HPV rL1 6 11 16 18 VLP vaccine (yeast). Subsequently on an unspecified date, the patient experienced a "definite tingling"
at the injection site. Unspecified medical attention was sought. At the time of this report, the patients outcome was unknown. No product quality complaint was
involved. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

269179-1

09-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Paraesthesia

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Nov-2006
Vaccine Date

03-Nov-2006
Onset Date

1
Days

09-Jan-2007
Status Date

--
State

WAES0611USA02908
Mfr Report Id

Information has been received from an office manager concerning a 14 year old female who on 02-Nov-2006 was vaccinated intramuscularly in the arm with a
0.5 ml dose of HPV rL1 6 11 16 18 VLP vaccine (yeast). On 03-Nov-2006 the patient started her menses and experienced a migraine. On 06-Nov-2006 the
patient experienced a rash on her vaccinated arm which also spread to her face. Unspecified medical attention was sought. The patient was treated with
diphenhydramine (BENADRYL) and the rash had subsided. AT the time of report, the patient was recovering from the migraine. No product quality complaint
was involved. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

269180-1

10-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Menorrhagia, Migraine, Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 370
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
09-Jan-2007
Status Date

IN
State

WAES0611USA02920
Mfr Report Id

Information has been received from a physician concerning a 13 year old female who was vaccinated with a first dose of HPV rL1 6 11 16 18 VLP vaccine
(yeast). Subsequently the patient experienced swelling in her face, stomach was extended with fluids and her lower extremities were swollen. Unspecified
medical attention was sought. The patient was put on "hydrosteroids". She is scheduled for a follow-up visit the week of November 13th. No product quality
complaint was involved. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

269181-1

10-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Face oedema, Oedema peripheral

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
09-Jan-2007
Status Date

NY
State

WAES0611USA03319
Mfr Report Id

Information has been received from a physician concerning a female patient who was vaccinated with a dose of HPV rL1 6 11 16 18 VLP vaccine (yeast).
Subsequently, the patient's pap smear came out positive. Medical attention was sought. Her outcome was unknown. Additional information has been
requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

Pap test - positive
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

269182-1

10-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Smear cervix abnormal

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
09-Jan-2007
Status Date

PA
State

WAES0611USA03411
Mfr Report Id

Information has been received from a physician concerning a 20 year old female who on an unspecified date was vaccinated with the first dose of HPV rL1 6 11
16 18 VLP vaccine (yeast) (0.5 ml). Subsequently, two weeks following vaccination, the patient experienced pain at the injection area. The patient also
complained of pain in the same area when lifting her arm. Unspecified medical attention was sought. At the time of this report, the outcome of the events was
unknown. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

269183-1

10-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Nov-2006
Vaccine Date

09-Nov-2006
Onset Date

7
Days

09-Jan-2007
Status Date

PA
State

WAES0611USA03416
Mfr Report Id

Information has been received from a physician concerning an approximately 18 year old female who on approximately 02-Nov-2006 was vaccinated
intramuscularly with the first dose of HPV rL1 6 11 16 18 VLP vaccine (yeast). On week after vaccination, on approximately 09-Nov-2006, the patient
experienced pain at the injection site, and had redness, soreness and swelling. Unspecified medical attention was sought. At the time of this report, the
outcome of the events was unknown. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

269184-1

10-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Injection site pain, Swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
09-Jan-2007
Status Date

IL
State

WAES0611USA03436
Mfr Report Id

Information has been received from a physician concerning a female patient (demographics not provided) who on an unspecified date was vaccinated with the
first dose of HPV rL1 6 11 16 18 VLP vaccine (yeast) (Lot# not provided). Subsequently the patient developed a rash on her face and stomach. The patient
sought unspecified medical advice. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

269185-1

10-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Oct-2006
Vaccine Date

30-Oct-2006
Onset Date

0
Days

09-Jan-2007
Status Date

OR
State

WAES0611USA03446
Mfr Report Id

Information has been received from a nurse practitioner concerning an 18 year old female with low level depression and anxiety and penicillin allergy and
sulfonamide allergy who on 30-Oct-2006 was vaccinated intramuscularly in the right deltoid with the first dose of HPV rL1 6 11 16 18 VLP vaccine (yeast)
(lot#653978/0955F). Concomitant therapy included escitalopram oxalate (LEXAPRO), loratadine (CLARITIN) acetaminophen (TYLENOL). On 30-Oct-2006,
following vaccination, the patient fainted. Unspecified medical attention was sought. Subsequently, the patient recovered and no other symptoms were noted.
Additional information has been requested.

Symptom Text:

TYLENOL, LEXAPRO, CLARITINOther Meds:
Lab Data:
History:
Prex Illness:

NONE
CONCURRENT CONDITIONS: Depression, Anxiety, Penicillin allergy, Sulfonamide allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

269186-1

10-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0955F 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Sep-2006
Vaccine Date

12-Sep-2006
Onset Date

0
Days

09-Jan-2007
Status Date

AZ
State

WAES0611USA03478
Mfr Report Id

Information has been received from a physician concerning an 15 year old female with a history of polycystic ovary syndrome, who on 12-Sep-2006 was
vaccinated intramuscularly with the first dose of HPV rL1 6 11 16 18 VLP vaccine (yeast) (Lot#654540/0800F). Subsequently, shortly after receiving the
vaccination the patient fainted. Subsequently, the patient recovered from the syncope. Unspecified medical attention was sought. Additional information has
been requested.

Symptom Text:

DESOGENOther Meds:
Lab Data:
History:
Prex Illness:

CONCURRENT CONDITIONS: Polycystic ovarian syndrome

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

269187-1

10-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0800F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 377
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
09-Jan-2007
Status Date

CO
State

WAES0611USA03479
Mfr Report Id

Information has been received from a physician's assistant concerning a 11 year old female who on unspecified date was vaccinated intramuscularly with HPV
rL1 6 11 16 18 VLP vaccine (yeast) (Lot# not provided). Subsequently the patient developed swollen lymph nodes in groin her area. Unspecified medical
attention was sought. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

269188-1

10-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Lymphadenopathy

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 378
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Nov-2006
Vaccine Date

08-Nov-2006
Onset Date

0
Days

09-Jan-2007
Status Date

NJ
State

WAES0611USA03485
Mfr Report Id

Information has been received from a physician concerning his daughter, a 19 year old female who at 15:00 on 08-Nov-2006 "was feeling great anxiety" before
receiving an intramuscular injection with the vaccination HPV rL1 6 11 16 18 VLP vaccine (yeast) (Lot#654540/0800F). On 08-Nov-2006 after receiving the
vaccination the patient experienced throbbing pain, a tingling sensation down length of her arm, elbow, wrist, jaw line and down her neck, fever, swelling and
redness at the injection site, was "terribly itchy", had veins protruding, swollen glands, nausea and "felt hot and sweaty" (the patient was reported to be
afebrile). Unspecified medical attention was sought. At the time of the report it was unknown if the patient had recovered. Additional information is not expected.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

CONCURRENT CONDITIONS: Anxiety

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

269189-1

10-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anxiety, Hyperhidrosis, Injection site erythema, Injection site swelling, Lymphadenopathy, Nausea, Pain, Paraesthesia, Pruritus, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0800F 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Nov-2006
Vaccine Date

07-Nov-2006
Onset Date

0
Days

09-Jan-2007
Status Date

CA
State

WAES0611USA03521
Mfr Report Id

Information has been received from a physician concerning a 15 year old female with asthma and penicillin allergy who on 26-Sep-2006 was vaccinated with
the first dose of HPV rL1 6 11 16 18 VLP vaccine (yeast) (Lot#not provided). Concomitant therapy included hormonal contraceptives (unspecified). On 07-Nov-
2006 the patient was vaccinated with the second dose of HPV rL1 6 11 16 18 VLP vaccine (yeast) (Lot#6537361/0868F). That same day the patient
experienced a migraine with a "blinded spot in one eye", dizziness and was "seeing stars". She was treated with aspirin. At the time of this report it was
unknown if the patient had recovered from the event. Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

CONCURRENT CONDITIONS: Asthma, Penicillin allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

269190-1

10-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Migraine

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Sep-2006
Vaccine Date

05-Sep-2006
Onset Date

0
Days

09-Jan-2007
Status Date

UT
State

WAES0611USA03555
Mfr Report Id

Information has been received from a physician concerning an 11 year old female who on 05-Sep-2006 was vaccinated intramuscularly with the first dose of
HPV rL1 6 11 16 18 VLP vaccine (yeast). On approximately 05-Sep-2006, the patient noted her menstrual cycle increased from every month to every two
weeks. The patient sought unspecified medical attention. At the time of this report, the outcome of the event was unknown. Additional information has been
requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

269191-1

10-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Menstrual disorder

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
09-Jan-2007
Status Date

MA
State

WAES0611USA04002
Mfr Report Id

Information has been received from a physician concerning a 14 year old female who on an unspecified date was vaccinated with Gardasil (yeast). It was
reported that the patient was sitting on a bench and when the personnel left the room, the patient apparently fainted and ended up falling off bench. It was
reported that it was unsure if the patient had broken her nose but there was blood. At the time of this report, the outcome of the events were unknown. The
physician feels that the patient "might be anorexic and had not had anything to eat all day hence the fainting". No further information is available.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
Anorexia

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

269192-1

09-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Fall, Fracture, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 382
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Oct-2006
Vaccine Date

31-Oct-2006
Onset Date

0
Days

09-Jan-2007
Status Date

NY
State

WAES0611USA04222
Mfr Report Id

Information has been received from a mother of an 11 year old female who on 31 Oct 2006 was vaccinated with Gardasil (yeast) (0.5 ml). On 31 Oct 2006, 30
minutes following vaccination, the patient's arm "felt heavy". Subsequently, the patient recovered from the event 30 minutes later. Medical attention was not
sought. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

269193-1

10-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Sensation of heaviness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 383
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
09-Jan-2007
Status Date

WI
State

WAES0611USA04226
Mfr Report Id

Information had been received from a physician concerning a patient who on an unspecified date was vaccinated with the second dose of Gardasil (yeast).
Subsequently the patient experienced abdominal pain and suprapubic pain that radiated to the vaginal region. No further details were provided. Additional
information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

269194-1

10-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Pelvic pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 384
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
09-Jan-2007
Status Date

--
State

WAES0611USA04279
Mfr Report Id

Initial and follow up information has been received from a vaccine coordinator concerning a  female (age not reported) who on an unspecified date was
vaccinated with 0.5 mL of Gardasil (yeast). Subsequently, the patient experienced pain at the injection site. It was reported that the vaccine hurt the patient
more when injected into the arm rather than the upper thigh, hip area. It was reported that the "pain was so great that the patient said they would not finish the
series". The patient sought unspecified medical attention. The shot was from a pre-filled safety syringe. The vaccine coordinator thinks "the pain may have
something to do with the technique because the shots given from the single dose vials have not experienced as much pain". It was further reported that "she
was unsure if the extreme pain was caused by the vaccine, injection site or the technique used with the safety syringes." At the time of this report, the outcome
of the events were unknown. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

269195-1

19-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Wrong technique in drug usage process

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
05-Jan-2007
Status Date

MI
State

WAES0611USA04345
Mfr Report Id

Information has been received from a physician concerning a female (age not reported) with rheumatoid arthritis who on an unspecified date was vaccinated
with HPV rL1 6 11 16 18 VLP vaccine (yeast). Subsequently, the patient developed dizziness, stiffness in joints and abdominal cramping. The patient sought
unspecified medical attention. At the time of this report, the patient had recovered from the events (date unknown). Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
CONCURRENT CONDITIONS: Rheumatoid arthritis

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

269196-1

05-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Dizziness, Joint stiffness

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 386
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Nov-2006
Vaccine Date

12-Nov-2006
Onset Date

0
Days

09-Jan-2007
Status Date

FL
State

WAES0611USA04349
Mfr Report Id

Information has been received from a physician and a nurse concerning a 21 year old female with glaucoma who on 09 Sep 2006 was vaccinated with a first
dose of Gardasil (yeast). Concomitant therapy included Xalatan. On 12 Nov 2006, the patient was vaccinated IM, in the right deltoid, with a 0.5 ml second dose
of Gardasil (yeast) (lot #653736/0868F). On 12 Nov 2006, 13 hours after the vaccination, the patient developed a rash on both arms. The patient used alcholol
on these areas and the rash went away. On approximately 12 Sep 2006, at an unspecified time, the patient developed hives. The hives were itchy and "looked
like slap marks all over her body" including her legs, abdomen, back and face. The welts were raised and swollen. The patient was treated with Benadryl. At the
time of the report, the patient was recovering from the hives. There were laboratory or diagnostic tests performed. It was reported that the patient had no
reactions after the first dose of Gardasil (yeast). Additional information has been requested.

Symptom Text:

XalatanOther Meds:
Lab Data:
History:
Prex Illness:

NONE
Glaucoma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

269197-1

10-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0868F 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 387
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Nov-2006
Vaccine Date

09-Nov-2006
Onset Date

8
Days

09-Jan-2007
Status Date

NY
State

WAES0611USA04358
Mfr Report Id

Information has been received from a physician concerning a 11 year old female who on 01-Nov-2006 was vaccinated with a 0.5 ml first dose of Gardasil
(yeast) (lot #653938/0954F). On 09 Nov 2006 the patient developed cellulitis in the arm where vaccine was administered. Unspecified medical attention was
sought. At the time of the report, the patient was recovering from the cellulitis. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

269198-1

10-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cellulitis

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0954F 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Nov-2006
Vaccine Date

13-Nov-2006
Onset Date

0
Days

09-Jan-2007
Status Date

VA
State

WAES0611USA04373
Mfr Report Id

Information has been received from a registered nurse concerning her 16 year old daughter who on 13 Nov 2006 was vaccinated with her first dose of Gardasil
(yeast). The patient's mother reported that she was vaccinated subcutaneously. Conflicting information was received from the administering licensed practical
nurse who reported that she was positive the patient was vaccinated intramusculaurly into the deltoid area and not subcutaneously. On 13 Nov 2006, a few
minutes after the vaccine was administered, the patient experienced nausea, dizziness and sweating. Unspecified medical attention was sought.
Subsequentely, the patient recovered from nausea, dizzines and sweating in a few minutes. Additional information has been received from a registered nurse.
The nurse reported that her fellow nurse gave the dose of Gardasil (yeast) IM instead of subcutaneous. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

269199-1

10-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Hyperhidrosis, Incorrect route of drug administration, Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
09-Jan-2007
Status Date

--
State

WAES0611USA04378
Mfr Report Id

Information has been received from a nurse practitioner concerning a 19 year old female who on an unspecified date was vaccinated with a 0.5 mL dose of
Gardasil (yeast). The patient was experiencing vomiting and diarrhea and had no fever prior to receiving the vaccination. Subsequently, the patient developed
swelling of hands and feet and her face got puffy after receiving Gardasil (yeast). The patient sought medical attention and was treated with an unspecified
antihistamine. Subsequently, the swelling went away, and the patient was considered recovered. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:

diarrhea, vomitingPrex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

269200-1

10-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Oedema

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Jan-2007
Status Date

CA
State

WAES0611USA04542
Mfr Report Id

Information has been received from a physician concerning a female patient who was vaccinated IM with a first dose of Gardasil (yeast). Subsequently the
patient developed a shooting pain down her arm where she received the injection. Reportedly the physician does not think this is an adverse experience.
Subsequently, the patient recovered from shooting pain down her arm in less than a minute. The patient does not want to come back for a second injection.
Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

269201-1

10-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
09-Jan-2007
Status Date

PA
State

WAES0611USA04578
Mfr Report Id

Information has been received from a physician concerning a female who in October 2006, was vaccinated with the first dose of Gardasil (yeast) (0.5mL). In
approximately October 2006, "shortly after the injection", the patient was examined and learned that she developed an abnormal PAP. Unspecified medical
attention was sought. No further details were provided. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

Pap test 10/?/06-abnormal
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

269202-1

09-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Smear cervix abnormal

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Nov-2006
Vaccine Date

13-Nov-2006
Onset Date

0
Days

09-Jan-2007
Status Date

AZ
State

WAES0611USA04596
Mfr Report Id

Information has been received from a nurse practitioner concerning a 20 year old female who on 13 Nov 2006 was vaccinated intramuscularly with the first
dose of Gardasil (yeast) (Lot # not provided). On 13 Nov 2006 the patient experienced nausea, vomiting and decreased appetite. Unspecified medical attention
was sought. At the time of this report it was unknown if the patient had recovered from these events. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

269203-1

10-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Decreased appetite, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Nov-2006
Vaccine Date

09-Nov-2006
Onset Date

1
Days

09-Jan-2007
Status Date

NJ
State

WAES0611USA04681
Mfr Report Id

Information has been received from a physician concerning a 16 year old female who on 08 Nove 2006 was vaccinated intramuscularly with the first dose of
Gardasil (yeast) (Lot # not provided). On 09 Nov 2006 it was reported that the patient developed hives. Unspecified medical attention was sought. At the time of
this report it was unknown if the patient had recovered. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

269204-1

10-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Sep-2006
Vaccine Date

26-Sep-2006
Onset Date

0
Days

10-Jan-2007
Status Date

IL
State

WAES0611USA04701
Mfr Report Id

Information has been received from a registered nurse concerning a 22 year ld white female student with no other medical history, no known allergies or
adverse drug reactions reported. On 26 Sep 2006, at 12:300 PM, the patient was vaccinated intramuscularly in the left deltoid with the first dose of Gardasil
(yeast) (Lot# 653736/0689F), within 2 hours of the injections the patient developed full body hives, itching and swelling of hands and feet. The patient took
Benadryl every 4 hours and the symptoms were gone within 24 hours. At the time of this report, the patient had recovered from the events. Additional
information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

269205-1

10-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Oedema peripheral, Pruritus, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0689F 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Jan-2007
Status Date

WA
State

WAES0611USA04818
Mfr Report Id

Information has been received from a consumer who is a company representative concerning her 20 year old daughter who on an unspecified date was
vaccinated with the second dose of Gardasil (yeast). The patient's mother reported that the vaccination caused the patient to feel faint, and she experienced
nausea with chills and sweating. The patient was kept in the office until she felt better. No further details were provided. Additional information has been
requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

269206-1

10-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chills, Dizziness, Hyperhidrosis, Nausea, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Jan-2007
Status Date

NC
State

WAES0611USA04882
Mfr Report Id

Information has been received from a practice manager concerning a female patient who on an unspecified date was vaccinated with Gardisal (yeast).
Subsequently, following vaccination, the patient experienced syncope. Unspecified medical attention was sought. No further details were provided. At the time
of this report, the outcome of the event was unknown. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

269207-1

10-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 397
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Jan-2007
Status Date

NY
State

WAES0611USA04906
Mfr Report Id

Information has been received from a physician concerning a female who was "shot phobic" who on an unspecified date was vaccinated with Gardasil (yeast)
(0.5ml). Subsequently, following vaccination, the patient fainted. Unspecified medical attention was sought. The patient subsequently recovered. Additional
information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
phobia

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

269208-1

10-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 398
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Nov-2006
Vaccine Date

13-Nov-2006
Onset Date

0
Days

10-Jan-2007
Status Date

WA
State

WAES0611USA05100
Mfr Report Id

Information has been received from a registered nurse at an OB/GYN's office concerning a 14 year old female with penicillin allergy who on 13 Nov 2006 was
vaccinated intramuscularly in the left deltoid with Gardasil (yeast) (lot #653938/0954F). There was no concomitant medication. On 13 Nov 2006 the patient
experienced pain in the vaccinated arm, headache, dizziness, fatigue, weakness and ringing in the ears. The patient sought treatment from her pediatrician. At
the time of this report the patient's pain in the arm, headache, dizziness, fatigue, weakness and ringing in the ears persisted. Additional information has been
requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

NONE
Pencillin allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

269209-1

10-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Fatigue, Headache, Pain, Tinnitus

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0954F Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 399
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Nov-2006
Vaccine Date

13-Nov-2006
Onset Date

0
Days

10-Jan-2007
Status Date

WA
State

WAES0611USA05103
Mfr Report Id

Information has been received from a nurse concerning a female who on 13 Nov 2006 was vaccinated with the first dose of Gardasil (yeast). Subsequently on
13 Nov 2006, following vaccination, the patient experienced a headache and flu-like symptoms. The patient did not have a fever. Unspecified medical attention
was sought. At the time of this report, the outcome of the events was unknown. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

269210-1

10-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Influenza like illness

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 400
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Nov-2006
Vaccine Date

15-Nov-2006
Onset Date

1
Days

10-Jan-2007
Status Date

TN
State

WAES0611USA05160
Mfr Report Id

Information has been received from a registered nurse concerning a 13 year old female with a penicillin allergy and drug hypersensitivity to Zithromax. On 14
Nov 2006, the patient was vaccinated with Gardasil (yeast) ( Lot # 653978/0955F). There were no concomitant medications reported. On 15 Nov 2006, the
patient was noted to be very emotional, nauseated, felt dazed and "high". The patient sought unspecified medical attention. No treatment was required. On 16
Nov 2006, the patient had recovered from the events. Additional information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

NONE
Penicillin allergy, drug hypersensitivity

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

269211-1

10-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abnormal behaviour, Euphoric mood, Malaise, Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0955F Unknown Unknown



10 JUN 2008 06:27Report run on: Page 401
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Jan-2007
Status Date

NY
State

WAES0611USA05398
Mfr Report Id

Information has been received from a physician concerning a female patient who was vaccinated with a first 0.5 ml Gardasil (yeast). Subsequently the patient
experienced a tingle and heaviness. Unspecified medical attention was sought. After twenty minutes the tingle and heaviness went away. No product quality
complaint was involved. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

269212-1

10-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Paraesthesia, Sensation of heaviness

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 402
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Jan-2007
Status Date

CA
State

WAES0611USA05651
Mfr Report Id

Information has been received from a physician concerning a 25 year old female who on an unspecified date was vaccinated with HPV Vaccine. One week
later, the patient was noted to have a positive human papilloma virus infection (date unknown). It was reported that the physician dose not know when the
vaccine was given or the dose because she did not administer the vaccine in her office. The patient sought unspecified medical attention. At the time of this
report, the patient had not recovered from the event. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

Positive HPV test
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

269213-1

08-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Viral infection

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 403
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Jan-2007
Status Date

--
State

WAES0611USA05682
Mfr Report Id

Information has been received from a health professional concerning a 20 year old female who on an unspecified date was vaccinated with a dose of HPV
Vaccine. Subsequently, the patient experienced three menstrual periods during the next month. Unspecified medical attention was sought. At the time of this
report, the patient's outcome was unknown. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:

UNKPrex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

269214-1

10-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Menstruation irregular

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 404
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Nov-2006
Vaccine Date

09-Nov-2006
Onset Date

1
Days

10-Jan-2007
Status Date

NJ
State

WAES0611USA05796
Mfr Report Id

Information has been received from a physician concerning a 16 year old female with no known drug allergies who on 08 Nov 2006, at 4:00 PM, was
vaccinated IM with the first dose of HPV vaccine. On 09 Nov 2006, the patient developed a drug rash. The patient sought unspecified medical attention. On 14
Nov 2006, the patient was recovered from the drug rash. Additional information is not expected.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

269215-1

10-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0697F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 405
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Nov-2006
Vaccine Date

01-Nov-2006
Onset Date

0
Days

10-Jan-2007
Status Date

PA
State

WAES0611USA05836
Mfr Report Id

Information has been received from a nurse practitioner concerning a female (age not reported) who on approximately 01 Nov 2006 was vaccinated with the
first dose of HPV vaccine. On approximately 01 Nov 2006, the patient developed total body itching. The patient sought unspecified medical attention. At the
time of this report, the outcome of the event was unknown. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

269216-1

10-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 406
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Sep-2006
Vaccine Date

28-Sep-2006
Onset Date

1
Days

10-Jan-2007
Status Date

OR
State

WAES0611USA06105
Mfr Report Id

Information has been received from a physician's nurse concerning a 15 year old female who on 27 Sep 2006 was vaccinated intramuscularly with HPV
vaccine (lot # 653937/0637F). On 28 Sept 2006 the patient experienced nausea, fever and soreness at the injection site. Unspecified medical attention was
sought. At the time of this report, the outcome of the events was unknown.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

269217-1

10-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Nausea, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0637F Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 407
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Jan-2007
Status Date

NC
State

WAES0611USA06106
Mfr Report Id

Information has been received from a nurse concerning a female who on an unspecified date was vaccinated with HPV vaccine. Subsequently, one week later,
the patient developed welts on the arm where the shot was administered. Unspecified medical attention was sought. At the time of this report, the outcome of
the event was unknown. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

269218-1

10-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site reaction, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 408
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Nov-2006
Vaccine Date

15-Nov-2006
Onset Date

1
Days

10-Jan-2007
Status Date

MA
State

WAES0611USA06158
Mfr Report Id

Information has been received from a registered nurse concerning a 20 year old female with no pertinent medical history or drug reactions/allergies who on 14
Nov 2006 was vaccinated intramuscularly with HPV Vaccine. There was no concomitant medications. On 15 Nov 2006, about 24 hours later, the patient
developed erythema at the injection site and experienced flu like symptoms. Unspecified medical attention was sought. Subsequently, the patient recovered
from the erythema at injection site and flu like symptoms within 72 hours. Additional information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

269219-1

10-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Influenza like illness, Injection site erythema

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 409
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Oct-2006
Vaccine Date

01-Oct-2006
Onset Date

0
Days

10-Jan-2007
Status Date

NC
State

WAES0611USA06372
Mfr Report Id

Information has been received from a nurse concerning a female patient (age not reported) with a nerve compression (NOS) who on an unknown date in
October 2006, was vaccinated intramuscularly in the left deltoid with the second dose of HPV Vaccine (date of first dose and Lot # were not provided). On an
unknown date in Oct 2006, the patient experienced numbness in her left arm. The patient was referred to a neurologist, because of her history of pinched
nerve. At the time of this report it was unknown if the patient had recovered from the event. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

Nerve compression.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

269220-1

10-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 410
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Nov-2006
Vaccine Date

08-Nov-2006
Onset Date

0
Days

10-Jan-2007
Status Date

AZ
State

WAES0611USA06802
Mfr Report Id

Information has been received from a health professional concerning a female patient with an allergy to amoxicillin and clavulanate potassium who on 08 Nov
2006 at 11:00 AM was vaccinated in the right deltoid with the first dose of HPV vaccine. (Lot #654540/0800F) There was no illnesses at the time of vaccination.
On 08 Nov  2006, at 1PM, following vaccination, the patient became lightheaded. Then while walking out of the office, the patient had a syncopal episode. It
was reported that there was no detectable seizure activity and the patient was not post ictal. The patient's blood pressure was low, however not documented.
The patient subsequently recovered with elevation of her feet and after five minutes, the patient was sent home. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

Blood pressure 11/08/06 low.
Allergic reaction to antibiotics.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

269221-1

10-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure decreased, Dizziness, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0800F 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 411
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Jan-2007
Status Date

PA
State

WAES0611USA07057
Mfr Report Id

Information has been received from a nurse concerning a female who was vaccinated with a first dose of HPV vaccine. It was reported that immediately upon
administration of the vaccine, the patient developed excessive swelling near the injection site. Unspecified medical attention was sought. At the time of the
report, the patient's outcome was unknown.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

269222-1

10-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site oedema

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 412
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Jan-2007
Status Date

--
State

WAES0611USA07064
Mfr Report Id

Information has been received from a female health professional who was vaccinated with HPV vaccine 0.5ml. Subsequently the patient experienced extremely
sore nipples that lasted 4 days. The patient recovered from extremely sore nipples. The health professional plans on receiving the next two vaccine injections.
Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

NONE
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

269223-1

10-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Breast pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 413
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Nov-2006
Vaccine Date

28-Nov-2006
Onset Date

1
Days

10-Jan-2007
Status Date

--
State

WAES0611USA07269
Mfr Report Id

Information has been received from a nurse practitioner concerning an 18 year old female with a history of drug reaction/allergy to VICODIN who on 27 Nov
2006 was vaccinated with first dose of HPV vaccine injection into left arm. Concomitant therapy included influenza virus vaccine (unspecified) injection also
administered the same day on 27 Nov 2006 into her left arm, YASMIN, Minocycline. On 28 Nov 2006, the patient experienced tingling, swelling, and redness in
her left arm and hand. She also experienced swelling and redness in her right hand thumb, and some soreness in her chest and upper body area. The patient
sought medical attention. No diagnostic tests were performed. Additional information was obtained from the nurse practitioner via phone call. The patient was
vaccinated with HPV vaccine and a flu vaccine on 27 Nov 2006 in her left arm by her primary care physician. The patient was seen in her clinic less than 24
hours later experiencing swelling and numbness of fingers, and chest wall discomfort. The patient was seen for follow upon 29 Nov 2006 and all symptoms had
resolved. Additional information has been requested.

Symptom Text:

YASMIN, MinocyclineOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

269224-1

10-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chest pain, Erythema, Hypoaesthesia, Injection site erythema, Injection site oedema, Oedema, Pain

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4
FLU

MERCK & CO. INC.
UNKNOWN MANUFACTURER

NULL
NULL

0 Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 414
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Nov-2006
Vaccine Date

22-Nov-2006
Onset Date

0
Days

10-Jan-2007
Status Date

OH
State

WAES0611USA07277
Mfr Report Id

Information has been received from a physician concerning a female with on approximately 22 Nov 2006 was vaccinated with a 0.5ml dose of HPV vaccine. On
22 Nov 2006 the patient fainted. Unspecified medical attention was sought. At the time of the report, the patient's outcome was unknown. Additional information
has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

269225-1

10-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 415
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Nov-2006
Vaccine Date

15-Nov-2006
Onset Date

7
Days

10-Jan-2007
Status Date

--
State

WAES0611USA07365
Mfr Report Id

Information has been received from a nurse practitioner concerning an 18 year old female who on 08 Nov 2006 was vaccinated with a 0.5ml dose of HPV
vaccine. Within one week the patient developed facial acne. Unspecified medical attention was sought. At the time of this report, the patient had not recovered.
No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

269226-1

10-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Acne

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 416
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Jan-2007
Status Date

--
State

WAES0611USA07417
Mfr Report Id

Information has been received from the mother of a 21 year old female with penicillin allergy who in 2006 was vaccinated with HPV vaccine. There was no
concomitant medication. The patient's mother stated that following vaccination, her daughter was sick. Unspecified medical attention was sought. At the time of
this report, the patient was recovering. No further information is expected.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

NONE
Penicillin allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

269227-1

10-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Malaise

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 417
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Nov-2006
Vaccine Date

28-Nov-2006
Onset Date

27
Days

10-Jan-2007
Status Date

NY
State

WAES0611USA07426
Mfr Report Id

Information has been received from a nurse practitioner concerning a 16 year old female with vaginal papilloma who in approximately November 2006, was
vaccainted with HPV vaccine. Concomitant therapy included trichloroacetic acid. The nurse practitioner reported that the patient was treated wit trichloroacetic
acid (strength unspecified) for existing vaginal warts one week after vaccination with HPV vaccine (the warts were existing prior to the vaccination with HPV
Vaccine). Three weeks after the trichloroacetic acid treatment, on 28 Nov 2006, the warts appeared raised and very red, which was much different than normal
treatment with trichloroacetic acid. Unspecified medical attention was sought. At the time of this report, the patient had not yet recovered. Additional information
has been requested.

Symptom Text:

Trichloroacetic acidOther Meds:
Lab Data:
History:
Prex Illness:

NONE
Vaginal papilloma.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

269228-1

10-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Skin papilloma, Viral infection

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Jan-2007
Status Date

--
State

WAES0611USA07504
Mfr Report Id

Information has been received from a nurse practitioner concerning a patient who was vaccinated with a dose of HPV vaccine. Concomitant therapy included
birth control pills. Subsequently, the patient experienced a full body rash. At the time of this report, the patient's outcome was unknown. The reporter felt that
full body rash was not related to therapy with HPV vaccine. Additional information has been requested.

Symptom Text:

Hormonal contraceptives.Other Meds:
Lab Data:
History:
Prex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

269229-1

10-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Nov-2006
Vaccine Date

26-Nov-2006
Onset Date

10
Days

10-Jan-2007
Status Date

--
State

WAES0611USA07518
Mfr Report Id

Information has been received from a nurse practitioner concerning a 16 year old female with a penicillin allergy who on 16 Nov 2006 was vaccainted with a
first 0.5ml dose of HPV vaccine. Concomitant therapy included LOESTRIM. On 26 Nov 2006 the patient broke out into hives. The patient was treated with a
steroid and was doing fine. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

LoestrinOther Meds:
Lab Data:
History:
Prex Illness:

UNK
Penicillin allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

269230-1

09-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Sep-2006
Vaccine Date

21-Nov-2006
Onset Date

81
Days

10-Jan-2007
Status Date

MO
State

WAES0611USA07529
Mfr Report Id

Information has been received from a nurse in a physician's office concerning a 17 year old female who in approximately September 2006, was vaccinated with
the second 0.56ml dose of HPV vaccine. On 21 Nov 2006, the patient developed swelling of lips and swelling of face. The patient sought unspecified medical
attention. On 22 Nov 2006 within 24 hours, the patient had recovered from the events. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

NONE
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

269231-1

10-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Face oedema

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Nov-2006
Vaccine Date

01-Nov-2006
Onset Date

0
Days

10-Jan-2007
Status Date

--
State

WAES0611USA07572
Mfr Report Id

Information has been received from a physician concerning a female patient in her 20's who in November 2006, was vaccinated with a dose of HPV vaccine.
Immediately after administration, the patient passed out. Medical attention was sought. Subsequently, the patient recovered. The physician explained that
another physician from a different office administered the vaccination to the patient. Additional information has been requested. There was no product quality
complaint involved.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

269232-1

10-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 422
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Jan-2007
Status Date

OH
State

WAES0611USA07579
Mfr Report Id

information has been received from a health professional concerning a female patient who was vaccinated with a first dose of HPV Vaccine. Subsequently as
the patient was leaving the examination room, the patient fainted. Unspecified medical attention was sought. The patient recovered shortly after fainting. No
product quality complaint was involved. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

269233-1

10-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Sep-2006
Vaccine Date

Unknown
Onset Date Days

10-Jan-2007
Status Date

--
State

WAES0611USA07581
Mfr Report Id

Information has been received from a physician's assistant concerning a 38 year old female with seasonal allergy and no pertinent medical history who on 11
Sep 2006 was vaccinated intramuscularly with a 0.5ml dose of HPV vaccine (lot #653650/0702F). Concomitant therapy included COMBIVENT and CLARITIN
D. The patient reported that within days after 11 Sep 2006, she had to use her inhaler on and off since then. The patient called the physician's office and
reported a runny nose and stuffiness since the vaccination with symptoms that continued. The patient took allergy medicine and inhaler without relief. The
patient sought unspecified medical attention. At the time of the report, the patient had not recovered.

Symptom Text:

COMBIVENT, CLARITIN DOther Meds:
Lab Data:
History:
Prex Illness:

NONE
Seasonal allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
38.0

269234-1

10-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rhinorrhoea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0702F Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 424
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Nov-2006
Vaccine Date

28-Nov-2006
Onset Date

0
Days

10-Jan-2007
Status Date

CA
State

WAES0612USA00007
Mfr Report Id

Information has been received from a nurse concerning a female co worker (age not reported) who on 28 Nov 2006 was vaccinated intramuscularly in the
deltoid with the first single dose vial of HPV vaccine. The nurse reported that the patient had an experience during and immediately after being vaccinated. The
nurse reported that when the patient was given the shot, she started screaming almost immediately and reported that she did not feel well. The nurse also
reported that the patient felt like she was going to pass out and was feeling nauseated. The patient was sent home from work and was now out a second day
from work. The patient sought unspecified medical attention. At the time of this report, the outcome of the events were unknown as the patient had not returned
to work. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

269235-1

10-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, High-pitched crying, Malaise, Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Jan-2007
Status Date

CA
State

WAES0612USA00214
Mfr Report Id

Information has been received from a nurse concerning a female patient who was vaccinated with a 0.5ml dose of HPV vaccine. Subsequently, the patient
fainted. Unspecified medical attention was sought. A short time after vaccination, the patient recovered. No product quality complaint was involved. Additional
information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

269236-1

10-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Jan-2007
Status Date

CA
State

WAES0612USA00215
Mfr Report Id

Information has been received from a nurse concerning a female patient who was vaccinated with a 0.5ml dose of HPV vaccine. Subsequently, the patient
fainted. Unspecified medical attention was sought. A short time after vaccination, the patient recovered. No product quality complaint was involved. Additional
information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

269237-1

10-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 427
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Jan-2007
Status Date

CA
State

WAES0612USA00216
Mfr Report Id

Information has been received from a nurse concerning a female patient who was vaccinated with a 0.5 ml dose of HPV vaccine. Subsequently the patient
fainted. Unspecified medical attention was sought. a short time after vaccination, the patient recovered. No product quality complaint was involved. Additional
information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

269238-1

10-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Jan-2007
Status Date

CA
State

WAES0612USA00217
Mfr Report Id

Information has been received from a nurse concerning a female patient who was vaccinated with a 0.5 ml dos of HPV vaccine. Subsequently, the patient
fainted. Unspecified medical attention was sought. A short time after vaccination, the patient recovered. No product quality complaint was involved. Additional
information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

269239-1

10-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Nov-2006
Vaccine Date

18-Nov-2006
Onset Date

2
Days

10-Jan-2007
Status Date

MI
State

WAES0612USA00232
Mfr Report Id

Information has been received from a physician concerning a female patient who on approximately 16 Nov 2006 was vaccinated with a 0.5ml IM dose of HPV
vaccine. Two days later dosage, on approximately 18 Nov 2006 the patient developed a rash at  injection site. The patient sought unspecified medical attention.
Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

269240-1

10-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site rash

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Jan-2007
Status Date

NY
State

WAES0612USA00272
Mfr Report Id

Information has been received from a registered nurse concerning a female who "between the beginning of the September and now" (date not specified) was
vaccinated IM with a 0.5 ml dose of Gardasil vaccine (yeast). Subsequently on an unspecified date, the patient experienced a "definite stinging" at the injection
site. Unspecified medical attention was sought. At the time of this report, the patients outcome was unknown. No product quality complaint was involved.
Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

269241-1

10-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Jan-2007
Status Date

NY
State

WAES0612USA00273
Mfr Report Id

Information has been received from a registered nurse concerning a female who "between the beginning of the September and now" (date not specified) was
vaccinated IM with 0.5 ml dose of Gardasil vaccine (yeast). Subsequently on an unspecified date, the patient experienced a "definite stinging" at the injection
site. Unspecified medical attention was sought. At the time of this report, the patients outcome was unknown. No product quality was involved. Additional
information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

269242-1

10-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Jan-2007
Status Date

NY
State

WAES0612USA00274
Mfr Report Id

Information has been received from a registered nurse concerning a female who "between the beginning of the September and now" (date not specified) was
vaccinated IM with a 0.5 ml dose of Gardasil vaccine (yeast). Subsequently on an unspecified date, the patient experienced a "definite stinging" at the injection
site. Unspecified medical attention was sought. At the time of this report, the patients outcome was unknown. No product quality complaint was involved.
Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

269243-1

10-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Jan-2007
Status Date

NY
State

WAES0612USA00275
Mfr Report Id

Information has been received from a registered nurse concerning a female who "between the beginning of the September and now" (date not specified) was
vaccinated IM with a 0.5 ml dose of Gardasil vaccine (yeast). Subsequently on an unspecified date, the patient experienced a "definite stinging" at the injection
site. Unspecified medical attention was sought. At the time of this report, the patients outcome was unknown. No product quality complaint was involved.
Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

269244-1

10-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Jan-2007
Status Date

NY
State

WAES0612USA00276
Mfr Report Id

Information has been received from a registered nurse concerning a female who "between the beginning of the September and now" (date not specified) was
vaccinated IM with 0.5 ml dose of Gardasil vaccine (yeast). Subsequently on an unspecified date, the patient experienced a "definite stinging" at the injection
site. Unspecified medical attention was sought. At the time of this report, the patients outcome was unknown. No product quality complaint was involved.
Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

269245-1

10-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Jan-2007
Status Date

NY
State

WAES0612USA00277
Mfr Report Id

Information has been received from a registered nurse concerning a female who "between the beginning of the September and now" (date not specified ) was
vaccinated IM with a 0.5 ml dose of Gardasil vaccine (yeast). Subsequently on an unspecified date, the patient experienced a "definite stinging" at the injection
site. Unspecified medical attention was sought. At the time of this report, the patients outcome was unknown. No product quality complaint was involved.
Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

269246-1

10-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Jan-2007
Status Date

NY
State

WAES0612USA00278
Mfr Report Id

Information has been received from a registered nurse concerning a female who "between the beginning of the September and now" (date not specified) was
vaccinated IM with 0.5 ml dose of Gardasil vaccine (yeast). Subsequently on an unspecified date, the patient experienced a "definite stinging " at the injection
site. Unspecified medical attention was sought. At the time of this report, the patients outcome was unknown. No product quality complaint was involved.
Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

269247-1

10-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Nov-2006
Vaccine Date

24-Nov-2006
Onset Date

2
Days

10-Jan-2007
Status Date

--
State

WAES0612USA00308
Mfr Report Id

Information has been received from a 19 year old female with a history of papilloma viral infection and no known allergies or adverse drug reactions reported.
On 22 Nov 2006, the patient was vaccinated with Gardasil vaccine (yeast). There were no concomitant medications reported. On 24 Nov 2006, the patient
reported "feeling sick to her stomach, developed nausea and had trouble eating starting two days after receiving Gardasil vaccine (yeast) and the experience
had lasted until now". The patient reported that there was a "possibility she could be pregnant", but would not know until 05 Dec 2006. At  the time of this report,
the patient had not recovered from the events. Additional information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

NONE
Papilloma viral infection

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

269248-1

10-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain upper, Decreased appetite, Medication error, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Nov-2006
Vaccine Date

29-Nov-2006
Onset Date

26
Days

10-Jan-2007
Status Date

MI
State

WAES0612USA00311
Mfr Report Id

Information has been received from a registered nurse concerning a 24 year old female with a penicillin allergy and had no other pertinent medical history
reported. On 03 Nov 2006, the patient was vaccinated intramuscularly in the right deltoid with a 0.5 mL of Gardasil vaccine (yeast) (Lot # 653736/0868F). There
were no concomitant medications reported. On 29 Nov 2006, the patient was examined by the physician and was complaining of swelling of the right cervical
lymph node and low grade fever. The physician ordered a complete blood count (CBC), which was normal. On 30 Nov 2006, the patient was re-examinined and
the right cervical lymph node had increased in size and the patient had developed swelling of the right axillary lymph nodes, peri-sternal discomfort and
extreme malaise. The physician ordered a throat culture and results were pending. The patient was being referred to her internist for follow up. Unspecified
medical attention was sought. At the time of this report, the patient had not recovered from the events. Additional information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

complete blood cell "normal"; throat culture "results pending"
penicillin allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

269249-1

10-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Discomfort, Lymphadenopathy, Malaise, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0868F Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 439
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Nov-2006
Vaccine Date

29-Nov-2006
Onset Date

0
Days

10-Jan-2007
Status Date

FL
State

WAES0612USA00328
Mfr Report Id

Information has been received from a nurse practitioner concerning a 23 year old female who on 29 Nov 2006 was vaccinated intramuscularly in the right
deltoid with the first dose of Gardasil vaccine (yeast) (lot#654389/0961F).  Concomitant therapy included fluconazole which was started on 29 Nov 2006 for a
pre-existing infection. On 29 Nov 2006 the patient experienced chest pains described as subclavian and numbing at the injection site. Unspecified medical
attention was sought. Subsequently, the patient recovered from the subclavian chest pains and numbing at the injection site on 30 Nov 2006. Additional
information has been requested.

Symptom Text:

fluconazoleOther Meds:
Lab Data:
History:

infectionPrex Illness:

NONE
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

269250-1

10-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chest pain, Injection site anaesthesia

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0961F 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Jan-2007
Status Date

CA
State

WAES0612USA00342
Mfr Report Id

Information has been received from a physician concerning a female patient who on an unspecified date was vaccinated with Gardasil vaccine (yeast).
Subsequently the patient experienced dizziness and blurry vision "a short time after her vaccination". Unspecified medical attention was sought. At the time of
this report, the outcome of the events was unknown. No further details were provided. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

269251-1

10-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Vision blurred

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Nov-2006
Vaccine Date

23-Nov-2006
Onset Date

1
Days

10-Jan-2007
Status Date

FL
State

WAES0612USA00352
Mfr Report Id

Information has been received from a physician concerning an approximately 19 year old female who on 22 Nov 2006 was vaccinated with a 0.5 ml dose of
Gardasil vaccine (yeast). On 23 Nov 2006, the patient experienced a sore arm for 2 days. It was noted that it started to get better however on 27 Nov 2006 the
pain at the injection site returned with radiating pain to the shoulder and shoulder blade. There was no redness or swelling at the site. The patient stated that "it
felt like a heavy weight is on my arm." Unspecified medical attention was sought. The patient's pain at the injection site with radiating pain to the shoulder and
shoulder blade persisted. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

269252-1

10-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Myalgia

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Nov-2006
Vaccine Date

Unknown
Onset Date Days

10-Jan-2007
Status Date

--
State

WAES0612USA00385
Mfr Report Id

Information has been received from a female consumer who on 24 Nov 2006 "one week ago" was vaccinated with a dose of Gardasil vaccine (yeast).
Subsequently the patient experienced bruising at injection site and a low grade fever. No medical attention was sought. No diagnostic laboratory studies were
performed. The patient's bruising at injection site and low grade fever persisted. No product quality complaint was involved. Additional information is expected.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

NONE
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

269253-1

10-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Contusion, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Jan-2007
Status Date

PA
State

WAES0612USA00389
Mfr Report Id

Information has been received from a nurse practitioner concerning a female (age not reported) who on an unspecified date was vaccinated with Gardasil
vaccine (yeast). Subsequently, the patient developed "total body itching" (date unknown). At the time of this report, the outcome of the event was unknown.
Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

269254-1

10-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Jan-2007
Status Date

MO
State

WAES0612USA00393
Mfr Report Id

Information has been received from a nurse in a physician's office concerning a 15 year old female who in approximately September 2006, was vaccinated with
the second 0.5 mL dose of Gardasil vaccine (yeast). On an unspecified date, the patient developed joint pain. Within 24 hours, the patient had recovered from
the event (date unknown). Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

269255-1

10-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Jan-2007
Status Date

TN
State

WAES0612USA00967
Mfr Report Id

Information has been received from a physician concerning a female (NOS) who was vaccinated on an unknown date intramuscularly with Gardasil vaccine
(yeast) (Lot# not provided). Subsequently the patient fainted. Subsequently, the patient recovered from the syncope. Additional information has been
requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

269256-1

10-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Jan-2007
Status Date

TN
State

WAES0612USA00968
Mfr Report Id

Information has been received from a physician concerning a female (NOS) who was vaccinated on an unknown date intramuscularly with Gardasil vaccine
(yeast) (Lot# not provided). Subsequently the patient fainted. Subsequently, the patient recovered from the syncope. Additional information has been
requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

269257-1

10-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Jan-2007
Status Date

OH
State

WAES0612USA00978
Mfr Report Id

Information has been received from a health professional concerning a female patient who was vaccinated with a first dose of Gardasil vaccine (yeast).
Subsequently as the patient was leaving the examination room, the patient fainted. Unspecified medical attention was sought. The patient recovered shortly
after fainting. No product quality was involved. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

269258-1

10-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Jan-2007
Status Date

OH
State

WAES0612USA00979
Mfr Report Id

Information has been received from a health professional concerning a female patient who was vaccinated with a first dose of Gardasil vaccine (yeast).
Subsequently as the patient was leaving the examination room, the patient fainted. Unspecified medical attention was sought. The patient recovered shortly
after fainting. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

269259-1

10-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Jan-2007
Status Date

OH
State

WAES0612USA00980
Mfr Report Id

Information has been received from a health professional concerning a female patient who was vaccinated with a first dose of Gardasil vaccine (yeast).
Subsequently as the patient was leaving the examination room, the patient fainted. Unspecified medical attention was sought. The patient recovered shortly
after fainting. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

269260-1

10-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Jan-2007
Status Date

AZ
State

WAES0612USA00986
Mfr Report Id

Information has been received from a physician concerning an adolescent female (NOS0 who on an unspecified date was vaccinated intramuscularly with the
first dose of HPV rL1 6 11 16 18 VLP vaccine (yeast) (Lot# not provided). Subsequently, shortly after receiving the vaccination the patient fainted.
Subsequently, the patient recovered from the syncope. Unspecified medical attention was sought. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

269261-1

16-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Jan-2007
Status Date

AZ
State

WAES0612USA00987
Mfr Report Id

Information has been received from a physician concerning an adolescent female (NOS0 who on an unspecified date was vaccinated intramuscularly with the
first dose of HPV rL1 6 11 16 18 VLP vaccine (yeast) (Lot# not provided). Subsequently, shortly after receiving the vaccination the patient fainted.
Subsequently, the patient recovered from the syncope. Unspecified medical attention was sought. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

269262-1

10-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Nov-2006
Vaccine Date

08-Nov-2006
Onset Date

0
Days

10-Jan-2007
Status Date

NY
State

WAES0612USA01084
Mfr Report Id

Information has been received from a Nurse Practitioner concerning a female patient who on 08-Nov-2006 was vaccinated IM with a dose of HPV rL1 6 11 16
18 VLP vaccine (yeast). Subsequently, she experienced nausea, light-headed feeling, dizziness, sweating, but did not lose consciousness. No medical
attention was sought. The nurse practitioner indicated the patient recovered after 20 minutes. No product quality complaint was involved. Additional information
has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

269263-1

10-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Hyperhidrosis, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Aug-2006
Vaccine Date

10-Aug-2006
Onset Date

0
Days

10-Jan-2007
Status Date

WY
State

WAES0612USA01119
Mfr Report Id

Initial and follow up information has been received from a Registered Nurse concerning a white female patient who on the morning of 10-Aug-2006 was
vaccinated IM with her first dose of HPV rL1 6 11 16 18 VLP vaccine (yeast), lot #653650/0702F, and experienced flu-like symptoms. Concomitant medication
included doxycline. No medical attention was sought. Within a day or two, the patient recovered. Additional information has been requested.

Symptom Text:

doxyclineOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

269264-1

10-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Influenza like illness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0702F 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Sep-2006
Vaccine Date

08-Sep-2006
Onset Date

0
Days

10-Jan-2007
Status Date

WY
State

WAES0612USA01120
Mfr Report Id

Initial and follow up information has been received from a Registered Nurse concerning a female who on the afternoon of 08-Sep-2006 was vaccinated IM with
her first dose of HPV vaccine (yeast), lot #653650/0702F, and experienced flu-like symptoms. No medical attention was sought. Additional information has
been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

269265-1

10-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Influenza like illness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0702F 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
20-Dec-2006
Status Date

FR
State

WAES0612CAN00035
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with HPV vaccine. Subsequently, 5 days after booth dose 1 and dose
2 of HPV vaccine, the patient experienced epileptic seizure. Subsequently, the patient recovered from epileptic seizure. Upon internal review, epileptic seizure
was considered to be an other important medical event (OMIC). Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

269331-1

20-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Epilepsy

 OMIC, SERIOUS

Other Vaccine
19-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Nov-2006
Vaccine Date

29-Nov-2006
Onset Date

0
Days

20-Dec-2006
Status Date

FR
State

WAES0612USA00515
Mfr Report Id

Information has been received from a healthcare professional concerning a 16 year old female patient who on 29 Nov 2006 was vaccinated in the left arm with
a dose of HPV vaccine, lot 654884/0902F, batch NE24240. Concomitant suspect therapy included hepatitis B vaccine, Engerix B, batch ABVB221BA, given the
same day in the opposite arm. Thirty minutes after administration, while being driven home from the clinic, the patient developed a swollen tongue, difficulty
breathing, was panicking and crying. She was treated with Piriton and recovered the same day. The events were considered to be other important medical
events as the patient had difficulty breathing (OMIC). Additional information has been requested. Other business partner numbers included E20060652.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

269332-1

20-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Agitation, Crying, Dyspnoea, Tongue oedema

 OMIC, SERIOUS

Other Vaccine
19-Dec-2006

Received Date

Prex Vax Illns:

HPV4
HEP

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

0902F
ABVB221B

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 457
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Nov-2006
Vaccine Date

26-Nov-2006
Onset Date

4
Days

29-Dec-2006
Status Date

CA
State Mfr Report Id

Itching of entire body 4-5 days after vaccination on 11/22/06. Has continued on and off since then.Symptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

Allergies-Anox, penicillin

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

269346-1

29-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0702F 0 Right arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Dec-2006
Vaccine Date

19-Dec-2006
Onset Date

0
Days

20-Dec-2006
Status Date

FL
State Mfr Report Id

Patient felt dizzy after dTaP, Varicella, and HPV administration.  She had a syncopal episode lasting seconds, immediately recoverd with stable vital signs.  To
note patient has a past medical history significant for syncope and did not take her atenolo that morning.  She was sent to the ER for fluids and further
monitoring.

Symptom Text:

atenolol - but not taken todayOther Meds:
Lab Data:
History:

nonePrex Illness:

Bp 117/68  HR 85 after incident
anxiety syncope

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

269412-1

27-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Dec-2006

Received Date

Prex Vax Illns:

VARCEL
HPV4
TDAP

MERCK & CO. INC.
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

1065F
0961F
AC52B012AA

1
0
0

Right arm
Left arm
Left arm

Subcutaneously
Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Dec-2006
Vaccine Date

21-Dec-2006
Onset Date

0
Days

04-Jan-2007
Status Date

CA
State Mfr Report Id

Hives after given HPV.Symptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

269481-1

05-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0637F 0 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Sep-2006
Vaccine Date

01-Nov-2006
Onset Date

48
Days

28-Dec-2006
Status Date

--
State

WAES0612USA01371
Mfr Report Id

Information has been received from a medical assistant concerning an 18 year old female with a history of dysfunctional uterine bleeding (DUB) and anaemia
who on 14 Sep 2006 was vaccinated with HPV vaccine (lot 0800F, batch 654540), 0.5 ml, IM, once. Concomitant therapy included Yasmin. In approximately
November 2006 (last couple weeks), the patient experienced extreme eye dryness after receiving HPV vaccine. The patient's eye was so dry that she had a
hard time seeing. On an unspecified date, the patient sought unspecified medical attention. Eventually, the patient had a duct implant put in her eyes by a
specialist to help with the dryness. The patient was recovering from the event of extreme eye dryness. Extreme eye dryness was considered to be disabling
and an other important medical event (OMIC). Additional information has been requested.

Symptom Text:

YasminOther Meds:
Lab Data:
History:
Prex Illness:

Dysfunctional uterine bleeding, Anemia.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

269633-1 (S)

28-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Dry eye, Visual disturbance

 OMIC, PERMANENT DISABILITY, SERIOUS

Other Vaccine
27-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0800F Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Oct-2006
Vaccine Date

03-Oct-2006
Onset Date

0
Days

28-Dec-2006
Status Date

--
State

WAES0612USA02735
Mfr Report Id

Information has been received from a female physician assistant (age not reported) who on 03 Oct 2006 was vaccinated intramuscularly with the first 0.5ml
dose of HPV vaccine. Concomitant therapy included an unspecified therapy for asthma. On 03 Oct 2006, immediately after receiving the HPV vaccine, she
developed extreme pain on her skin and broke out in hives all over her body. The physician assistant stated that it felt like a cat clawing on her skin. The
physician assistant went to the emergency room and was treated with asthma medication but was not admitted. No ER date was provided. On an unspecified
date, the patient was recovering from the events. On 05 Dec 2006, the patient was vaccinated with a second dose of HPV vaccine. Subsequently, the patient
developed an outbreak of hives in a circle around the site of injection. At the time of this report, the outcome of the event was unknown. The physician assistant
considered the events of extreme pain on her skin and broke out in hives all over her body to be other important medical events as the patient was treated with
asthma medication in the ER (OMIC). Additional information has been requested.

Symptom Text:

Therapy unspecifiedOther Meds:
Lab Data:
History:
Prex Illness:

Asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

269646-1

06-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site reaction, Pain, Skin disorder, Urticaria, Vaccine positive rechallenge

 ER VISIT, OMIC, SERIOUS

Other Vaccine
27-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Dec-2006
Vaccine Date

11-Dec-2006
Onset Date

0
Days

02-Jan-2007
Status Date

MO
State Mfr Report Id

2:30 gave injection. 2:40 Patient complained of being dizzy and nauseous. Laid patient down with wet cloth on head, gave water. 2:50 took blood pressure
100/52. Patient complains of shakiness. 3:05 No better took to urgent care.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

269687-1

02-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Nausea, Tremor

 ER VISIT, NOT SERIOUS

Other Vaccine
27-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0954F 0 Right leg Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Nov-2006
Vaccine Date

22-Nov-2006
Onset Date

0
Days

02-Jan-2007
Status Date

FL
State Mfr Report Id

The patient presented to the ER complained of rash, pain, swelling to lower extremities bilaterally. She had developed a maculopapular rash after the
vaccination. She was discharged home on Percoat/Prednisone. Chills and unable to walk.

Symptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

complete blood count, PT/PTT
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

269692-1

02-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abasia, Chills, Pain, Rash, Rash macular, Swelling

 ER VISIT, NOT SERIOUS

Related reports:   269692-2

Other Vaccine
27-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0637F 0 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Nov-2006
Vaccine Date

22-Nov-2006
Onset Date

0
Days

26-Jan-2007
Status Date

FL
State

WAES0701USA00006
Mfr Report Id

Information has been received from a nurse concerning an 18 year old  female non-smoker who abstains from alcohol and has no known drug allergies. On 22-
Nov-2006, the patient was vaccinated with the first dose of Gardasil vaccine (yeast) (lot number 653937/0637F). On 22-Nov-2006 (also reported as 26-Nov-
2006) the patient experienced maculopapular rash to bilateral lower extremities which started on her thighs and moved down to her feet, swelling to bilateral
lower extremities with the right leg larger than the left, deep pain of bilateral lower extremity leg muscles particularly below the knee, and chills. The patient was
seen in the Emergency Department on 27-Nov-2006. White blood cell count was 14.1 thou/cc/mm (range 4.0-10.0), platelet count was 361 thou/cc/mm (range
150-450), and lymphocyte count was 12.3% (range 20.0-45.0). The deep pain of bilateral lower extremity leg muscles particularly below the knee was so
severe the patient could not walk, and it was considered an "emergency medical condition due to the impairment of bodily function". The patient was
discharged to home on Percocet and Prednisone. Subsequently the patient recovered from maculopapular rash to bilateral lower extremities, swelling to
bilateral lower extremities, deep pain of bilateral lower extremity leg muscles and chills. Deep pain of bilateral leg muscles particularly below the knee of
bilateral lower extremities was considered to be disabling. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

platelet count 11/27/06 361 thou 150-450 lymphoblast count 11/27/06 12.3% 20.0-45.0 WBC count 11/27/06 14.1 thou 4.0-10.0
Non-smoker, abstains from alcohol

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

269692-2 (S)

29-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abasia, Chills, Lymphocyte count abnormal, Pain in extremity, Platelet count normal, Rash maculo-papular, Swelling, White blood cell count increased

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Related reports:   269692-1

Other Vaccine
22-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0637F 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Dec-2006
Vaccine Date

21-Dec-2006
Onset Date

0
Days

02-Jan-2007
Status Date

NY
State Mfr Report Id

Immediate after Gardasil given pt developed 4cm bright red area at injection site.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

269696-1

02-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
27-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1208F 0 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Dec-2006
Vaccine Date

14-Dec-2006
Onset Date

0
Days

02-Jan-2007
Status Date

WA
State Mfr Report Id

1 hour after receiving HPV vaccine became dizzy, skin sensation of burning and flushing all over. Nausea with SOB with talking. Generalized weakness.Symptom Text:

Other Meds:
Lab Data:
History:

NONEPrex Illness:

NONE- given Benadryl
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

269716-1

02-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Dizziness, Dyspnoea, Flushing, Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
27-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0954F 0 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Dec-2006
Vaccine Date

20-Dec-2006
Onset Date

9
Days

03-Jan-2007
Status Date

CA
State Mfr Report Id

Patient pregnancy unbeknownst to provider when vaccine administered. Patient didn't divulge pregnancy test at home. Was positive one month prior.Symptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

urine pregnancy test in office (12-20-06) positive
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

269778-1

03-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pregnancy test false positive

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
28-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0688F 1 Right arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Dec-2006
Vaccine Date

13-Dec-2006
Onset Date

1
Days

03-Jan-2007
Status Date

FL
State Mfr Report Id

Patient developed hives starting at injection site and spreading over entire body. + itching. No respiratory symptoms. Patient used Benadryl without relief and
was referred to her PCP for follow up.

Symptom Text:

YasminOther Meds:
Lab Data:
History:
Prex Illness:

Loestrin, Suprax, Pediazol.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.2

269784-1

03-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
28-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0961F 0 Left arm Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Dec-2006
Vaccine Date

28-Dec-2006
Onset Date

1
Days

28-Dec-2006
Status Date

SC
State Mfr Report Id

Patient fainted after receiving her second dose of Gardisil Vaccine. Patient c/o headache and pain in back of her head. Returned to office 12/28/06 for exam.
Still c/o head pain. To call office prn with followup.

Symptom Text:

noneOther Meds:
Lab Data:
History:

none knownPrex Illness:

Allergy Amoxicillin

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

269820-1

29-Dec-2006
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
28-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0961F 1 Right arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Oct-2006
Vaccine Date

10-Nov-2006
Onset Date

26
Days

02-Jan-2007
Status Date

FR
State

WAES0612USA03500
Mfr Report Id

Information has been received from a physician concerning his daughter a 22 year old female who on approximately 15 Oct 2006 (mid October 2006) was
vaccainted with first dose of HPV vaccine (lot # not reported) intramuscularly into the upper arm. ON approximately 22 Oct 2006 (one week later, end of
October 2006) she received a dose of influenza vaccine (manufacturer and lot no unknown). On 10 Nov 2006, the patient developed headache and vision
disorder (unspecified). On 20 Nov 2006, a magnetic resonance Imaging (MRI) was performed and thrombosis of the venous sinuses was diagnoses. She was
treated with Heparin. To be noted, she was not hospitalized. She recovered within an unspecified time. The reporter considered the event to be serious (other
important medical event) (OMIC). Other business partner numbers included E200606931. Additional information is not expected.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

Magnetic resonance imaging 20Nov06 thrombosis of the venous sinuses.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

269851-1

02-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Venous thrombosis, Visual disturbance

 OMIC, SERIOUS

Other Vaccine
29-Dec-2006

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Dec-2006
Vaccine Date

18-Dec-2006
Onset Date

0
Days

05-Jan-2007
Status Date

NY
State Mfr Report Id

Pt called 12/20/06 and reported that on the evening of 12/18/06 she developed generalized itching and hives, no other symptoms. She was instructed to take
25mg Benadryl Q 6H when needed. No further vaccinations will be administered per Dr.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Allergic to depacote, Lortab, nuerontin, valicum,

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
31.0

269916-1

05-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus, Urticaria

 NO CONDITIONS, NOT SERIOUS

Related reports:   269916-2

Other Vaccine
02-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1161F 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 472
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Dec-2006
Vaccine Date

18-Dec-2006
Onset Date

0
Days

26-Jan-2007
Status Date

NY
State

WAES0701USA00131
Mfr Report Id

Information has been received from a registered nurse concerning a 31 year old female with drug allergies to Depakote, Lortab, Neurotin, Valium and Fioricet.
On 18-Dec-2006 (also reported as 18-Dec-1976) the patient was vaccinated with her first dose of Gardasil vaccine (yeast) (lot number 654540/1161F),
intramuscularly in the left deltoid. On 18-Dec-2006 in the evening, the patient experienced generalized itching, and hives. The patient was instructed to take
Benadryl 25 mg every 6-8 hours until the itching subsided. The patient was informed that she will not be receiving the additional 2 vaccinations. Additional
information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

NONE
Drug hypersensitivity

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
31.0

269916-2

29-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus, Urticaria

 NO CONDITIONS, NOT SERIOUS

Related reports:   269916-1

Other Vaccine
22-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1161F 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Nov-2006
Vaccine Date

13-Nov-2006
Onset Date

0
Days

03-Jan-2007
Status Date

VA
State

WAES0612USA02987
Mfr Report Id

Information has been received from a 21 year old female with no pertinent medical history or drug reactions/allergies, who on 13 Nov 2006 was vaccinated
intramuscularly with HPV Vaccine. Concomitant therapy included Zyrtec and Yasmin. On 13 Nov 2006, following vaccination, the patient felt nauseous and
dizzy. As she went out of the room to check out, the patient fainted and broke her nose and got a cut under eye. The patient reported that she was on the floor
for seven to eight minutes before she woke up. The patient reported that she had to get her nose fixed and received some stitches afterward. At the time of this
report, the patient was recovering. Upon internal review, the facial bones fracture which required surgery was felt to be an other important medical event
(OMIC). Additional information has been requested.

Symptom Text:

Zyrtec, YasminOther Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

269922-1

03-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Fracture, Injury, Nausea, Syncope

 ER VISIT, OMIC, SERIOUS

Other Vaccine
02-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Oct-2006
Vaccine Date

01-Oct-2006
Onset Date

0
Days

03-Jan-2007
Status Date

--
State

WAES0612USA03674
Mfr Report Id

Information has been received from a physician concerning her 18 year old daughter with a history of HPV and acne who at the beginning of October 2006,
was vaccinated with a dose of HPV vaccine. Concomitant therapy included Yasmin and Minocin. One week later, the patient developed a urinary tract infection.
Two weeks after vaccination, she had an acute onset of arthritis. She had significant swelling of her finger joints and generalized myalgia. She had blood work
to include viral antibody titers which were positive for parvo virus, Epstein Barr and Cytomegalovirus. The patient was treated with steroids and anti
inflammatory drugs. At the time of the report she had not recovered. The reporter considered the events to be disabling and other important medical events
(OMIC). Additional information has been requested.

Symptom Text:

Yasmin, Minocin.Other Meds:
Lab Data:
History:
Prex Illness:

10/06 viral antibody titer positive for Parvo virus, Epstein Barr virus 10/06 Positive, Cytomegalovirus 10/06 positive.
Papilloma viral infection, Acne.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

269923-1 (S)

03-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthritis, Joint swelling, Myalgia, Urinary tract infection, Viral infection

 ER VISIT, OMIC, PERMANENT DISABILITY, SERIOUS

Other Vaccine
02-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Jan-2007
Vaccine Date

03-Jan-2007
Onset Date

0
Days

08-Jan-2007
Status Date

VA
State Mfr Report Id

Patient became very light headed and dizzy w/in moment of vaccine. Patient was observed and released.Symptom Text:

Ortha EvraOther Meds:
Lab Data:
History:

NONEPrex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

270005-1

08-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
03-Jan-2007

Received Date

Prex Vax Illns:

TYP
HEP

HPV4
TDAP

AVENTIS PASTEUR
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
AVENTIS PASTEUR

Z0664
AHBVB259CA

0954F
C2491AA

0
0

0
0

Left arm
Right arm

Left arm
Right arm

Intramuscular
Intramuscular

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Dec-2006
Vaccine Date

28-Dec-2006
Onset Date

0
Days

05-Jan-2007
Status Date

VA
State Mfr Report Id

15 minutes after IM injection of Gardasil in right arm. Patient developed hives on her neck right side continued to move up on face. 20 minutes post injection
rash and then itching over neck, face and back. Benadryl used IM. Vital signs remained stable.

Symptom Text:

Depo Provera times 2 yearsOther Meds:
Lab Data:
History:

NONEPrex Illness:

NONE
Latex

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.4

270033-1

05-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus, Rash, Urticaria

 ER VISIT, NOT SERIOUS

Related reports:   270033-2

Other Vaccine
04-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0637F 0 Right arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Dec-2006
Vaccine Date

28-Dec-2006
Onset Date

0
Days

30-Jan-2007
Status Date

--
State

WAES0701USA00122
Mfr Report Id

Information has been received from a registered nurse via a company representative concerning a 19 year old female with a latex allergy, who on 28 Dec 2006
was vaccinated with a 0.5 mL dose of Gardasil. The nurse reported that on 28 Dec 2006, the patient experienced "a near anaphylactic reaction". The patient's
status was not reported. The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
Latex allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

270033-2

10-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anaphylactoid reaction

 ER VISIT, NOT SERIOUS

Related reports:   270033-1

Other Vaccine
22-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Dec-2006
Vaccine Date

28-Dec-2006
Onset Date

0
Days

05-Jan-2007
Status Date

FL
State Mfr Report Id

Patient complain of nausea, light-headed, hot flashes, right after injection. Told patient to lay down on back on the table, took some water about 25 minutes
recheck BP and pulse. Ok to leave.

Symptom Text:

Nuva ringOther Meds:
Lab Data:
History:

NONEPrex Illness:

Ibuprofen

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

270034-1

05-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Hot flush, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
04-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0702F 0 Right arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Dec-2006
Vaccine Date

21-Dec-2006
Onset Date

0
Days

05-Jan-2007
Status Date

FL
State

WAES0612USA03857
Mfr Report Id

information has been received from the mother of a 19 year old female with a drug hypersensitivity to unspecified antibiotics. On 21 Dec 2006, the patient was
vaccinated with the first dose of HPV vaccine. There were no concomitant medications reported. On 21 Dec 2006, the patient felt like her head was going to
burst, she looked pale and was possibly going to faint. The patient developed temporary blindness that lasted about two minutes. The patient sought
unspecified medical attention. On 21 Dec 2006, the patient had recovered from the events, "after a few minutes". Upon internal review, the temporary blindness
was considered to be an other important medical event (OMIC). Additional information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

CONCURRENT CONDITIONS: Drug hypersensitivity

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

270061-1

05-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blindness transient, Dizziness, Headache, Pallor

 ER VISIT, OMIC, SERIOUS

Other Vaccine
04-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Oct-2006
Vaccine Date

Unknown
Onset Date Days

05-Jan-2007
Status Date

--
State

WAES0612USA04054
Mfr Report Id

Information has been received from a licensed practical nurse concerning a 25 year old female with no drug reactions/allergies, and unknown date of last
menstrual period due to irregular periods and a history of 2 live children (number of pregnancies was not reported) who on 25 Oct 2006 was vaccinated with
first dose of HPV vaccine. There was no concomitant medication. The patient sought medical attention. Around 25 Nov 2006, (Thanksgiving time), the patient
presented to the office. She had an ectopic pregnancy, went to the emergency room and was administered methotrexate to abort the child. She was monitored
for several hours and released. The patient was not hospitalized. It was unk if the patient was pregnant when she was vaccinated with HPV Vaccine due to
irregular periods, unknown LMP. At the time of reporting, the patient was recovering, her quantitative HCG was at 85, it should be at 2, but was going
downward. The reporter felt that the event required intervention to prevent serious criteria (other important medical event) (OMIC). This report is part of the
pregnancy registry. Additional information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

Serum alpha human 12/06 85
Pregnancy; live birth, Pregnancy NOS (LMP unknown), irregular periods.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

270062-1

05-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion, Ectopic pregnancy, Laboratory test abnormal

 ER VISIT, OMIC, SERIOUS

Other Vaccine
04-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Dec-2006
Vaccine Date

01-Dec-2006
Onset Date

0
Days

08-Jan-2007
Status Date

NJ
State Mfr Report Id

12/01/2006 Nausea, headache, urticaria 12/04/2006. URI symptoms developed after rash. Treated with Benadryl, Prednisone, and Zyrtec. Phone call 1 week
later, rash completely gone, urticaria due to vaccine VS intercurrent URI.

Symptom Text:

Oral immunotherapy SLITOther Meds:
Lab Data:
History:

NONEPrex Illness:

Premature twin, environmental allergies.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

270063-1

08-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Nausea, Rash, Upper respiratory tract infection, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
04-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0955F 0 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Dec-2006
Vaccine Date

02-Jan-2006
Onset Date

-360
Days

04-Jan-2007
Status Date

PA
State Mfr Report Id

17 year old female received Menactra on 12/28/06. On 1/2/06, patient reported pain in neck and head with non-specific bilateral numbness sensation and pain
present in lower extremities (thighs, calves, feet (soles)). Bilateral knee and ankle tendon reflexes normal. Also bilateral calf tightness reported.

Symptom Text:

NONEOther Meds:
Lab Data:
History:

UNKPrex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

270065-1

02-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Hypoaesthesia, Muscle rigidity, Neck pain

 ER VISIT, NOT SERIOUS

Related reports:   270065-2

Other Vaccine
04-Jan-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

AVENTIS PASTEUR
MERCK & CO. INC.

U1974AB
0961F

Left arm
Right arm

Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Dec-2006
Vaccine Date

04-Jan-2007
Onset Date

7
Days

16-Jan-2007
Status Date

PA
State

200700033
Mfr Report Id

Initial report received on 03 January 2007 from a health care professional. A 17 year old female patient, with unknown past medical history, had received a left
deltoid injection of Menactra vaccine, lot number U1974AB, and a right deltoid injection of Gardasil vaccine, lot number 0961F, on 28 December 2006. Five
days post-immunization, the patient reported pain in her neck and head, non specific bilateral numbness sensation and pain in her lower extremities (thighs,
calves, and feet (soles)), and bilateral knee and ankle tendon reflexes. Additional information was obtained from the treated physician by the manufacturer on
04 January 2007. The treating physician reported the patient's condition had worsened and now had areflexia. Treatments received and diagnostic tests
performed were not provided. At the time of this report, the patient had not recovered. This report was referred by the CBC to the Clinical Immunization Safety
Assessment network for follow up. The reporter of this case is the same as for non-serious case 2007-00057, involving a tingling sensation in the feet and
thighs following the receipt of Menactra and Gardasil. The patient in case 2007-00057 is the sister of the patient reported in case 2007-00033. (OMIC)
02/01/07-records received and reviewed for DOS 01/04-01/06/07 DC DX:Guillain Barre Syndrome Chief complaint, pain and weakness of lower extremities
bilaterally, 8 out of 10 in intensity shooting from below buttock to knew and from heel to toes as well as bilateral calf pain. Paresthesias in her feet bilaterally.
Onset was day prior to admission.  PE:Neuro:strength 5/5 in all 4 extremities, sensation intact coordination intact, bilateral toes downgoing, gait steady,
Romberg negative.  RX with neurotin and IVIG.

Symptom Text:

Other Meds:
Lab Data:

History:
Prex Illness:

Labs: WBC 7.3, CPK 67, myoglobin 9, CRP <0.5. ESR 9 LP:glucose 55, protein 22 RBC 0, WBC 0 Lyme antibodies negative, EBV antibodies negative, CMV
negative, C.jejuni negative, mycoplasma pneumonia IgM reactive.
PMH:GERD. Allergies:Penicillin

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

270065-2 (S)

01-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Guillain-Barre syndrome, Headache, Hypoaesthesia, Hyporeflexia, Muscular weakness, Neck pain, Pain in extremity

 ER VISIT, HOSPITALIZED, OMIC, SERIOUS

Related reports:   270065-1

Other Vaccine
11-Jan-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

AVENTIS PASTEUR
MERCK & CO. INC.

U1974AB
0961F

Left arm
Right arm

Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Jan-2007
Vaccine Date

03-Jan-2007
Onset Date

0
Days

08-Jan-2007
Status Date

CA
State Mfr Report Id

Warm to touch with slight elevation at injection site to LT deltoid.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

270086-1

07-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site oedema, Injection site warmth

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
04-Jan-2007

Received Date

Prex Vax Illns:

TDAP
HPV4

AVENTIS PASTEUR
MERCK & CO. INC.

C2638AA
0637F

0
0

Left arm
Left arm

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
08-Jan-2007
Status Date

NY
State Mfr Report Id

10 minutes after receiving Gardasil #1-patient became dizzy,hot, blacked out. Patient recovered completely after 20 minutes.Symptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

270093-1

08-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Feeling hot, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
05-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1208F 0 Left arm Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Dec-2006
Vaccine Date

27-Dec-2006
Onset Date

1
Days

08-Jan-2007
Status Date

CA
State Mfr Report Id

Pt given vaccine on 12/26.  Began to experience generalized pruritis and mild rash on 12/17. By 12/28 had severe urticarial rash requiring oral steroids. Rash
did not improved with steroids and antihistamines, and pt developed edema of hands, feet and eyes and some respiratory symptoms on 12/31. Given IV
decadron with relief by an outside provider. Symptoms improving but persistent mild rash at time of my recent re-evaluation on 1/2/07. Her hands remain sore.

Symptom Text:

Adderall, Zoloft, Yasmin, ProcardiaOther Meds:
Lab Data:
History:

nonePrex Illness:

Elevated WBC likely due to steroids.
Attention deficit disorder, depression, allergy to pediazole

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

270112-1

08-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Eye oedema, Oedema peripheral, Pain, Pruritus, Rash

 ER VISIT, NOT SERIOUS

Related reports:   270112-2

Other Vaccine
05-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0688F 0 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Dec-2006
Vaccine Date

27-Dec-2006
Onset Date

1
Days

01-May-2007
Status Date

CA
State

WAES0703USA00135
Mfr Report Id

Information has been received from a physician concerning an 18 year old white female with an allergy to erythromycin ethylsuccinate (+) sulfisoxazole acetyl
(Pediazole) who on 26, Dec 2006 was vaccinated intramuscularly with HPV rL1 6 11 16 18 VLP vaccine (yeast) lot # 653735/0688F). The patient had no
illnesses at the time of vaccination. On 27, Dec 2006 rash. By 28, Dec 2006, the patient developed severe urticarial rash requiring oral steroids and
antihistamines. By 31-Dec 2006 the patient developed edema of hands, feet, and eyes and respiratory symptoms. The patient was seen in the emergency
room. Treatment included intravenous dexamethasone (Decadron) with relief. Subsequently,  the patient recovered. Additional information has been requested

Symptom Text:

unknownOther Meds:
Lab Data:
History:
Prex Illness:

neutrophil count, 01/02/07, 0.7 K/cum 1.5 - 8.5 platelet counts 01/02/07, 437.0 K/cum 130,000- WBC count , 01/02/07, 13.9 K/cum. 4.5 - 12.5
Drug hypersensitivity

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

270112-2

01-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Eye oedema, Oedema peripheral, Rash, Respiratory disorder, Urticaria

 NO CONDITIONS, NOT SERIOUS

Related reports:   270112-1

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 653735/0688F Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Jan-2007
Vaccine Date

03-Jan-2007
Onset Date

0
Days

10-Jan-2007
Status Date

PA
State Mfr Report Id

Patient passed out/fainted within 5 minutes of HPV Gardasil injection. She came to with smelling salts then fainted again. Ambulance called, transported patient
to local hospital.

Symptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

NONE
History of Turners Syndrome.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

270141-1

10-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
08-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0955F 0 Left arm Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Nov-2006
Vaccine Date

22-Nov-2006
Onset Date

2
Days

15-Jan-2007
Status Date

NY
State

2006034630
Mfr Report Id

Initial report received from a health care professional in the USA on 12 December 2006. A 18 year old, female patient (with a medical history of no known
allergies) developed a flushed, red and itchy face, 2 days after she received Fluzone (lot number U2240AA) intramuscularly in the left deltoid, Menactra (lot
number U2159AA) intramuscularly in the right deltoid and Gardasil (lot number unknown) on 20 November 2006. On 24 November 2006, the patient called to
reports red spots on hands. The patient did not have any illness at the time of the vaccination. She was treated with Benadryl. She was not seen at the doctor's
office and has moved. It was reported that she recovered.

Symptom Text:

Nevacor, Birth control pills, Celexa, ClontinOther Meds:
Lab Data:
History:
Prex Illness:

No known allergies

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

270145-1

15-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Flushing, Pruritus

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
08-Jan-2007

Received Date

Prex Vax Illns:

MNQ
HPV4
FLU

AVENTIS PASTEUR
MERCK & CO. INC.
AVENTIS PASTEUR

U2159A
NULL
U2240A

0
0
1

Right arm
Unknown
Left arm

Intramuscular
Unknown

Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Jan-2007
Vaccine Date

03-Jan-2007
Onset Date

0
Days

11-Jan-2007
Status Date

WI
State Mfr Report Id

Patient received vaccines, then felt nauseous, dizzy, was pale and diaphoretic, BP decreased to 80/50, pt placed supine with feet elevated, given Benadryl 20
mg PO, sips water, felt better after about 1 hour.

Symptom Text:

Prozac, TrisprintacOther Meds:
Lab Data:
History:
Prex Illness:

Labs drawn just prior to vaccines (routine).
Depression

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

270235-1

11-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure decreased, Dizziness, Hyperhidrosis, Nausea, Pallor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-Jan-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

AVENTIS PASTEUR
MERCK & CO. INC.

U2108AA
0961F

0
0

Left arm
Right arm

Unknown
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Dec-2006
Vaccine Date

30-Dec-2006
Onset Date

2
Days

10-Jan-2007
Status Date

MD
State Mfr Report Id

Quarter sized area red and hot to touch at injection site of Tdap. Advised to apply cold compress by on call doctor.Symptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

270237-1

24-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Feeling hot

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-Jan-2007

Received Date

Prex Vax Illns:

TDAP

HPV4

GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

AC52B012AA

0960F

6

0

Left arm

Right arm

Intramuscular

Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jan-2007
Status Date

--
State

WAES0609USA04678
Mfr Report Id

Information has been received from a health professional concerning a patient who may have been vaccinated with a dose of with HPV vaccine (yeast)
(lot#653650/0697F) in which while preparing the syringe for administration, the safety syringe activated prematurely. It was reported that she may have touched
the side of the syringe near the fingers and the activated the safety device. It was also reported that the second syringe scared the patient when it pooped
down. No further information is available.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

270241-1

18-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Unevaluable event

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0697F Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Dec-2006
Vaccine Date

01-Dec-2006
Onset Date

0
Days

18-Jan-2007
Status Date

IN
State

WAES0612USA00294
Mfr Report Id

Information has been received from a physician concerning a female patient (age and demographics not reported) who on 01-Dec-2006 was vaccinated with
the first dose of HPV  vaccine (yeast) (Lot# not reported). On 01-Dec-2006 immediately after being vaccinated the patient developed widespread hives. No
respiratory difficulty was noted. The patient was transported to the emergency room for evaluation and was not admitted to the hospital. At the time of this
report the patient had not recovered from the hives. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

270242-1

18-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Dec-2006
Vaccine Date

01-Dec-2006
Onset Date

0
Days

18-Jan-2007
Status Date

IN
State

WAES0612USA00383
Mfr Report Id

Information has been received from a health professional concerning a female patient who on 01-Dec-2006 was vaccinated IM with a 0.5 ml dose of HPV
vaccine (yeast). It was noted that medroxyprogesterone acetate (DEPO-PROVERA) may have been given concomitantly. On 01-Dec-2006 the patient
developed hives and turned pale white. She was admitted to the emergency room and there was no further information if she will be admitted. At the time of
this report, the patient's outcome was unknown. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

DEPO-PROVERAOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

270243-1

18-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pallor, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jan-2007
Status Date

TX
State

WAES0612USA00435
Mfr Report Id

Information has been received from a physician concerning a 14 year old female who was vaccinated with a 0.5ml dose of HPV vaccine. Subsequently the
patient developed a rash 10 minutes after vaccination. The patient was treated with antihistamine. Unspecified medical attention was sought. Subsequently, the
patient recovered. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

270244-1

18-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
01-Oct-2006
Vaccine Date

Unknown
Onset Date Days

18-Jan-2007
Status Date

--
State

WAES0612USA00436
Mfr Report Id

Information has been received from a health professional who was told by her sister in law that in October 2006, a 24 month old patient was vaccinated by
mistake with HPV vaccine. It was reported that the patient became very ill and began vomiting and developed a high fever. It was reported that the patient
recovered. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
2.0

270245-1

18-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Malaise, Pyrexia, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Nov-2006
Vaccine Date

27-Nov-2006
Onset Date

0
Days

18-Jan-2007
Status Date

OH
State

WAES0612USA00441
Mfr Report Id

Information has been received from a registered nurse concerning her 19 year old daughter with no medical history or drug allergies who on 27 Nov 2006 was
vaccinated intramuscularly in the mid top gluteal region with a first dose of HPV Vaccine. There was no concomitant medication. On 27 Nov 2006 the patient
mentioned that the site of injection hurt and caused discomfort. The patient was uncomfortable for 24 hours. The patient sought unspecified medical attention.
No laboratory diagnostic studies were performed. At the time of this report, the outcome was unknown. No product quality complaint was involved. Additional
information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

270246-1

08-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Discomfort, Injection site discomfort, Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Gluteous maxima Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Nov-2006
Vaccine Date

29-Nov-2006
Onset Date

1
Days

18-Jan-2007
Status Date

LA
State

WAES0612USA00464
Mfr Report Id

Information has been received from a physician concerning a 19 year old female with a urinary tract infection who on 28 Nov 2006 at 10:15 was vaccainted IM
in the left deltoid with the first dose Gardasil (lot#653938/0954F). Concomitant therapy included CIPRO. On 29 Nov 2006 the patient developed a rash on her
face and weakness in her legs and arms. Laboratory results completed the same day included complete blood cell count, blood eosinophilic leukocyte count
and white blood cell count which were all normal. Subsequently, the patient "slowly" recovered from the rash and weakness in her arms and legs.  Additional
information has been requested.

Symptom Text:

CIPROOther Meds:
Lab Data:
History:
Prex Illness:

Eosinophil count 11/29/06 complete blood cell 1/29/06, WBC count 11/29/06 all normal.
Urinary tract infection.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

270247-1

08-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Muscular weakness, Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0954F 0 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Dec-2006
Vaccine Date

01-Dec-2006
Onset Date

0
Days

18-Jan-2007
Status Date

AZ
State

WAES0612USA00467
Mfr Report Id

Information has been received from an nurse concerning a 21 year old female with allergic reaction to antibiotics (Septra) who on 01 Dec 2006 was vaccinated
intramuscularly in the left deltoid with HPV vaccine. Concomitant therapy included hormonal contraceptives (unspecified). On 01 Dec 2006 about three hours
post vaccination the patient developed blurry vision in her left eye. No other symptoms were reported. Unspecified medical attention was sought. At the time of
this report the patient had not recovered from the blurry vision. Additional information has been requested.

Symptom Text:

Hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

Allergic reaction to antibiotics

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

270248-1

18-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Vision blurred

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0955F Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Nov-2006
Vaccine Date

30-Nov-2006
Onset Date

1
Days

18-Jan-2007
Status Date

--
State

WAES0612USA00474
Mfr Report Id

Information has been received from a nurse concerning a 17 year old female who on 29 Nov 2006 was vaccinated with the second dose (first dose date not
reported) Gardasil (Lot 653938/0954F). Concomitant therapy included Adderall tablets and Zoloft. On 30 Nov 2006 the patient experienced dizziness, a bad
taste in her mouth and a headache. It was reported that the patient was able to attend school that day. The patient's dizziness and bad taste and headache
persisted. It was noted that the patient did not have adverse events after her first dose of Gardasil. The patient sought unspecified medical attention. Additional
information has been requested.

Symptom Text:

Adderall Tablets. ZoloftOther Meds:
Lab Data:
History:
Prex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

270249-1

08-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Dysgeusia, Headache

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0954F 1 Right arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
27-Nov-2006
Vaccine Date

28-Nov-2006
Onset Date

1
Days

18-Jan-2007
Status Date

FL
State

WAES0612USA00494
Mfr Report Id

Information has been received from a physician concerning a 24 year old patient who on 27 Nov 2006 was vaccinated in the arm with the first dose of HPV
Vaccine. There was no concomitant medications. On 28 Nov 2006, it was reported that the patient developed generalized itching throughout her body. The
patient called the physician on the following day and reported she was itchy. The physician stated that she believed the patient experienced an allergic reaction
and dose not want to give the second and third shot. It was reported that the patient sought unspecified medical attention. It was reported that a couple of days
later, the patient had recovered. Additional information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

NONE
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

270250-1

18-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypersensitivity, Pruritus

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Nov-2006
Vaccine Date

01-Nov-2006
Onset Date

0
Days

18-Jan-2007
Status Date

PA
State

WAES0612USA00495
Mfr Report Id

Information has been received from a physician concerning a female in her early 20's who sometime in mid November was vaccinated with her first dose of
HPV Vaccine. It was reported that within 24 hours the patient experienced numbness in one of her legs and in her arm. The physician stated the patient still
had numbness and that it had been over a week now and it had not subsided. The patient sought unspecified medical attention. Additional information has
been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

270251-1

18-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jan-2007
Status Date

TN
State

WAES0612USA00605
Mfr Report Id

Information has been received from a physician concerning a patient who was vaccinated with a 0.5 ml dose of HPV Vaccine. Subsequently, the patient
experienced throat swelling. Unspecified medical attention was sought. At the time of this report, the patient's outcome was unknown. No product quality
complaint was involved. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

270252-1

18-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pharyngeal oedema

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Sep-2006
Vaccine Date

26-Sep-2006
Onset Date

1
Days

18-Jan-2007
Status Date

OH
State

WAES0612USA00669
Mfr Report Id

Information has been received from a nurse concerning a 17 year old female with no medical history or allergies, who on 25 Sept 2006 was vaccinated IM into
the left deltoid with a first 0.5ml dose of HPV vaccine (lot 653735/0688F). There was no concomitant medication. Twenty four hours after vaccination, the
patient experienced redness and swelling at the injection site and one vesicle was fluid filled and ruptured. Unspecified medical attention was sought. No
diagnostic studies were performed. Subsequently, the patient recovered. The nurse stated that the physician will discontinue the therapy and will not be
administering any further doses of this vaccine to this patient. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

270253-1

08-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blister, Fluid retention, Injection site erythema, Injection site oedema, Urinary bladder rupture

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0688F 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 505
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
04-Dec-2006
Onset Date Days

22-Jan-2007
Status Date

--
State

WAES0612USA00784
Mfr Report Id

Information has been received from a medical assistant concerning a female (age not reported) who (approximately one month ago) in approximately
November 2006, was vaccinated with Gardasil (yeast). On 04 Dec 2006, the patient just now experienced redness and swelling at what the patient believes is
the injection site. The patient had not yet been seen at the office at the time of the reporting. The outcome of the event was unknown. Additional information
has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

270254-1

22-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Nov-2006
Vaccine Date

03-Nov-2006
Onset Date

0
Days

22-Jan-2007
Status Date

CA
State

WAES0612USA00785
Mfr Report Id

Information has been received from a physician concerning an 18 year old female with no pertinent medical history or drug reactions/allergies, who on 03 Nov
2006 was vaccinated with Gardasil (yeast) (0.5 ml). There was no concomitant medication. On 03 Nove 2006 the patient experienced shortness of breath,
chest pain, chest tightness and numbness in the arm that lasted approximately 30 minutes. Unspecified medical attention was sought. Additional information
has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

270255-1

22-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chest discomfort, Chest pain, Dyspnoea, Hypoaesthesia

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Nov-2006
Vaccine Date

22-Nov-2006
Onset Date

2
Days

22-Jan-2007
Status Date

NY
State

WAES0612USA00864
Mfr Report Id

Information has been received from a physician concerning a 19 year old female with depression, anxiety and hypercholesterolaemia and no history of drug
reactions/allergies, who on 20 Nov 2006 was vaccinated intramuscularly with the first dose of Gardasil (yeast) (0.5 mL) (lot #653938/0954F). Concomitant
therapy included Seasonale, Mevacor, Celexa, and Xlonopin. Concomitant vaccinations on 20 Nov 2006 included Menactra and influenza virus vaccine
(unspecified). 0n 22 Nov 2006, the patient developed facial flushing and chin itching and burning. On 23 Nov 2006, the patient developed red spots on both
hands and abdomen. On 23 Nov 2006, the patient sought medical attention at an emergency room while out of town. The patient was diagnosed with having an
allergic reaction and administered Benadryl. The patient fully recovered on an unspecified date. Additional information has been requested.

Symptom Text:

Celexa, Klonopin, Seasonale, MevacorOther Meds:
Lab Data:
History:
Prex Illness:

NONE
depression, anxiety, hypercholesterolaemia

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

270256-1

22-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Flushing, Hypersensitivity, Pruritus, Skin burning sensation

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Jan-2007

Received Date

Prex Vax Illns:

MNQ
FLU
HPV4

AVENTIS PASTEUR
UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL
0954F 0

Unknown
Unknown
Unknown

Unknown
Unknown

Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Aug-2006
Vaccine Date

16-Aug-2006
Onset Date

0
Days

22-Jan-2007
Status Date

--
State

WAES0612USA00928
Mfr Report Id

Initial and follow up information has been received from an RN concerning an 18 year old white female student who on 16 Aug 2006 was vaccinated with her
first dose of Gardasil (yeast). It was reported that she experienced pain at injection site several days post injection. On 13 Oct 2006 the patient received her
second dose of Gardasil (yeast), IM, lot #653736/0689F. After the injection the patient complained of pain at injection site with radiating pain even at shoulder
blade area several days post injection. Medical attention was sought. On 16 Oct 2006 the patient recovered from injection site pain and radiating pain.
Additional information is not expected.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

270257-1

22-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Dec-2006
Vaccine Date

05-Dec-2006
Onset Date

0
Days

22-Jan-2007
Status Date

TX
State

WAES0612USA00948
Mfr Report Id

Information has been received from an RN concerning an 18 year old female patient with allergies to penicillin and morphine who on an unspecified date was
vaccinated with her first dose of Gardasil (yeast). Concomitant therapy included Midrin. The patient was " a little lightheaded" during the first injection. On 05
Dec 2006 the patient was vaccinated with her second dose of Gardasil vaccine (yeast), lot # 653937/0637F. She developed syncope less than 10 minutes after
the second injection was given. Her blood pressure dropped and she did not awake for 15 minutes. The patient was sent to the emergency room, and the nurse
reported she was not sure if she recovered. Additional information has been requested.

Symptom Text:

MidrinOther Meds:
Lab Data:
History:
Prex Illness:

UNK
penicillin allergy, drug hypersensitivity

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

270258-1

22-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure decreased, Dizziness, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0637F 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Nov-2006
Vaccine Date

05-Dec-2006
Onset Date

14
Days

22-Jan-2007
Status Date

FL
State

WAES0612USA00964
Mfr Report Id

Information has been received from a Certified Medical Assistant concerning a 22 year old female patient with genital warts and history of abnormal Pap
smears who on 21 Nov 2006 was vaccinated IM in the left deltoid with her first dose of Gardasil (yeast), lot #653736/0868F. Concomitant therapy included
Ortho Tri-Cyclen Lo. The patient called to report that prior to the vaccination she had 2 undiagnosed "bumps" in the vulva area. Two weeks after the
vaccination, on 05 Dec 2006, the patient had an increase in amount of genital warts (3 more "bumps" appeared in the surrounding area). Medical attention was
sought. The patient had undergone a Pap smear and cervical biopsy on 21 Nov 2006 (results were not reported). At the time of the report the patient had not
recovered. Additional information has been requested.

Symptom Text:

Ortho Tri-Cyclen LoOther Meds:
Lab Data:
History:
Prex Illness:

UNK
papanicolaou smear abnormal, genital wart

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

270259-1

22-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anogenital warts

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0868F 0 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
22-Jan-2007
Status Date

NC
State

WAES0612USA00981
Mfr Report Id

Information has been received from a physician concerning a female patient who was vaccinated IM with a first dose of Gardasil (yeast). Subsequently, the
patient developed a few hives in the upper abdominal area. It was noted that the patient plans to continue with the vaccine series by getting the second and
third dose as recommended. Unspecified medical attention was sought. On 04 Dec 2006, the patient recovered. No product quality complaint was involved.
Additional informatio has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

270260-1

22-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
22-Jan-2007
Status Date

--
State

WAES0612USA00993
Mfr Report Id

Information has been received from a nurse practitioner concerning an approximately 22 year old female patient who in 2006 was vaccinated with a first dose of
Gardasil (yeast). In 2006, the patient experienced a raised, red, itchy lump at the injection site. Unspecified medical attention was sought. Subsequently, the
patient recovered. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

270261-1

22-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site rash

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Nov-2006
Vaccine Date

23-Nov-2006
Onset Date

22
Days

19-Jan-2007
Status Date

MS
State

WAES0612USA01065
Mfr Report Id

Information has been received from a physician concerning a 23 year old female who on 01 Nov 2006 was vaccinated with a dose of Gardasil (yeast). On
approximately 23 Nov 2006, the patient developed swelling in her lymph node area. Unspecified medical attention was sought. At the time of the report, the
patient's outcome was unknown. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

270262-1

22-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Lymphadenopathy

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Oct-2006
Vaccine Date

Unknown
Onset Date Days

19-Jan-2007
Status Date

GA
State

WAES0612USA01067
Mfr Report Id

Information has been received from a licensed practical nurse concerning a 17 year old female with an eating disorder and attention deficit/hyperactivity
disorder who on 10 Oct 2006, was vaccinated with a dose of Gardasil. The patient was concomitantly vaccinated with a dose of Menactra. Concomitant therapy
included unspecified therapy for ADHD. Subsequently, the patient experienced thinning of hair/alopecia. The patient sought unspecified medical attention. At
the time of this report, the patient had not recovered. Additional information has been requested.

Symptom Text:

(therapy unspecified)Other Meds:
Lab Data:
History:
Prex Illness:

UNK
eating disorder, attention deficit/hyperactivity disorder

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

270263-1

22-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Alopecia, Attention deficit/hyperactivity disorder, Eating disorder

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Jan-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

AVENTIS PASTEUR
MERCK & CO. INC.

NULL
0688F

Unknown
Unknown

Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Nov-2006
Vaccine Date

06-Nov-2006
Onset Date

0
Days

18-Jan-2007
Status Date

TN
State

WAES0612USA01069
Mfr Report Id

Information has been received from a physician and a nurse concerning a 25 year old female who on 06 Nov 2006 was vaccinated intramuscularly with the first
single dose vial of Gardasil. On 06 Nov 2006, that evening, the patient developed itching all over her body, but no rash was associated with it. The physician
and nurse reported that the patient also developed nausea. Unspecified medical attention was sought. The nurse told the patient to try some over the counter
Benadryl to treat the itching as was recommended by the physician. There was no lot number provided. At the time of this report, the outcome of the events
were unknown. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

270264-1

08-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Nausea, Pruritus

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Nov-2006
Vaccine Date

Unknown
Onset Date Days

18-Jan-2007
Status Date

GA
State

WAES0612USA01074
Mfr Report Id

Information has been received from a licensed practical nurse concerning a 9 year old female with no pertinent medical history or drug reactions/allergies, who
on 05 Sept 2006 and 03 Nov 2006 was vaccinated with the first and second doses of Gardasil (lot 653735/0688F). There was no concomitant medication.
Subsequently the patient experienced thinning of hair or alopecia. Unspecified medical attention was sought. At the time of this report the patient had not
recovered. Additional information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
9.0

270265-1

08-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Alopecia, Hypotrichosis

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0688F 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jan-2007
Status Date

FL
State

WAES0612USA01254
Mfr Report Id

Information has been received from a physician concerning a female patient who on an unspecified date was vaccinated with the first dose of HPV Vaccine (Lot
not provided) Subsequently, the day after she was vaccainted the patient developed a sort of rash all over her body. The physician recommended that the
patient treat the rash with Benadryl, which the patient did. subsequently, the rash resolved and no additional treatment was needed. Additional information has
been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

270266-1

18-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash generalised

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Dec-2006
Vaccine Date

08-Dec-2006
Onset Date

3
Days

18-Jan-2007
Status Date

--
State

WAES0612USA01380
Mfr Report Id

Information has been received from a 25 year old female consumer who on 05 Dec 2006 was vaccainted with HPV vaccine. Concomitant therapy included
hormonal contraceptives (unspecified). The consumer stated that her period is normally 7 days long, and it started on 04 Dec 2006. On 08 Dec 2006, her
period ended. two days earlier than normal. The consumer did not seek medical attention and stated the adverse experience did not improve. Additional
information has been requested.

Symptom Text:

Hormonal contraceptives.Other Meds:
Lab Data:
History:

UNKPrex Illness:

NONE
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

270267-1

18-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Menstruation irregular

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Dec-2006
Vaccine Date

08-Dec-2006
Onset Date

0
Days

18-Jan-2007
Status Date

PA
State

WAES0612USA01386
Mfr Report Id

information has been received from a physician concerning a 16 year old female who on 08 Dec 2006 was vaccinated in the arm with a pre filled syringe of
HPV Vaccine. There was no concomitant medication. On 08 Dec 2006, immediately following the vaccination, the patient turned white and nearly passed out.
The patient was not hospitalized and was not pregnant. Subsequently, the patient fully recovered. The physician felt that the events were not a result of the
vaccine, however a result of the patient being afraid of injections. Additional information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

UNK
Fear

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

270268-1

18-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Fear, Pallor, Presyncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Nov-2006
Vaccine Date

01-Nov-2006
Onset Date

0
Days

18-Jan-2007
Status Date

AZ
State

WAES0612USA01528
Mfr Report Id

Information has been received from a physician concerning an 18 or 19 year old female patient who in approximately Nov 2006, was vaccinated with a dose of
HPV vaccine. Concomitant suspect therapy included YAZ, an oral contraceptive, which was started at the same time (dose and duration not reported).
Subsequently, the patient developed papillary rash and pruritis on lower extremities after Gardasil injection. Medical attention was sought. It was reported that
the rash went away after therapy with YAZ was discontinued. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

270269-1

18-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus, Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Dec-2006
Vaccine Date

05-Dec-2006
Onset Date

0
Days

18-Jan-2007
Status Date

TX
State

WAES0612USA03803
Mfr Report Id

Information has been received from an RN concerning a female patient who on 05 Dec 2006 was vaccainted with her first dose of HPV vaccine. While she was
receiving the injection she developed syncope and a drop in blood pressure. The nurse reported that the patient recovered and was sent home after 30
minutes. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

270270-1

18-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure decreased, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jan-2007
Status Date

AZ
State

WAES012USA03878
Mfr Report Id

Information has been received from a physician concerning a patient who was vaccinated with a dose of HPV Vaccine and developed rash and pruritus. The
patient's outcome was unknown. Additional information had been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

270271-1

18-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus, Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Dec-2006
Vaccine Date

07-Jan-2007
Onset Date

10
Days

10-Jan-2007
Status Date

--
State Mfr Report Id

Reporter states 19 year old female received Menactra on 12/28/06. On Jan. 7, 2007, patient reported tingling sensation from feet to thighs. Returned to school.
Will be seen by physician.

Symptom Text:

not providedOther Meds:
Lab Data:
History:

unknownPrex Illness:

not provided

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

270291-1

10-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Paraesthesia

 ER VISIT, NOT SERIOUS

Related reports:   270291-2

Other Vaccine
09-Jan-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

AVENTIS PASTEUR
MERCK & CO. INC.

U1974AB
0961F

Left leg
Right leg

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 524
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Dec-2006
Vaccine Date

07-Jan-2007
Onset Date

10
Days

19-Jan-2007
Status Date

PA
State

200700057
Mfr Report Id

Seriousness criteria other medically significant. Initial information received on 08 January 2007 from a health care professional. A 19 year old female received a
dose of Menactra, lot number U1974AB, administered intramuscularly in the left thigh, and ad dose of Gardasil, lot number 0961F, administered intramuscularly
in the right thigh on 28 December 2006, Ten days later, on 07 January 2007, the patient developed a tingling sensation from her feet to her thighs. She was
seen by a physician and later returned to college in another state. She will follow up with another physician. Her recovery status was not reported. The reporter
of this case is the same as for serious case 2007-00033, which involves events of non specified bilateral numbness sensation in lower extremities, areflexia,
pain on loser extremities, head pain, neck pain and calf discomfort. The patient in case 2007-00033 is the sister of the patient described in case 2007-00057.
Follow up information received on 11 January 2007 from a health care professional. AS based upon the new information obtained in this follow up, the case
has been upgraded to serious. The patient's mother had a history of multiple sclerosis. The patient returned from college on Tuesday 09 January 2007 and was
taken to hospital, where she was seen by a neurologist. She had decreased reflexes in her lower extremities, as well as sensitivity pain and tingling. She was
not admitted to the hospital. She had a spinal tap and CBC in the emergency room and both were negative. She was discharged from the ER and is scheduled
to follow up with a physician on 11 January 2007. She may have an EMG during the follow up appointment. The patient has not received treatment for her
symptoms. The reporting physician stated that the patient has a working diagnosis of Guillain Barre syndrome, but this has not been finalized. The patient has
not recovered from the events.

Symptom Text:

Other Meds:
Lab Data:
History:

Prex Illness:

A spinal tap and CBC were negative.
Information regarding the patients past medical history or concomitant medication use was not provided. It is unknown whether the patient had any illnesses at
the time of vaccination. From follow up information received on 11 January 2007, it as reported that the patient's mother had a history of multiple sclerosis.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

270291-2

19-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Guillain-Barre syndrome, Hyporeflexia, Pain, Paraesthesia

 ER VISIT, NOT SERIOUS

Related reports:   270291-1

Other Vaccine
18-Jan-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

AVENTIS PASTEUR
MERCK & CO. INC.

U1974AB
0961F

Left leg
Right leg

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Dec-2006
Vaccine Date

Unknown
Onset Date Days

10-Jan-2007
Status Date

--
State

WAES0701USA00254
Mfr Report Id

Information has been received from a nurse practitioner concerning a 19 year old female who on 15 Dec 2006 was vaccainted with her first dose of HPV
Vaccine. Subsequently the patient experienced welts on her legs, itching and redness of her injection site arm. The patient was treated with BENADRYL, and
she recovered. The patient sought unspecified medical attention. The reporter considered the patient's welts on her legs, itching and redness of her injection
site arm to be other important medical events. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

270301-1

10-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Pruritus, Urticaria

 ER VISIT, OMIC, SERIOUS

Other Vaccine
09-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Nov-2006
Vaccine Date

20-Nov-2006
Onset Date

0
Days

10-Jan-2007
Status Date

NY
State

WAES0612USA01040
Mfr Report Id

Initial and follow up information has been received from a licensed practical nurse through the manufacturer pregnancy registry concerning a 24 year old
female with a history of two miscarriages in the past and not planning on being pregnant, a spontaneous abortion (March 2006) and no known allergies
reported. On 20 Nov 2006, the patient was vaccinated intramuscularly in the left deltoid with the first 0.5ml dose of HPV vaccine (lot #653978/0955F). On 20
Nov 2006, the patient had a pelvic ultrasound performed due to pelvic pain. The pelvic ultrasound revealed fluid in pelvis and no intrauterine pregnancy was
seen (previously reported as was negative for pregnancy). On an unspecified date, post vaccination, the patient presented to the office stating that she took a
urine home pregnancy test and it was positive. On 04 Dec 2006, the patient had blood work drawn which revealed positive for pregnancy. The patient was
approximately 6 weeks gestation with last menstrual period noted as approximately 21 Oct 2006. The patient was scheduled for a follow up blood test on 07
Dec 2006 and an ultrasound and blood lab was scheduled on 11 Dec 2006. On 17 Dec 2006 the patient experienced spontaneous abortion. The patient sought
unspecified medical attention. At the time of this report, the outcome of the event was unknown. Upon internal review, the spontaneous abortion was
considered to be an other important medical event (OMIC).

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

12/04/06 blood work positive for pregnancy, 11/20/06 negative for pregnancy, 11/20/06 fluid in pelvis no IUP seen, Urine beta human positive.
Miscarriage, Abortion spontaneous.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

270302-1

10-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion, Unintended pregnancy

 ER VISIT, OMIC, SERIOUS

Other Vaccine
09-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0955F 0 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Dec-2006
Vaccine Date

05-Jan-2007
Onset Date

15
Days

11-Jan-2007
Status Date

PA
State Mfr Report Id

01/05/07 pt called c/p left arm still sore after 2 weeks after receiving vaccine unable to raise arm over head denies redness or swelling.Symptom Text:

Ortho tricyclen LOOther Meds:
Lab Data:
History:

NONEPrex Illness:

Pt seen by doctor on 1/6/07 no swelling or redness good ROM REC NSAIDS and warm compresses. RTO 1-2 weeks

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

270322-1

11-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Joint range of motion decreased

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
10-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0960F Left arm Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Jan-2007
Vaccine Date

10-Jan-2007
Onset Date

0
Days

11-Jan-2007
Status Date

KY
State Mfr Report Id

Pt has dizziness and then pass out at the office. She was kept for observation her; VS were stable and then discharge home. She still feeling dizziness after
later phone call.

Symptom Text:

N/AOther Meds:
Lab Data:
History:

PT HAS FLU LIKE  ONE OR 2 WEEKS PREVIOUS IN GOOD HEALTH AT TIME OF VACCINEPrex Illness:

HPV  , Pt with good health.
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
27.0

270352-1

11-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Loss of consciousness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
10-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0868F 0 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Jan-2007
Vaccine Date

10-Jan-2007
Onset Date

0
Days

11-Jan-2007
Status Date

CA
State Mfr Report Id

Pt c/o being hot and sweaty. Pt laid down on exam bed and given water. Pt stayed in clinic for 30 mins and stated she was feeling fine.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

270357-1

11-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Feeling hot, Hyperhidrosis

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
11-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0955F Right arm Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Jan-2007
Vaccine Date

09-Jan-2007
Onset Date

0
Days

11-Jan-2007
Status Date

CT
State Mfr Report Id

HivesSymptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

270358-1

11-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
11-Jan-2007

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
MERCK & CO. INC.

1427F
1213F

0
0

Right arm
Left arm

Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Oct-2006
Vaccine Date

01-Nov-2006
Onset Date

21
Days

12-Jan-2007
Status Date

--
State

WAES0701USA00486
Mfr Report Id

Information has been received from a nurse practitioner concerning an 18 year old female with no pertinent medical history and no drug reactions or allergies
who on 11 Oct 2006 was vaccinated with the first, 0.5 ml dose of HPV vaccine. Concomitant therapy included YAZ. On 11 Dec 2006, the patient received the
second, 0.5ml dose of HPV vaccine (lot 653650/0696F). About three weeks after the first dose, approximately 01 Nov 2006, the patient experienced
Gastrointestinal problems including, diarrhea, vomiting and decreased appetite. The patient had a swollen right intraglandular lymph node. The patient had lost
12 pounds since the start of her symptoms. The patient was hospitalized overnight and treated for dehydration with intravenous fluids on 12 Nov 2006, 18 Nov
2006 and 31 Dec 2006. laboratory evaluation revealed normal complete blood count and normal ultrasound of the pelvic area. The patient was referred to a
gastrointestinal physician but had not been examined yet. At the time of the report, the patient had not recovered. The patient sought medical attention. The
reporter considered the patients gastrointestinal problems, diarrhea, vomiting, decreased appetite, swollen right intraglandular lymph node, lost 12 pounds, and
dehydration to be disabling. The reporter considered the patients gastrointestinal problems, diarrhea, vomiting, decreased appetite, swollen right intraglandular
lymph node, lost 12 pounds, and dehydration to be other important medical events (OMIC). Additional information has been requested.

Symptom Text:

YAZOther Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

270362-1 (S)

12-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Decreased appetite, Dehydration, Diarrhoea, Gastrointestinal disorder, Lymphadenopathy, Vomiting, Weight decreased

 ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, OMIC, PERMANENT DISABILITY, SERIOUS

Other Vaccine
11-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Nov-2006
Vaccine Date

28-Nov-2006
Onset Date

1
Days

12-Jan-2007
Status Date

NY
State Mfr Report Id

Right deltoid erythematous, warm and tender.Symptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

270365-1

12-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Feeling hot, Tenderness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
11-Jan-2007

Received Date

Prex Vax Illns:

VARCEL
HEPA

HPV4
MNQ

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
AVENTIS PASTEUR

1052F
AHAVB141AA

09546
U1932AB

1
0

0
0

Unknown
Unknown

Unknown
Unknown

Subcutaneously
Intramuscular

Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Nov-2006
Vaccine Date

29-Nov-2006
Onset Date

0
Days

12-Jan-2007
Status Date

FR
State

B0453076A
Mfr Report Id

This case was reported by a regulatory authority and described the occurrence of breathlessness in a 16 year old female subject who was vaccinated with
Hepatitis B vaccine, HPV vaccine for prophylaxis. On 29 November 2006 the subject received unspecified dose of Hepatitis B vaccine (intramuscular) and
unspecified dose of Human Papilloma Type 6+11+18 vaccine (intramuscular). On the same day, 30 minutes after vaccination with Hepatitis B vaccine, at an
unspecified time after vaccination with HPV vaccine, the subject experienced breathlessness, oral tingling and tongue tingling. The regulatory authority reported
that the events were clinically significant (or requiring intervention). The subject was treated with antihistamine. On 25 November 2006, the events were
resolved.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

270395-1

01-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dyspnoea, Paraesthesia

 OMIC, SERIOUS

Other Vaccine
11-Jan-2007

Received Date

Prex Vax Illns:

HPV4
HEP

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

NE24240
AHBVB221BA

Unknown
Unknown

Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Nov-2006
Vaccine Date

05-Dec-2006
Onset Date

15
Days

12-Jan-2007
Status Date

ID
State Mfr Report Id

States feeling like her head was burning and itching. States hair has been steadily been falling out starting 2 weeks post vaccine and continuing over the past
two months.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Postpartum x 8 weeks when vaccinated

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

270405-1

16-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Alopecia, Pruritus, Thermal burn

 NO CONDITIONS, NOT SERIOUS

Related reports:   270405-2

Other Vaccine
11-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Feb-2007
Status Date

--
State

WAES0701USA02454
Mfr Report Id

Information has been received from a registered nurse (also reported as a physician) concerning a 21 year old female who was vaccinated with her first dose of
HPV rL1 6 11 16 18 VLP vaccine (yeast) 0.5 ml. Subsequently the patient experienced excessive hair loss. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

NONE
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

270405-2

03-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Alopecia

 ER VISIT, NOT SERIOUS

Related reports:   270405-1

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Jan-2007
Vaccine Date

11-Jan-2007
Onset Date

0
Days

12-Jan-2007
Status Date

MO
State Mfr Report Id

Patient felt faint, nauseated, pale. Patient laid down symptoms resolved after 10 minutes.Symptom Text:

Other Meds:
Lab Data:
History:

NONEPrex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
52.0

270411-1

15-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Nausea, Pallor, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
11-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 142AA 0 Right arm Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Jan-2007
Vaccine Date

11-Jan-2007
Onset Date

0
Days

15-Jan-2007
Status Date

KY
State Mfr Report Id

Five minutes after injection patient became nauseous and vomited. Pulse 100. BP 118/76. Patient waited 20 minutes after vomiting. Felt fine. Left office.Symptom Text:

Other Meds:
Lab Data:
History:

NONEPrex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

270413-1

15-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Nausea, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
11-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1427F 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 538
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Jan-2007
Vaccine Date

03-Jan-2007
Onset Date

0
Days

16-Jan-2007
Status Date

NY
State Mfr Report Id

Left Deltoid 5cm x 3 1/2 cm circular erythematous tender and warm to touch lesion arm very tender.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Latex allergy.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

270433-1

16-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site warmth, Skin ulcer, Tenderness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
12-Jan-2007

Received Date

Prex Vax Illns:

MNQ
HPV4
FLU

AVENTIS PASTEUR
MERCK & CO. INC.
AVENTIS PASTEUR

U2116AA
0961F
U2271AA

Left arm
Right arm
Left arm

Unknown
Unknown
Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Oct-2006
Vaccine Date

22-Oct-2006
Onset Date

13
Days

16-Jan-2007
Status Date

FL
State

WAES0611USA06403
Mfr Report Id

Information has been received through the manufacturer pregnancy registry and from a medical assistant concerning a 37 year old female who on 09-OCT-
2006 was vaccinated with HPV rL1 6 11 16 18 VLP vaccine (lot # 653736/0868F). It was reported that on 22-OCT-2006 "the patient discovered she was 7
weeks pregnant) method of confirmation of pregnancy was reported to be a pap smear. The patient sought unspecified medical attention. At the time of this
report, the outcome of the event was unknown. Additional information was received from a medical assistant who reported that on 15-DEC-2006 the patient
experienced vaginal spotting. That same day the patient was seen by her obstetrician who performed an abdominal ultrasound. The ultrasound confirmed that
there was no fetal heartbeat. On an unspecified date a total serum human chorionic gonadotropin test was performed, results not provided. On 18-DEC-2006,
the patient underwent an uncomplicated uterine dilation and curettage as an outpatient. On 02-JAN-2007 the patient was seen by her obstetrician for a post-
operative exam which revealed that the patient had a full recovery without complications. The patient was advised to return to full regular activity. Upon internal
review, the spontaneous abortion was considered to be an other medical event (OMIC). Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
37.0

270528-1

16-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion, Medication error, Unintended pregnancy

 ER VISIT, OMIC, SERIOUS

Other Vaccine
16-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0868F Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Nov-2006
Vaccine Date

16-Nov-2006
Onset Date

0
Days

16-Jan-2007
Status Date

KY
State

WAES0612USA00985
Mfr Report Id

Information has been received from a registered nurse for the pregnancy registry for Gardasil concerning an 18 year old white female with seasonal allergies
and no medical history, who on 16-NOV-2006 was vaccinated IM with a 0.5 ml dose of Gardasil (lot# 654540/0800F). Concomitant therapy included Depo-
Provera and Nasonex. On 16-NOV-2006, the patient's pregnancy test was negative. On 05-DEC-2006, the patient's pregnancy test was positive. It was noted
that the patient may have an abortion but that was not related to the vaccine. Unspecified medical attention was sought. No product quality complaint was
involved. Follow-up information indicated that the patient's LMP was on 28-OCT-2006 (estimated delivery date is 04-AUG-2007). On 03-JAN-2007 (reported as
03-JAN-2006), the patient had an elective termination. Upon internal review, elective termination was considered to be an other important medical event
(OMIC). No further information was available.

Symptom Text:

Depo-Provera; NasonexOther Meds:
Lab Data:
History:
Prex Illness:

beta-human chorionic 11/16/06 - negative; beta-human chorionic 12/05/06 - positive
Pregnancy (LMP = 10/28/2006); Seasonal allergy; Contraception

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

270529-1

16-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion, Medication error, Unintended pregnancy

 ER VISIT, OMIC, SERIOUS

Other Vaccine
16-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0800F Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Dec-2006
Vaccine Date

16-Dec-2006
Onset Date

0
Days

16-Jan-2007
Status Date

FR
State

WAES0701PHL00001
Mfr Report Id

Information has been received from a physician concerning a 36 year old female with diabetes who on 16-DEC-2006 was vaccinated with GARDASIL.
Concomitant therapy included metformin HCL (HUMAMET) and sibutramine hydrochloride (REDUCTIL). Patient was vaccinated in the morning of 16-DEC-
2006. Later in the afternoon, the patient experienced swelling, redness and hot feel of both hands and feet. Reportedly, patient could not close fist as it caused
pain. On 17-DEC-2006, patient was brought to the emergency room and admitted. Patient was prescribed with descloratadine tablet for 2 weeks and an
unspecified ointment. On 19-DEC-2006, patient was discharged. Subsequently, patient experienced peeling of palms and soles. Subsequently, the patient
recovered from swelling of both hands and feet. The patient's peeling of palms and soles persisted. The reporting physician and patient felt that swelling of both
hands and feet and peeling of palms and soles were related to therapy with GARDASIL vaccine. Additional information has been requested.

Symptom Text:

HUMAMET, Jul06-cont; REDUCTIL, Jul06-contOther Meds:
Lab Data:
History:
Prex Illness:

Diabetes

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
36.0

270530-1 (S)

16-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Feeling hot, Hypokinesia, Oedema peripheral, Pain, Skin burning sensation, Skin exfoliation

 HOSPITALIZED, SERIOUS

Other Vaccine
16-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Dec-2006
Vaccine Date

19-Dec-2006
Onset Date

0
Days

16-Jan-2007
Status Date

--
State

WAES0701USA00376
Mfr Report Id

Information has been received from the mother of a 17 year old female patient with acne and pertinent medical history and drug reactions/allergies reported as
none who on 19-DEC-2006 was vaccinated with an initial dose of Gardasil, injection in the left upper arm. Concomitant therapy included
sulfamethoxazole/trimethoprim. On 19-DEC-2006, the patient experienced two seizures after receiving the Gardasil vaccine. The patient's mother reported that
the patient "blacked out" about one to two minutes after receiving the injection and was unconscious for about a minute before she experienced the first
seizure. The patient had felt nauseous when she had regained consciousness. The patient's mother then reported that the patient "blacked out again" and had
the second seizure which was more "severe". When the patient came out of it she started crying. The patient's mother reported that the physician kept them at
the office for about three hours to watch her and she was given water. The patient was instructed to see a neurologist. Subsequently at the time of this report,
the patient recovered from seizures. Seizures was considered to be an other important medical event (OMIC). Additional information has been requested.

Symptom Text:

Sulfamethoxazole(+)trimethoprimOther Meds:
Lab Data:
History:
Prex Illness:

Blood pressure, 12/19/06: 90/60; Blood glucose, 12/19/06: normal; Total heartbeat count, 12/19/06: 62

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

270531-1

16-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Crying, Loss of consciousness

 OMIC, SERIOUS

Other Vaccine
16-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Jan-2007
Vaccine Date

03-Jan-2007
Onset Date

0
Days

16-Jan-2007
Status Date

FL
State

WAES0701USA00620
Mfr Report Id

Information has been received from a physician concerning a 12 year old female with a penicillin allergy and latex allergy who on 03-JAN-2007 was vaccinated
intramuscularly with a 0.5 mL first dose of Gardasil. Concomitant therapy included Concerta. Later that evening, on 03-JAN-2007, the patient developed
nausea and vomited once. At approximately 07:00 am on 04-JAN-2007, the patient developed a headache and temporal blindness that lasted approximately 40
seconds. The patient was taken to the emergency room. At 10:03 am, the patient had a second incidence of headache and temporal blindness that also lasted
approximately 40 seconds. At the time of this reported, the patient was stable but was to be admitted to the hospital for observation. At the time of this report,
the outcome was unknown. Additional information has been requested. 01/22/07-records received and reviewed from West Boca Medical Center for DOS
01/0407-transferred with DX of new onset seizures to Joe DiMaggio's Children's Hospital. Records requested. CT brain without contrast: negative exam,
recommend MRI.  01/30/07-rcords received for DOS 01/04-01/05/07 DC DX: 1. Vasovagal response secondary to dehydration 2. Syncope secondary to #1.
Hospital Course: Transferred from West Boca Med Ctr. Admitted with vomiting decreased oral intake since yesterday, complained of blindness and severe
headaches this morning with fever of 101.4. Experienced 35-45 second of complaining of blindness, loss of consciousness and staring episode at West Boca
Med Ctr.  PMH: Status post Kawasaki disease two weeks after developing chicken pox, attention deficit/hyperactivity disorder.

Symptom Text:

ConcertaOther Meds:
Lab Data:

History:
Prex Illness:

CT of brain: normal Urine toxicology normal WBC 6.6, polys 85, lymphocytes 6, monocytes 6, eosinophils 2. Total protein over albumin is 6.9/4.2, calcium 9.2,
magnesium 1.9. EEG: normal.
Penicillin allergy; latex allergy Status post Kawasaki disease two weeks after developing chicken pox, attention deficit/hyperactivity disorder.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

270532-1 (S)

30-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blindness transient, Dehydration, Headache, Loss of consciousness, Nausea, Oral intake reduced, Pyrexia, Staring, Syncope, Syncope vasovagal, Vomiting

 ER VISIT, HOSPITALIZED, SERIOUS

Other Vaccine
16-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 544
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Nov-2006
Vaccine Date

26-Nov-2006
Onset Date

4
Days

17-Jan-2007
Status Date

KY
State Mfr Report Id

Four days following the Gardasil vaccine, the patient developed a rash all over her body that was itchy and skin colored. It seemed to be worse on the arm of
injections site. The patient received an antihistamine and cortisone creme.

Symptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

270548-1

18-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus, Rash generalised

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Jan-2007

Received Date

Prex Vax Illns:

HPV4
FLU

MERCK & CO. INC.
AVENTIS PASTEUR

0868F
U2241AA

0
2

Right arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 545
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jan-2007
Status Date

--
State

WAES0701USA01070
Mfr Report Id

Information has been received from a physician concerning a female who was intramuscularly, vaccinated with the second dose of HPV vaccine. Subsequently
the patient developed an anaphylactic reaction (swelling of the throat, itching of hands and feet). At the time of the report, it was not reported if the patient
recovered. The physician determined that the patient's anaphylactic reaction (Swelling of the throat, itching of hands and feet) was considered to be
immediately life threatening, disabling and an other important medical event. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

270598-1 (S)

18-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anaphylactic reaction, Pharyngeal oedema, Pruritus

 ER VISIT, LIFE THREATENING, PERMANENT DISABILITY, SERIOUS

Other Vaccine
17-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 546
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Jan-2007
Vaccine Date

03-Jan-2007
Onset Date

1
Days

18-Jan-2007
Status Date

CA
State Mfr Report Id

Cellulitis at injection site right upper arm.Symptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

CBC normal
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

270606-1

18-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site cellulitis

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Jan-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
HEPA

MERCK & CO. INC.
MERCK & CO. INC.
MERCK & CO. INC.

1405F
0637F
1095F

1
0
0

Right arm
Left arm

Right arm

Subcutaneously
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 547
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jan-2007
Status Date

NY
State Mfr Report Id

5 mins after receiving Gardasil pt had vasovagal symptoms, lasted approx 5-10 min.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

270610-1

18-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope vasovagal

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1427F 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 548
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jan-2007
Status Date

MO
State Mfr Report Id

01/04/07 pt started getting sick around 2pm, her face was warm and flush, no recorded fever, threw up one time. Fell asleep until 5pm woke up ate a little
dinner went back to sleep until next morning.

Symptom Text:

Birth controlOther Meds:
Lab Data:
History:

NONEPrex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

270611-1

18-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Flushing, Malaise, Skin warm, Somnolence, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0961F 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 549
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Nov-2006
Vaccine Date

09-Nov-2006
Onset Date

0
Days

18-Jan-2007
Status Date

CA
State Mfr Report Id

pt stated post last vaccine admin. arm was hot to touch and soreSymptom Text:

Other Meds:
Lab Data:
History:

HA, sinus pressure no tempPrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

270631-1

18-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site warmth, Pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Jan-2007

Received Date

Prex Vax Illns:

TDAP
HPV4

AVENTIS PASTEUR
MERCK & CO. INC.

C2609AA
0955F

0
0

Left arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 550
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Jan-2007
Vaccine Date

08-Jan-2007
Onset Date

0
Days

19-Jan-2007
Status Date

NJ
State

WAES0701USA01029
Mfr Report Id

Information has been received from a 27 year old female consumer with sulfa drug allergy and pertinent medical history reported as none who on 08 Jan 2007
was vaccainted with Gardasil (lot # not reported) 0.5ml injection. Concomitant therapy included Montelukast sodium, ALLEGRA and birth control (unspecified).
The consumer reported that on 08 Jan 2007, she had a grand mal seizure after receiving Gardasil. Medical attention was sought. Unspecified blood test were
performed. At the time of reporting, the outcome was unspecified. Upon internal review, seizure was considered to be an other important medical event.
Additional information has been requested.

Symptom Text:

Allegra, Hormonal contraceptives, Singulair.Other Meds:
Lab Data:
History:
Prex Illness:

Diagnostic laboratory 01/08/07 unspecified.
Sulfonamide allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
27.0

270766-1

08-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Grand mal convulsion

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 551
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Dec-2006
Vaccine Date

22-Dec-2006
Onset Date

0
Days

19-Jan-2007
Status Date

OR
State Mfr Report Id

5 hours after receiving HPV pt had low grade fever (99), felt dizzy, pale, had a blotchy red rash on both arms (upper) onto back. No rash elevation, no hives. Pt
went to bed, rash was gone by am without further side effects.  During episode heart was also pounding.

Symptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

NONE
History of Dysplasia (hips)

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.5

270784-1

19-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Erythema, Pallor, Palpitations, Pyrexia, Rash, Rash macular

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0961F 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 552
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Dec-2006
Vaccine Date

28-Dec-2006
Onset Date

0
Days

22-Jan-2007
Status Date

--
State

WAES0701USA01415
Mfr Report Id

Information has been received from a registered nurse concerning an 18 year old female with a history of two past episodes of seizures (one occurred in 8th
grade and another occurred when the patient had her ears pierced) who on 28-Dec-2006 was vaccinated with a first dose of HPV vaccine (yeast) (lot
654389/0961F). The nurse reported that after the dose was administered, the patient felt nausea and while she was lying down, she experienced a "20 second
seizure". The patient received unspecified medical attention. The nurse stated that the series would not be completed. At the time of this report, the outcome
was unknown. Upon internal review, the patient's seizure was considered an other important medical event. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
Convulsion

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

270836-1

22-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0961F 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 553
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Jan-2007
Vaccine Date

05-Jan-2007
Onset Date

1
Days

23-Jan-2007
Status Date

OH
State Mfr Report Id

Pain in left arm started four hours after injection could not life or move arm without pain. 24 hours after injection had elevated temp of 100.5 and red blotches
below the injection site (but not at the injection site). 72 hours after injection temperature returned to normal and pain was slowly diminishing. 96 hours after
injection pain is gone, red blotches are fading. 10 days after injection, red blotches are gone.

Symptom Text:

Other Meds:
Lab Data:
History:

NONEPrex Illness:

NONE
J-Pouch (Ileo-anal anastmosis), Crohn's Disease

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
38.0

270907-1

23-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pain in extremity, Pyrexia, Rash macular

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0741R 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 554
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Jan-2007
Vaccine Date

Unknown
Onset Date Days

23-Jan-2007
Status Date

NE
State Mfr Report Id

36 hrs after vaccine pt had severe chest pain and SOB. Went to ER, Neg EKG and neg CXR. Symptoms resolved on their own.Symptom Text:

Depo (also given same day).Other Meds:
Lab Data:
History:
Prex Illness:

Neg EKG and Neg CXR

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

270913-1

23-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chest pain, Dyspnoea

 ER VISIT, NOT SERIOUS

Other Vaccine
22-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0697F 0 Right arm Unknown



10 JUN 2008 06:27Report run on: Page 555
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Jan-2007
Vaccine Date

11-Jan-2007
Onset Date

1
Days

23-Jan-2007
Status Date

NC
State Mfr Report Id

Pt's mother called MD office stating that about 36 hrs after 2nd injection, the patient experienced swelling in her right arm that radiated down her arm into finger
tips with middle of her back on right side. Her father is MD gave her 10 mg Prednisone with 800 mg Motrin. This was repeated by Dr next day. Manufacturer rep
notified.

Symptom Text:

RisperdalOther Meds:
Lab Data:
History:
Prex Illness:

NKDA pt has asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

270914-1

23-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site oedema, Oedema

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1427F 1 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 556
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Dec-2006
Vaccine Date

15-Dec-2006
Onset Date

1
Days

23-Jan-2007
Status Date

--
State Mfr Report Id

High fever, shaky, shills, rigors, dizzy.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

270917-1

23-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chills, Dizziness, Pyrexia, Tremor

 ER VISIT, NOT SERIOUS

Other Vaccine
22-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0637F 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 557
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Jan-2007
Vaccine Date

14-Jan-2007
Onset Date

3
Days

23-Jan-2007
Status Date

MI
State Mfr Report Id

Pruritic rash covering majority of body neck down.Symptom Text:

Nuvaring, Allegra 180 mgOther Meds:
Lab Data:
History:

NONEPrex Illness:

NONE
Seasonal allergies

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

270920-1

01-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash pruritic

 ER VISIT, NOT SERIOUS

Other Vaccine
22-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0955F 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 558
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
M

Gender
15-Jan-2007
Vaccine Date

16-Jan-2007
Onset Date

1
Days

23-Jan-2007
Status Date

NC
State Mfr Report Id

Redness, swelling and warmth at site.Symptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
7.0

270921-1

23-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site oedema, Injection site warmth

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-Jan-2007

Received Date

Prex Vax Illns:

IPV
DTAP
HEPA
HPV4

AVENTIS PASTEUR
AVENTIS PASTEUR
MERCK & CO. INC.
MERCK & CO. INC.

Z0018
U1985CA
1209F
1400F

3
4
0
0

Right leg
Left leg

Right leg
Left leg

Intramuscular
Intramuscular
Intramuscular

Subcutaneously



10 JUN 2008 06:27Report run on: Page 559
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Dec-2006
Vaccine Date

20-Dec-2006
Onset Date

0
Days

24-Jan-2007
Status Date

--
State

WAES0701USA01090
Mfr Report Id

Initial and follow-up information has been received from a physician concerning a year old female with no known allergies and a history of "occasional"
migraines who on an unspecified date was vaccinated with the first dose of Gardasil (yeast) (lot number 654540/0800F). Concomitant therapy included
hepatitis A virus vaccine (unspecified). Subsequent to the first dose, the patient experienced fainting and "signs of seizure". Clinical outcome was not reported.
On 20-DEC-2006 (also reported as 20-DEC-2007), the patient was vaccinated with a second dose of Gardasil (yeast) (lot number 654389/0961F). On 20-DEC-
2006 (also reported as 20-DEC-2007), the patient experienced fainting. Clinical outcome was not reported. Signs of seizure was considered an other important
medical event. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

NONE
Migraine

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

270964-1

06-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Syncope, Vaccine positive rechallenge

 ER VISIT, NOT SERIOUS

Other Vaccine
23-Jan-2007

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
UNKNOWN MANUFACTURER

0961F
NULL

1 Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 560
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Jan-2007
Vaccine Date

04-Jan-2007
Onset Date

0
Days

24-Jan-2007
Status Date

NY
State

WAES0701USA02133
Mfr Report Id

Information has been received from a registered nurse concerning a 19 year old female who on 04-JAN-2007 was vaccinated with a first dose of Gardasil
(yeast) (0.5 ml) (lot # 654510/0962F). Subsequently, on 04-JAN-2007, the patient was rushed to the emergency room with symptoms of body aches, breathing
problems and a temperature of 103. The patient was released from the emergency room within 12 hours. The nurse reported that the emergency room
physician believed that the above reaction was due to influenza. The patient recovered. The reporter considered the patient's experience to be disabling.
Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

270965-1 (S)

24-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Body temperature increased, Dyspnoea, Influenza, Pain

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Other Vaccine
23-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0962F 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 561
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Jan-2007
Vaccine Date

10-Jan-2007
Onset Date

0
Days

24-Jan-2007
Status Date

--
State

WAES0701USA01386
Mfr Report Id

Information has been received from a nurse practitioner concerning a 24 year old female with allergic rhinitis, asthma, gastric ulcer, anemia and migraine and a
"history of high-risk HPV' who on 10-JAN-2007 was vaccinated with the second dose of Gardasil vaccine (yeast) (lot#655165/1425F), 0.5 ml, one time, IM.
Concomitant therapy included NUVARING, ZYRTEC-D and NASAREL. Initial vaccination of Gardasil vaccine (yeast) was received on 16-NOV-2006. On 10-
JAN-2007, the patient developed throat tickle, chest redness, itchiness, chest and neck hives and intermittent shortness of breath 15 minutes after
administration of Gardasil vaccine (yeast). The patient was administered BENADRYL and the symptoms resolved after 10 minutes. The patient left the office in
good condition without residual problems. Throat tickle, chest redness, itchiness, chest and neck hives and intermittent shortness of breath were considered to
be other important medical events. Additional information has been requested.

Symptom Text:

ZYRTEC-D, NUVARING, NASARELOther Meds:
Lab Data:
History:

Rhinitis allergic, asthma, gastric ulcer, anemia, migrainePrex Illness:

General symptoms

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

270972-1

24-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dyspnoea, Erythema, Pruritus, Throat irritation, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
23-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1425F 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 562
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Jan-2007
Vaccine Date

16-Jan-2007
Onset Date

0
Days

24-Jan-2007
Status Date

CA
State Mfr Report Id

Pt called on call phone 1/17/07 at 8PM C/O tenseness and spasms to left neck increase spasms when turning head to left. Went to ER that night and was told
a nerve may have been hit. Given inj of Valium and anti inflammatory was RX'd Naproxen.

Symptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

Cipro Hives

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

271007-1

24-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site nerve damage, Muscle spasms, Tension

 ER VISIT, NOT SERIOUS

Other Vaccine
24-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1424F 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 563
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Jan-2007
Vaccine Date

11-Jan-2007
Onset Date

0
Days

24-Jan-2007
Status Date

WI
State Mfr Report Id

Onset fever 103.0-103.6 F (orally) 6 hours post injection chills, mild headache, mild pain at injection site. Resolved by 12 hours, except for mild pain at injection
site.

Symptom Text:

Oral contraceptives, Zyrtec, ZomigOther Meds:
Lab Data:
History:

NONEPrex Illness:

NONE
Seasonal, environmental allergies, migraine HA, Eczema, Allergies to pineapple, tomatoes, bananas.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
1.5

271011-1

24-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chills, Headache, Injection site pain, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
24-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0962F 0 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Jan-2007
Vaccine Date

17-Jan-2007
Onset Date

1
Days

25-Jan-2007
Status Date

CA
State Mfr Report Id

Pain, redness, swelling on (L) upper arm, feels weak no fever.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

271014-1

25-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Injection site erythema, Injection site oedema, Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
24-Jan-2007

Received Date

Prex Vax Illns:

VARCEL
MNQ
HPV4

MERCK & CO. INC.
AVENTIS PASTEUR
MERCK & CO. INC.

1154F
U2082AA
0954F

1 Left arm
Left arm
Left arm

Subcutaneously
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 565
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Jan-2007
Vaccine Date

17-Jan-2007
Onset Date

0
Days

25-Jan-2007
Status Date

PA
State Mfr Report Id

Pt C/O severe L flank pain with nausea, dizziness 10 min after receiving vaccine.Symptom Text:

MultivitaminOther Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

271016-1

25-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Flank pain, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
24-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1208F 0 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Jan-2007
Vaccine Date

11-Jan-2007
Onset Date

0
Days

25-Jan-2007
Status Date

NY
State

WAES0701USA01725
Mfr Report Id

Information has been received from a registered nurse concerning a 21 year old female with osteopenia who on 11-JAN-2007 was vaccinated with Gardasil
vaccine (yeast) (lot#655165/1425F), intramuscularly in the left arm. Concomitant therapy included FOSAMAX and calcium (unspecified). Subsequently, on 11-
JAN-2007, the patient "passed out", "fainted", was dizzy and nauseated. The patient recovered. There were relevant diagnostic or laboratory tests. It was noted
that the patient had eaten before vaccination. Unspecified medical attention was sought. The reporter considered the patient's experience to be disabling
because the patient was incapacitated for a short time. Additional information has been requested.

Symptom Text:

FOSAMAX, calcium (unspecified)Other Meds:
Lab Data:
History:

OsteopeniaPrex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

271056-1 (S)

25-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Loss of consciousness, Nausea, Syncope

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Other Vaccine
24-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1425F Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Jan-2007
Vaccine Date

15-Jan-2007
Onset Date

0
Days

25-Jan-2007
Status Date

MA
State Mfr Report Id

About 1-2 hrs after vaccination, while driving, lost consciousness, crashing into a car and mailboxes before regaining consciousness. 01/31/07-records
received and reviewed.  Neuro consult 1/17/07.  Assessment:episodes of loss of consciousness. Differential diagnoses could include Juvenile Myoclonic
Epilepsy, complicated migraine or cardiac arrhythmia. Holter monitor to evaluate for dysrhythmia.  Psychotherapy with respect to her depression and medical
management.  PMH:This past summer had an episode where she suddenly got dizzy with the onset of sharp headache and then lost consciousness. She go
back up and then blacked out again. No tongue biting or urinary incontinence. Disorientation lasted few minutes. Felt tired and achy but no further dizziness. In
October 2006, episode of dizziness without loss of consciousness. Lips turned blue and whole body numb and tingling, greater on right side than left side.
Head injury in October with concussion, confusion and dazed afterwards. EEG in October 2002 normal, MRI in March 2003 normal. On 1/15/07 while driving
she was unaware that she had hit two mailboxes and a car. Half hour before accident she received HPV and noted swelling and throbbing at injection site.
Experienced headache with this. Reports some occasional body jerks, especially noted at night when she is tired.  PMH: depression, migraines which started in
middle school, eczema, asthma and chicken pox.

Symptom Text:

Other Meds:
Lab Data:
History:

H/X nasal congestionPrex Illness:

NONE CT cervical spine:minor scoliosis convex left. 24 hour ambulatory EEG:No epileptiform activity or persistent focal asymmetries occurred.
Depression, 1x syncope 06/06  migraines

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

271092-1

01-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Complicated migraine, Dyskinesia, Headache, Loss of consciousness, Myoclonic epilepsy, Oedema peripheral, Road traffic accident

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
24-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1427F 1 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Jan-2007
Vaccine Date

10-Jan-2007
Onset Date

0
Days

26-Jan-2007
Status Date

TX
State Mfr Report Id

Shortly after administration of vaccine, patient loss consciousness, fell from exam table to floor. Was out for 2-3 minutes, was very disoriented and seemed to
have difficult time waking. Blood pressure was checked about 5 minutes later when move back to table. Had dropped from initial measurement of 100/70 to
80/40-patient rested for approximately 30 minutes and pressure went back up to 90/70. Patient allowed to leave. Patient has no history of any reactions to
injections.

Symptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

271096-1

26-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure decreased, Disorientation, Fall, Loss of consciousness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
25-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Oct-2006
Vaccine Date

16-Oct-2006
Onset Date

0
Days

26-Jan-2007
Status Date

MI
State

WAES0612USA01297
Mfr Report Id

Information has been received from a physician through the pregnancy registry concerning a 17 year old female with episodic reflux and dyspepsia and no
know drug allergies and no previous pregnancies who on 16-Oct-2006 was vaccinated intramuscularly with the first dose of Gardasil vaccine (yeast) (0.5 ml)
(lot3653735/0688F). Concomitant therapy included Prilosec OTC. From 20-Oct-2006 to 26-Oct-2006 the patient was placed on therapy with Flagyl 500 mg
twice daily for bacterial vaginitis. On 31-Oct-2006 the patient was found to have a positive pregnancy test. LMP was 11-Sep-2006. Unspecified medical
attention was sought and the patient was placed on prenatal vitamins. On 19-Dec-2006, an ultrasound revealed gestational age 24.7 weeks which was not
consistent with the estimated date of LMP. No other symptoms were noted. At the time of this report, the outcome of the events was unknown. Additional
information has been requested.

Symptom Text:

PRILOSEC OTC mgOther Meds:
Lab Data:
History:
Prex Illness:

ultrasound 12/19/06 - gest age 24.7 weeks, beta-human chorionic 10/31/06 - positive
Pregnancy NOS (LMP = 9/11/2006), Gastroesophageal reflux, Dyspepsia

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

271101-1

26-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pregnancy test positive, Ultrasound uterus, Vaginitis bacterial

 ER VISIT, NOT SERIOUS

Other Vaccine
22-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0688F 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
26-Jan-2007
Status Date

CO
State

WAES0612USA01594
Mfr Report Id

Information has been received from a physician concerning a female (age not reported) who on an unspecified date was vaccinated intramuscularly with 0.5 ml
of Gardasil vaccine (yeast). Subsequently, the patient sneezed consistently for 12 hours. The patient sought unspecified medical attention. It was reported that
the patient recovered "12 hours after it started" (date unknown). Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

271102-1

26-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Sneezing

 ER VISIT, NOT SERIOUS

Other Vaccine
22-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
26-Jan-2007
Status Date

--
State

WAES0612USA01650
Mfr Report Id

Information has been received from a "nurse" via a company representative concerning an 18 year old female who, on an unspecified date, was vaccinated
with a dose of Gardasil vaccine (yeast). The nurse reported that the patient experienced nausea and dizziness the same day as the vaccination, It was reported
that the patient had "blood work" done (results not reported). It was not known whether the patient recovered. The patient sought unspecified medical attention.
Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory - "blood work" results not reported
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

271103-1

26-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
22-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 572
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
26-Jan-2007
Status Date

NJ
State

WAES0612USA01717
Mfr Report Id

Information has been received from a physician concerning a 22 year old female who was vaccinated with a dose of Gardasil vaccine (yeast). Subsequently,
after receiving the vaccination, the patient developed red lesions around the injection site on her arm. On an unspecified date, the patient recovered. Additional
information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

271104-1

26-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Dec-2006
Vaccine Date

13-Dec-2006
Onset Date

0
Days

26-Jan-2007
Status Date

MD
State

WAES0612USA02247
Mfr Report Id

Information has been received from a registered nurse concerning a female patient who on 13-Dec-2006 was vaccinated intramuscularly in the left deltoid with
the first dose of Gardasil vaccine (yeast) (0.5 ml) (lot#654389/0961F). There was no concomitant medication. On 13-Dec-2006, shortly after vaccination the
patient fainted and her skin color was pale. The patient was aroused by shaking her right arm and with smelling salts. The patient's vital signs were found to be
normal upon discharge from the office. No further details were provided. Additional information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

vital sign 12/13/06 -  normal
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

271105-1

29-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Heart rate normal, Pallor, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
22-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0961F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 574
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Dec-2006
Vaccine Date

12-Dec-2006
Onset Date

1
Days

26-Jan-2007
Status Date

FL
State

WAES0612USA02255
Mfr Report Id

Information has been received from a nurse at a physician's office concerning a female patient with a history of hepatitis C who on 11-Dec-2006 was
vaccinated with Gardasil vaccine (yeast). On 12-Dec-2006 the patient reported that she had developed swelling of her hands. Unspecified medical attention
was sought. At the time of this report, the outcome of the event was unknown. Additional information is not expected.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
Hepatitis C

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

271106-1

26-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Oedema peripheral

 ER VISIT, NOT SERIOUS

Other Vaccine
22-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Oct-2006
Vaccine Date

28-Oct-2006
Onset Date

7
Days

26-Jan-2007
Status Date

IL
State

WAES0612USA02256
Mfr Report Id

Information has been received from a registered nurse concerning an 18 year old female patient with asthma, penicillin allergy, sulfonamide allergy and a
history of infectious mononucleosis in December 2005, who on 21-Oct-2006 was vaccinated with the second dose of Gardasil vaccine (yeast) (lot#
654540/0800F). There was no concomitant medication. It was reported by the patient's mother that one week following vaccination, on approximately 28-Oct-
2006 the patient developed mononucleosis which had been confirmed by a blood test taken at the university the patient attended. Unspecified medical attention
was sought, however the patient received no treatment. At the time of this report the patient had not yet recovered. Additional information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

serum Epstein-Barr 10/28?/06 - positive
Infectious mononucleosis, asthma, penicillin allergy, Sulfonamide allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

271107-1

29-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Infectious mononucleosis

 ER VISIT, NOT SERIOUS

Other Vaccine
22-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0800F 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Dec-2006
Vaccine Date

09-Dec-2006
Onset Date

1
Days

26-Jan-2007
Status Date

KY
State

WAES0612USA02283
Mfr Report Id

Information has been received from a physician concerning a 24 year old female with no pertinent medical history or drug reactions/allergies, who on 08-Dec-
2006 was vaccinated intramuscularly with Gardasil vaccine (yeast) (0.5 ml) (lot#653736/0868F). Concomitant vaccination given on an unspecified date included
influenza virus vaccine (unspecified). Other concomitant medication included hormonal contraceptives (unspecified).On 09-Dec-2006, one day after receiving
the Gardasil vaccine (yeast), the patient experienced breast swelling. It was reported that there was no significant pain, however the patient could not lie on her
breast. Unspecified medical attention was sought. At the time of this report, the patient was recovering. Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

271108-1

29-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Breast swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
22-Jan-2007

Received Date

Prex Vax Illns:

HPV4
FLU

MERCK & CO. INC.
UNKNOWN MANUFACTURER

0868F
NULL

Unknown
Unknown

Intramuscular
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Dec-2006
Vaccine Date

12-Dec-2006
Onset Date

0
Days

26-Jan-2007
Status Date

MO
State

WAES0612USA02339
Mfr Report Id

Information has been received from a health professional concerning a female who on 12-Dec-2006 was vaccinated with what was thought to be the first dose
of Gardasil vaccine (yeast). On 12-Dec-2006, following vaccination, the patient felt dizzy, weak, and nauseous and was noted to have a low blood pressure with
a systolic of 100. The patient did not faint. The patient did not recover in the office and was therefore sent to the emergency room. She was not admitted. At the
time of this report, the outcome of the events was unknown. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

blood pressure  - low
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

271109-1

26-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Dizziness, Hypotension, Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
22-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Nov-2006
Vaccine Date

01-Dec-2006
Onset Date

4
Days

26-Jan-2007
Status Date

TX
State

WAES0612USA02345
Mfr Report Id

Information has been received from a physician concerning a 16 year old female who on approximately 27-Nov-2006 was vaccinated with the first dose of
Gardasil vaccine (yeast) (0.5 ml) (lot#653650/0641F). Concomitant vaccination the same day included Fluvirin vaccine. It was reported that " a few days after
receiving the vaccination", on approximately 01-Dec-2006, the patient experienced dizziness when standing and walking and experienced a headache.
Unspecified medical attention was sought. Subsequently, the patient recovered from the dizziness and headache on an unspecified date. Additional information
has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

NONE
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

271110-1

26-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Headache

 ER VISIT, NOT SERIOUS

Other Vaccine
22-Jan-2007

Received Date

Prex Vax Illns:

HPV4
FLU

MERCK & CO. INC.
CHIRON CORPORATION

0641F
NULL

0 Unknown
Unknown

Unknown
Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Oct-2006
Vaccine Date

26-Oct-2006
Onset Date

0
Days

26-Jan-2007
Status Date

--
State

WAES0612USA02408
Mfr Report Id

Information has been received from a consumer concerning her 11 year old daughter who on 26-Oct-2006 was vaccinated IM with "one shot" of Gardasil
vaccine (yeast). The patient felt like it was burning. She is recovering on an unspecified therapy. No further information is available.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

271111-1

26-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site irritation

 ER VISIT, NOT SERIOUS

Other Vaccine
22-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
26-Jan-2007
Status Date

MN
State

WAES0612USA02416
Mfr Report Id

Information has been received from a pharmacist concerning her 13 year old daughter who in approximately October 2006 was vaccinated intramuscularly in
the upper deltoid of left arm with the first dose if Gardasil vaccine (yeast). On an unspecified date, the patient developed lots of pain and tenderness in her arm
around the injection site for a few days after receiving Gardasil vaccine (yeast). The pharmacist reported that her daughter developed three swollen and tender
lymph nodes on her left side of her neck. The lymph nodes were really swollen for about three weeks and the tenderness lasted for about two weeks. The
pharmacist was planning to have her daughter vaccinated again with the second of Gardasil vaccine (yeast) some time around 25-Dec-2006. At the time of this
report, the patient had recovered from the events "about three weeks after the first dose". Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

271112-1

26-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Lymphadenopathy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Dec-2006
Vaccine Date

13-Dec-2006
Onset Date

0
Days

26-Jan-2007
Status Date

MD
State

WAES0612USA02568
Mfr Report Id

Information has been received from a certified medical assistant concerning a 19 year old female with a mold allergy who on 13-Dec-2006 was vaccinated IM
into the left deltoid with a 0.5 ml dose of Gardasil vaccine (yeast) (lot#654540/0800F). Concomitant therapy included Advair, Allegra, montelukast sodium,
Ortho-Tri-Cyclen Lo and Lexapro. On 13-Dec-2006 the patient experienced a fever of 101.4 degrees F, head pain, neck pain and swollen glands. Her fever
decreased to 99.1 degrees F. On 14-Dec-2006, she called the office to report these events. Unspecified medical attention was sought. At the time of this report,
the patient was recovering. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

LEXAPRO ORTHO TRI CYCLEN LO ALLEGRA ADVAIR SINGULAIROther Meds:
Lab Data:
History:
Prex Illness:

body temperature 12/13/06 101.4 degrees - fever body temperature 12/13/06 99.1 degrees
Mycotic allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

271113-1

26-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Lymphadenopathy, Neck pain, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
22-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0800F Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Nov-2006
Vaccine Date

30-Nov-2006
Onset Date

0
Days

26-Jan-2007
Status Date

VT
State

WAES0612USA02571
Mfr Report Id

Information has been received from a nurse practitioner concerning a 17 year old female with no medical history or allergies, who on 30-Nov-2006 was
vaccinated IM with a 0.5 ml dose of Gardasil vaccine (yeast). Concomitant therapy included an unspecified hormonal contraceptives (unspecified). On 30-Nov-
2006, the patient experienced severe injection site pain. Unspecified medical attention was sought. No diagnostic laboratory studies were performed.
Subsequently, the patient recovered. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

271114-1

26-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
22-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
26-Jan-2007
Status Date

VT
State

WAES0612USA02573
Mfr Report Id

Information has been received from a nurse practitioner concerning a 20 year old female with no medical history or allergies, who was vaccinated IM with 0.5
ml dose of Gardasil vaccine (yeast). Concomitant therapy included unspecified hormonal contraceptives (unspecified). Subsequently, the patient experienced
severe injection site pain at the time of immunization. Unspecified medical attention was sought. No diagnostic laboratory studies were performed.
Subsequently, the patient recovered. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

271115-1

26-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
22-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
26-Jan-2007
Status Date

NY
State

WAES0612USA02574
Mfr Report Id

Information has been received from a physician concerning a 22 year old female who on an unknown date was vaccinated with a first dose of Gardasil vaccine
(yeast). Subsequently, the patient broke out with acne all over her face. Unspecified medical attention was sought. No diagnostic studies were performed. No
product quality complaint was involved. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

NONE
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

271116-1

26-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Acne

 ER VISIT, NOT SERIOUS

Other Vaccine
22-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
26-Jan-2007
Status Date

CA
State

WAES0612USA02604
Mfr Report Id

Information has been received from a physician concerning a female (age not reported) who was "positive for one strain of papilloma viral infection". On an
unspecified date, the patient was vaccinated intramuscularly with the first "single dose vial" of Gardasil vaccine (yeast). Subsequently, the patient developed an
"allergic reaction". The patient was sought unspecified medical attention. The patient was treated with a "steroid dose pack". At the time of this report, the
outcome of the event was unknown. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:

Papilloma viral infectionPrex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

271117-1

26-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Allergy to vaccine

 ER VISIT, NOT SERIOUS

Other Vaccine
22-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Sep-2006
Vaccine Date

28-Sep-2006
Onset Date

1
Days

29-Jan-2007
Status Date

MI
State

WAES0612USA02630
Mfr Report Id

Information has been received from the mother of a 14 year old female who on 27 Sep 2006 was vaccinated with a dose of Gardasil. Vaccination the same day
included a dose of influenza virus vaccine (unspecified). Concomitant therapy included Allegra. On 28 Sep 2006, the next day, the patient developed little, itchy
bumps on her legs and pimple like bumps on her back. The patient's mother reported that it may or may not have been an allergic reaction, or it "could have
been" dry skin. The patient takes therapy with Allegra every day, although, the mother was unsure if the patient had taken it the day of the vaccination.
Unspecified medical attention was sought. Subsequently, the patient fully recovered the same day. No other vaccinations have been given. Additional
information has been requested.

Symptom Text:

AllegraOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

271118-1

29-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Acne, Dry skin, Hypersensitivity, Rash pruritic

 ER VISIT, NOT SERIOUS

Other Vaccine
22-Jan-2007

Received Date

Prex Vax Illns:

HPV4
FLU

MERCK & CO. INC.
UNKNOWN MANUFACTURER

NULL
NULL

Unknown
Unknown

Unknown
Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Dec-2006
Vaccine Date

12-Dec-2006
Onset Date

0
Days

29-Jan-2007
Status Date

--
State

WAES0612USA02666
Mfr Report Id

Information has been received from a physician concerning a female who on 12 Dec 2006 was vaccinated with a "full" dose of Gardasil. At the time of
administration, a small amount of bleeding was reported at the injection site. The bleeding was controlled prior to the patient leaving the physician's office on 12
Dec 2006. The patient called the office the day (13 Dec 2006) and reported that she had bled from the injection site and that the "blood had run down her arm".
The patient feels that she did not get the full vaccination because of the bleeding problem. It was reported that the patient sought unspecified medical attention.
As of 13 Dec 2006, the patient had recovered from bleeding at the injection site. Additional information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

271119-1

29-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site haemorrhage

 ER VISIT, NOT SERIOUS

Other Vaccine
22-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Oct-2006
Vaccine Date

21-Oct-2006
Onset Date

0
Days

29-Jan-2007
Status Date

TN
State

WAES0612USA02744
Mfr Report Id

Information has been received from a nurse practitioner concerning a 19 year old female with an allergy to penicillin who on 21 Oct 2006 was vaccinated
intramuscularly in the left deltoid with the first dose of Gardasil (Lot #653650/0702F).  Concomitant therapy included hormonal contraceptives (unspecified). On
21 Oct 2006 the patient experienced minor redness and swelling at the injection site, which later resolved. On 08 Dec 2006 the patient presented with bacterial
vaginosis and had a positive pap smear test for high risk HPV types. It was noted that on an unspecified date in November 2006 and on 09 Dec 2005 the
patient's pap smear tests were negative. Subsequently, unspecified medical attention was sought and the patient had not recovered from positive pap smear
test. Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

cervical smear, 12/8/06, + High risk HPV types; cervical smear 11/04, negative; cervical smear 12/09/05, negative.
Penicillin allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

271120-1

29-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site oedema, Smear cervix abnormal, Smear cervix normal, Vaginitis bacterial

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0702F 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Jan-2007
Status Date

--
State

WAES0612USA02748
Mfr Report Id

Information has been received from a registered nurse concerning a female (age not reported) who on an unspecified date was vaccinated with Gardasil.
Subsequently, the patient developed an "adverse reaction". No details were given of the adverse experience. At the time of this report, the outcome of the
event was unknown. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

271121-1

29-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Adverse drug reaction

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Jan-2007
Status Date

NC
State

WAES0612USA02774
Mfr Report Id

Information has been received from a Nurse Practitioner concerning a 15 year old female patient who was vaccinated with her first dose of Gardasil.
Subsequently, the patient experienced prolonged dizziness. Medical attention was required. The patient recovered. The nurse practitioner reported that she
was unsure if the 2nd dose of Gardasil should be administered. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

271122-1

05-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 ER VISIT, NOT SERIOUS

Other Vaccine
22-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Nov-2006
Vaccine Date

Unknown
Onset Date Days

29-Jan-2007
Status Date

NC
State

WAES0612USA02786
Mfr Report Id

Information has been received from a nurse practitioner concerning an 11 year old female with a history of Lyme disease, and ear infection, "reactive airways"
and no known allergies or adverse drug reactions reported. On 01-Nov-2006, the patient was vaccinated  intramuscularly with 0.5 ml of Gardasil vaccine
(yeast). Subsequently, the patient developed dizziness for about three weeks. It was reported that the patient "had some lab studies done and was referred to a
neurologist (she had not seen him yet). The laboratory diagnostics included blood sugar, a urinalysis and vision screening (results not reported). The nurse
practitioner reported that there were some family issues that were occurring also be a cause. The patient was referred to an eye physician because she failed
her school eye exam. At the time of this report, the patient was recovering from the events. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic urinalysis ophthalmogical exam blood glucose
Lyme disease, Ear infection, Reactive airway disease

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

271123-1

29-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Laboratory test, Ophthalmological examination, Ophthalmological examination abnormal, Urine analysis

 ER VISIT, NOT SERIOUS

Other Vaccine
22-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Dec-2006
Vaccine Date

07-Dec-2006
Onset Date

0
Days

29-Jan-2007
Status Date

FL
State

WAES0612USA02801
Mfr Report Id

Information has been received from a physician concerning a female (NOS) who on approximately 07-Dec-2006 was vaccinated with the first dose of Gardasil
vaccine (yeast) (lot# not provided). Immediately after receiving the injection on approximately 07-Dec-2006 the patient developed hives in the same arm where
she received the injection. The patient sought unspecified medical attention. At the time of this report it was unknown if the patient had recovered from the
hives.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

271124-1

29-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 593
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Dec-2006
Vaccine Date

14-Dec-2006
Onset Date

0
Days

29-Jan-2007
Status Date

CO
State

WAES0612USA02807
Mfr Report Id

Information has been received from a physician concerning a 15 year old female with sulfonamide allergy who on 14-Dec-2006 was vaccinated with a first dose
of Gardasil vaccine (yeast) (lot#653650/0697F) pre-filled syringe IM into the left deltoid. Concomitant vaccination on 14-Dec-2006 included a dose of influenza
virus vaccine (unspecified) (manufacturer unknown). On 14-Dec-2006 the patient experienced broke out in rash all over her body. There was no fever
associated with the rash. It was unclear if there was any local rash or reaction at the injection site. At the same visit the patient was given amoxicillin for an
unknown reason. As of 15-Dec-2006 the rash persisted. Additional information has been requested.

Symptom Text:

amoxicillin  influenza virus vaccineOther Meds:
Lab Data:
History:
Prex Illness:

NONE
sulfonamide allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

271125-1

29-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash generalised

 ER VISIT, NOT SERIOUS

Other Vaccine
22-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0697F 0 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Nov-2006
Vaccine Date

17-Nov-2006
Onset Date

1
Days

29-Jan-2007
Status Date

NY
State

WAES0612USA02899
Mfr Report Id

Information has been received from a physician concerning a 20 year old female with an allergy to antibiotics who on 16-Nov-2006 was vaccinated with a first
dose of Gardasil vaccine (yeast). On 17-Nov-2006 the patient developed pain at the injection site. The patient began to have joint pain throughout her body.
The location of the joint rotated and was in her right knee at the time of this report. Laboratory evaluations revealed that erythrocyte sedimentation rate and
complete blood count were normal. The patient was to be seen by a neurologist. The physician reported that she would most likely hold off on the second dose
of Gardasil vaccine (yeast). At the time of this report, the patient's joint pain persisted. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

complete blood cell 11?/??/06 - normal erythrocyte 11?/??/06 - normal
Allergic reaction to antibiotics

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

271126-1

29-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Full blood count normal, Injection site pain, Red blood cell sedimentation rate normal

 ER VISIT, NOT SERIOUS

Other Vaccine
22-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Oct-2006
Vaccine Date

17-Oct-2006
Onset Date

0
Days

29-Jan-2007
Status Date

TN
State

WAES0612USA02924
Mfr Report Id

Information has been received from a nurse practitioner concerning a 20 year old female with gastric reflux who on 17-Oct-2006 was vaccinated IM with a first
dose of Gardasil vaccine (yeast) (lot#653735/0688F). Concomitant therapy included Nuvaring and Aciphex. That evening the patient experienced quite a bit of
nausea and a headache. It was noted that the patient couldn't study. On 18-Oct-2006, the nausea was gone. The patient thought that her headache was due to
new contacts. On 19-Oct-2006, the patient's headache went away after she took her contacts out. One month later the patient experienced a upper respiratory
infection but the nurse practitioner did not think it was related to the vaccine. Unspecified medical attention was sought. No diagnostic laboratory studies were
involved. At the time of this report the outcome of upper respiratory infection was unknown. No product quality complaint was involved. Additional information
has been requested.

Symptom Text:

NUVARING ACIPHEXOther Meds:
Lab Data:
History:
Prex Illness:

NONE
Gastroesophageal reflux

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

271127-1

29-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Nausea, Upper respiratory tract infection

 ER VISIT, NOT SERIOUS

Other Vaccine
22-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0688F 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Dec-2006
Vaccine Date

11-Dec-2006
Onset Date

0
Days

29-Jan-2007
Status Date

FL
State

WAES0612USA02952
Mfr Report Id

Information has been received from a registered nurse concerning a 51 year old female with an allergy to benzoyl peroxide who on 11-Dec-2006 was
vaccinated intramuscularly with the first dose of Gardasil vaccine (yeast). Concomitant therapy included Yasmin. On 14-Dec-2006 the patient began to
experience muscle aches, and on 17-Dec-2006 the patient began experiencing swelling of her face and lips, but no rash. The patient treated herself with
Benadryl and was scheduled to see her physician on 18-Dec-2006. At the time of this report, the muscle aches and swelling of her face and lips persisted.
Additional information has been requested.

Symptom Text:

YASMINOther Meds:
Lab Data:
History:
Prex Illness:

NONE
HYPERSENSITIVITY

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
51.0

271128-1

29-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug hypersensitivity, Face oedema, Lip swelling, Myalgia

 ER VISIT, NOT SERIOUS

Other Vaccine
22-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Dec-2006
Vaccine Date

15-Dec-2006
Onset Date

0
Days

29-Jan-2007
Status Date

PA
State

WAES0612USA02967
Mfr Report Id

Information has been received from a physician concerning a 19 year old female with no persistent medical history or drug reactions/allergies, who on 15-Dec-
2006 was vaccinated with Gardasil vaccine (yeast) (0.5 ml0. There was no concomitant medication. On 15-Dec-2006, following, vaccination, the patient
developed a red itchy rash "all over". Unspecified medication attention was sought. At the time of this report the patient had not recovered. Additional
information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory 12/??/06 - results not provided
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

271129-1

29-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash pruritic

 ER VISIT, NOT SERIOUS

Other Vaccine
22-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Aug-2006
Vaccine Date

14-Aug-2006
Onset Date

0
Days

29-Jan-2007
Status Date

SD
State

WAES0612USA03013
Mfr Report Id

Information has been received from a physician and a registered nurse concerning a 27 year old female with narcolepsy and migraines and a history of cervical
dysplasia and papilloma viral infection, and no known allergies, who on 14-Aug-2006 was vaccinated intramuscularly in the left deltoid with the first dose of
Gardasil vaccine (yeast) (lot#653937/0637F). Concomitant therapy included "a medication for narcolepsy", Imitrex tablets, Excedrin Migraine, Aviane and
dextroamphetamine. On 14-Aug-2006, following the vaccination, the patient experienced flu-like symptoms, nausea, hot and cold sensations, weight loss,
decreased energy, cold respiratory symptom, dry skin, and a taste of iron in her mouth. On 04-Oct-2006, the patient was seen by her primary care physician
and her white blood count was noted to be within normal range.  The patient received the second dose of Gardasil vaccine (yeast) in the right deltoid on 20-
Oct-2006. On 14-Dec-2006 the patient called her physician's office and stated that she was experiencing the same type of flu-like symptoms and thought it was
related to the vaccine. At the time of this report, the patient had not recovered . Unspecified medical attention was sought. The nurse reported that the patient
missed work or school due to the symptoms, however the nurse did not feel the events were serious. It was recommended to the patient not to receive the third
dose of Gardasil vaccine (yeast). Additional information has been requested.

Symptom Text:

(therapy unspecified) EXCEDRIN MIGRAINE dextroamphetamine AVIANE IMITREX TABLETSOther Meds:
Lab Data:
History:

Narcolepsy, MigrainePrex Illness:

WBC count 10/04*06 - WNL
Cervical dysplasia, Papilloma viral infection

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
27.0

271130-1

29-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Dry skin, Dysgeusia, Feeling hot and cold, Influenza like illness, Nasopharyngitis, Nausea, Weight decreased, White blood cell count normal

 ER VISIT, NOT SERIOUS

Other Vaccine
22-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0637F 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Jan-2007
Status Date

IN
State

WAES0612USA03102
Mfr Report Id

Information has been received from a physician concerning a female patient (demographics not provided) who on an unspecified date was vaccinated with the
first dose of Gardasil vaccine (yeast) (lot# not provided). Subsequently the patient experienced a missed menstrual period. The patient sought unspecified
medical attention. At the time of this report the patient had not recovered from the missed menstrual period. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

271131-1

05-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Amenorrhoea

 ER VISIT, NOT SERIOUS

Other Vaccine
22-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Dec-2006
Vaccine Date

13-Dec-2006
Onset Date

2
Days

26-Jan-2007
Status Date

NM
State

WAES0612USA03120
Mfr Report Id

Information has been received from a Nurse Practitioner concerning an 18 year old female who on 11 Dec 2006 was vaccinated with the first dose of Gardasil
(yeast) (Lot # 653736/0868F). Concomitant therapy included hormonal contraceptives (unspecified). Within 48 hours post vaccination, on approximately 13 Dec
2006 the patient experienced a severe headache. The patient sought unspecified medical attention. The headache was treated with Tylenol and resolved "in
one day". Additional information has been requested.

Symptom Text:

Hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

271132-1

26-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache

 ER VISIT, NOT SERIOUS

Other Vaccine
02-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0868F Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Nov-2006
Vaccine Date

07-Nov-2006
Onset Date

0
Days

29-Jan-2007
Status Date

--
State

WAES0612USA03130
Mfr Report Id

Information has been received from a nurse concerning a 24 year old female with a history of panic attacks who on 07-Nov-2006 was vaccinated with a 0.5 ml
dose of Gardasil vaccine (yeast) (lot#653938/0954F). Concomitant therapy included Asacol. On 07-Nov-2006 later that night, the patient experienced
tachycardia and difficulty breathing. Unspecified medical attention was sought. At the time of this report, the patient's outcome was unknown. No product
complaint was involved. Additional information has been requested.

Symptom Text:

ASACOLOther Meds:
Lab Data:
History:
Prex Illness:

UNK
PANIC ATTACK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

271133-1

29-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dyspnoea, Tachycardia

 ER VISIT, NOT SERIOUS

Other Vaccine
22-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0954F Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Dec-2006
Vaccine Date

19-Dec-2006
Onset Date

0
Days

29-Jan-2007
Status Date

TX
State

WAES0612USA03131
Mfr Report Id

SCIATICA; DRUG ADMINISTERED AT INAPPROPRIATE SITE. Information has been received from a nurse practitioner concerning a female patient who on
19-DEC-2006 was vaccinated IM into the dorsogluteal muscle with a dose of HPV rL1 6 11 16 18 VLP vaccine (yeast). There was no concomitant medications.
On 19-DEC-2006, the patient experienced sciatic nerve pain (noted that when the patient was vaccinated the sciatic nerve was hit).  The pain went up her back
and then it crossed over to the middle onto the left back. The pain occurred right after the injection.  It was noted that there was no bruising or inflammation.
Unspecified medical attention was sought.  No laboratory diagnostic studies were performed.  At the time of this report, the patient had not recovered. No
product quality complaint was involved.  Additional information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

NONE
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

271134-1

03-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug administered at inappropriate site, Pain, Sciatic nerve injury, Sciatica

 ER VISIT, NOT SERIOUS

Other Vaccine
22-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Jan-2007
Status Date

--
State

WAES0612USA03151
Mfr Report Id

Information has been received from a clinical coordinator at a doctor's office concerning a female who was vaccinated with a first and second dose of HPV rL1
6 11 16 18 VLP vaccine (yeast) (0.5 ml).  Subsequently, the patient fainted after receiving both doses. The patient recovered. There were no relevant
diagnostic test or laboratory data.  Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

NONE
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

271135-1

03-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
22-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
M

Gender
22-Nov-2006
Vaccine Date

22-Nov-2006
Onset Date

0
Days

29-Jan-2007
Status Date

--
State

WAES0612USA03152
Mfr Report Id

Information has been received from a consumer concerning her 53 year old father with liver problems and no drug allergies who on 22-NOV-2006 inadvertently
received HPV rL1 6 11 16 18 VLP vaccine (yeast) (0.5 ml), orally. There was no concomitant medication.  Subsequently, "in late November" the patient
experienced nausea, dizziness and weakness.  At the time of the report, the patient had not recovered.  There were no relevant diagnostic tests or laboratory
data.  Additional information is not expected.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

NONE
Liver disorder

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
53.0

271136-1

02-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Dizziness, Inappropriate schedule of drug administration, Nausea, Off label use

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown By Mouth



10 JUN 2008 06:27Report run on: Page 605
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Dec-2006
Vaccine Date

18-Dec-2006
Onset Date

0
Days

29-Jan-2007
Status Date

--
State

WAES0612USA03188
Mfr Report Id

Information has been received from a registered nurse concerning her 20 year old daughter with no medical history or allergies, who on 18-DEC-2006 was
vaccinated IM with a first dose of HPV rL1 6 11 16 18 VLP vaccine (yeast). There was no concomitant medication. On 18-DEC-2006, the patient experienced
throbbing pain in her arm.  Unspecified medical attention was sought. No diagnostic studies were performed.  At the time of this report, the patient's pain was
subsiding. No product quality complaint was involved.  Additional information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

271137-1

03-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pain, Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
22-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 606
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Jan-2007
Status Date

--
State

WAES0612USA03315
Mfr Report Id

Information has been received from an office manager concerning a 17 year old female patient who on an unspecified date was vaccinated with HPV rL1 6 11
16 18 VLP vaccine (yeast), 0.5 mL, injection. concomitant medication was not reported.  Subsequently on an unspecified date, the patient fainted after she
received the first dose of HPV rL1 6 11 16 18 VLP vaccine (yeast). The patient sough unspecified medical attention.  The office manager stated that the patient
did not have anything to eat prior to receiving the injection.  Subsequently on an unspecified date, the patient recovered from the event. Additional information
has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

271138-1

03-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 607
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Jan-2007
Status Date

--
State

WAES0612USA03323
Mfr Report Id

Information has been received from a physician concerning a female (age not reported) who on an unspecified date was vaccinated with HPV rL1 6 11 16 18
VLP vaccine (yeast), 0.5 mL, injection.  Concomitant medication was not reported.  Subsequently on an unspecified date, the patient developed a rash while
being administered HPV rL1 6 11 16 18 VLP vaccine (yeast). The patient sough unspecified medical attention. The outcome of the event was not reported.
Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

271139-1

03-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 608
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Dec-2006
Vaccine Date

20-Dec-2006
Onset Date

2
Days

29-Jan-2007
Status Date

NY
State

WAES0612USA03353
Mfr Report Id

Information has been received from a nurse concerning a 19 year old female patient with asthma, depression and allergies to valproate sodium, diazepam,
gabapentin and acetaminophen (+) butalbital (+) caffeine who on 18-DEC-2006 was vaccinated with her first dose of HPV rL1 6 11 16 18 VLF vaccine (yeast),
1pt #654540/1161F.  Concomitant therapy included montelukast sodium (MSD), escitalopram oxalate, lansoprazole, and metoprolol succinate.  On 20-DEC-
2006 the patient called the office and stated that the injection site was itchy. Medical attention was sought.  The physician's office to follow up with patient, her
outcome was unknown. Additional information has been requested.

Symptom Text:

Lexapro, Prevacid, Toprol XL tablets, SingulairOther Meds:
Lab Data:
History:
Prex Illness:

NONE
Asthma; Depression; Drug hypersensitivity

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

271140-1

03-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pruritus

 ER VISIT, NOT SERIOUS

Other Vaccine
22-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 654540/1161F 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 609
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Dec-2006
Vaccine Date

01-Dec-2006
Onset Date

0
Days

29-Jan-2007
Status Date

--
State

WAES0612USA03390
Mfr Report Id

Initial and follow-up information has been received from a health professional concerning a 14 year old female who in "early" December 2006, was vaccinated
with Gardasil. There was no concomitant medication. Subsequently in "early" December 2006, the patient experienced flu-like symptoms and pain for about 4
days after injection. The sought unspecified medical attention. No diagnostics were performed.  Subsequently, in "mid-December" the patient recovered from
flu-like symptoms and pain for about 4 days after injection.  Additional information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

271141-1

07-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Influenza like illness, Pain

 ER VISIT, NOT SERIOUS

Other Vaccine
22-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 610
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Dec-2006
Vaccine Date

13-Dec-2006
Onset Date

0
Days

29-Jan-2007
Status Date

--
State

WAES0612USA03396
Mfr Report Id

Information has been received from a clinical manager concerning a female who on "13-DEC-2006 or 14-DEC-2006" was vaccinated with HPV rL1 6 11 16 18
VLP vaccine (yeast). On 13-DEC-2006, or 14-DEC-2006, the patient fainted almost immediately after receiving the vaccination.  The patient sought unspecified
medical attention.  Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

NONE
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

271142-1

09-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 611
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Dec-2006
Vaccine Date

01-Dec-2006
Onset Date

0
Days

29-Jan-2007
Status Date

--
State

WAES0612USA03521
Mfr Report Id

Information has been received from a registered nurse concerning a female (age not reported) who in approximately December 2006, was vaccinated with HPV
rL1 6 11 16 18 VLP vaccine (yeast).  In approximately December 2006, when administering the vaccine with the prefilled syringe, the nurse release the spring
before removing the syringe, therefore causing the patient pain at the injection site. No additional information was available at the time of reporting. No further
information is available.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

271143-1

03-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Vaccination complication

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 612
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Jan-2007
Status Date

--
State

WAES0612USA03533
Mfr Report Id

Information has been received from a nurse practitioner concerning a 22 year old female with pertinent medical history and drug reaction/allergies not reported
who on an unspecified date was vaccinated with the initial dose of Gardasil injection. Concomitant medication was not reported. In December 2006 ( a few
weeks ago), the patient fainted after Gardasil was administered. The patient sought unspecified medical attention. The outcome of the event was not reported.
Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

271144-1

30-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 613
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Dec-2006
Vaccine Date

19-Dec-2006
Onset Date

0
Days

29-Jan-2007
Status Date

MD
State

WAES0612USA03566
Mfr Report Id

Information has been received from a licensed practical nurse concerning a 20 year old female who had hypersensitivity reported as "Motrin for allergies". On
19 Dec 2006, the patient was vaccinated intramuscularly with the firs "single dose vial" of Gardasil (Lot # 653938/0954F). Concomitant therapy included Motrin,
Desogen, Allegra and Zantac. On 19 Dec 2006, "almost immediately after vaccination", the patient became a little flushed in the face and had to take a minute
to sit and gather herself together. The patient was noted to have a blood pressure of 101/65 mmHg (date unknown). The patient sought unspecified medical
attention. It was reported that the patient" improved within seconds". On 19 Dec 2006, the patient had recovered from the event. The licensed practical nurse
reported that they were planning to vaccinate for the second and third dose as indicated in the "PI". Additional information has been requested.

Symptom Text:

Desogen, Allegra, Motrin, ZantacOther Meds:
Lab Data:
History:
Prex Illness:

blood pressure, 12/19/06, 101/6 mmHg
hypersensitivity

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

271145-1

30-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Flushing, Hypotension, Malaise

 ER VISIT, NOT SERIOUS

Other Vaccine
22-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0954F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 614
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Nov-2006
Vaccine Date

01-Dec-2006
Onset Date

4
Days

30-Jan-2007
Status Date

--
State

WAES0612USA03644
Mfr Report Id

Information has been received from a physician concerning an 18 year old white female who on 27 Nov 2006 was vaccinated with Gardasil (lot number
653650/0641F). Concomitant therapy on 27 Nov 2006 included Fluvirin. On 01 Dec 2006 the patient experienced dizziness with walking or standing. On 02 Dec
2006 the patient experienced headache on top of her head. Subsequently, the patient recovered from dizziness with walking or standing and headache on top
of her head. A prescription treatment was given for the experiences (not specified). Additional information is not expected.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

271146-1

30-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness postural, Headache

 ER VISIT, NOT SERIOUS

Other Vaccine
22-Jan-2007

Received Date

Prex Vax Illns:

HPV4
FLU

MERCK & CO. INC.
CHIRON CORPORATION

0641F
72222

Unknown
Unknown

Intramuscular
Unknown



10 JUN 2008 06:27Report run on: Page 615
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
30-Jan-2007
Status Date

OR
State

WAES0612USA03827
Mfr Report Id

Information has been received from a physician concerning a female patient who on an unspecified date was vaccinated with Gardasil. Subsequently, following
vaccination, the patient experienced pain and a burning sensation in the arm. Unspecified medical attention was sought. At the time of this report, the patient's
pain and burning sensation in the arm persisted. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

271147-1

30-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Burning sensation, Pain

 ER VISIT, NOT SERIOUS

Other Vaccine
22-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 616
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Dec-2006
Vaccine Date

22-Dec-2006
Onset Date

4
Days

30-Jan-2007
Status Date

NC
State

WAES0612USA03830
Mfr Report Id

Information has been received from a pharmacist and a 25 year old female patient with sulfonamide allergy reporting that on 18 Dec 2006 the patient was
vaccinated IM with a first dose of Gardasil. Concomitant therapy included Lexapro. Four days later, on approximately 22 Dec 2006, the patient developed
painful genital warts. The patient's painful genital warts persisted and she sought unspecified medical attention. Additional information has been requested.

Symptom Text:

LexaproOther Meds:
Lab Data:
History:
Prex Illness:

NONE
sulfonamide allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

271148-1

30-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anogenital warts, Pain

 ER VISIT, NOT SERIOUS

Other Vaccine
22-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 617
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
25-Aug-2006
Vaccine Date

Unknown
Onset Date Days

30-Jan-2007
Status Date

PA
State

WAES0612USA03950
Mfr Report Id

Information has been received from a certified medical assistant concerning a patient who on 25 Aug 2006 was vaccinated with a first dose of Gardasil,
intramuscularly. Subsequently the patient developed a herpes virus infection. The patient's pediatrician had concluded that the infection was not due to
Gardasil. It was also reported that the patient's second dose was delayed because some time after the first dose, because she developed the herpes virus
infection. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

271149-1

30-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Herpes virus infection

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 618
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
30-Jan-2007
Status Date

--
State

WAES0612USA04030
Mfr Report Id

Information has been received from a female patient (age not reported) who on an unspecified date was vaccinated with the initial dose of Gardasil.
Concomitant medication was not reported. In December 2006, the patient experienced really bad diarrhea after receiving the first dose of Gardasil. The
outcome of the event was not reported. No further information is available.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

271150-1

30-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Diarrhoea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 619
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
30-Jan-2007
Status Date

--
State

WAES0612USA04034
Mfr Report Id

Information has been received from a physician concerning a female (age not reported) who on an unspecified date was vaccinated with Gardasil. Concomitant
medication was not reported. Subsequently on an unspecified date, the patient almost fainted immediately after receiving Gardasil. The nurse at the physician's
office stated that the girl seemed "afraid of needles." The outcome of the event was not reported. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

271151-1

30-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Presyncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 620
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
30-Jan-2007
Status Date

FL
State

WAES0612USA04148
Mfr Report Id

Information has been received from a physician via a company representative concerning a female (age not reported) who, on an unspecified date, was
vaccinated with a first dose o Gardasil (Lot # not reported). The physician reporeted that after the first dose, the patient experienced nausea, diarrhea and
vomiting. The physician also reported that after the second dose of Gardasil, the patient experienced a sore throat and swollen glands. The patient sought
unspecified medical attention. There was no product quality complaint involved. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

271152-1

30-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Diarrhoea, Lymphadenopathy, Nausea, Pharyngolaryngeal pain, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 621
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Dec-2006
Vaccine Date

24-Dec-2006
Onset Date

4
Days

30-Jan-2007
Status Date

IL
State

WAES0612USA04161
Mfr Report Id

Information has been received from a consumer concerning her 14 year old daughter who on 20 Dec 2006 was vaccinated with a first dose of Gardasil. On 24
Dec 2006, the patient developed a full body rash. The patient did not seek medical attention for her experience. At the time of this report, the patient had not
recovered. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

271153-1

30-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash generalised

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 622
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
30-Jan-2007
Status Date

--
State

WAES0612USA04171
Mfr Report Id

Information has been received from a female pharmacist who was vaccinated IM with a second dose of Gardasil. The pharmacist reported that she did not feel
the second injection. The patient's outcome was unknown. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

271154-1

30-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Unevaluable event

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 623
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Nov-2006
Vaccine Date

22-Nov-2006
Onset Date

0
Days

30-Jan-2007
Status Date

FL
State

WAES0701USA00013
Mfr Report Id

Information has been received from a physician concerning a female patient who on 22 Nov 2006 was vaccinated with a 0.5 ml dose of Gardasil. On
approximately 22 Nov 2006, the physician reported that the patient experienced reaction a "tendonitiis like" pain near the injection site. It was noted that there
were no signs of cellulitis and the pain has not been responsive to OTC non-steroidal medication. At the time of this report, the patient had not recovered.
Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

271155-1

30-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
22-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 624
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Dec-2006
Vaccine Date

30-Dec-2006
Onset Date

3
Days

30-Jan-2007
Status Date

--
State

WAES0701USA00040
Mfr Report Id

Information has been received from a 26 year old female pharmacist who on 27 Dec 2006 was vaccinated with a 0.5 mL dose of Gardasil. On 30 Dec 2006, the
patient developed bumps on skin, located mainly on the back, sporadic on the chest, 5-6 noted, and also on belly: none on legs. The pharmacist reported that
they were painful and "felt like bruises," The patient's outcome was unknown. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

271156-1

30-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Contusion, Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 625
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Nov-2006
Vaccine Date

29-Nov-2006
Onset Date

0
Days

30-Jan-2007
Status Date

PA
State

WAES0701USA00048
Mfr Report Id

Information has been received from the mother of an 11 year old female with an allergy to Rondec and migraines who on 25 Oct 2006 was vaccinated
intramuscularly with the first dose of Gardasil. Concomitant therapy included an unspecified migraine therapy. The mother reported that her daughter received
the second dose of Gardasil approximately 35 days after receiving the first dose. The mother was informed by her physician that it was "okay" and that the
patient did not have to restart the series. The mother also reported that following the second vaccination, on 30 Nov 2006, her daughter experienced pain in the
arm in which she was vaccinated. Unspecified medical attention was sought. The patient subsequently recovered from the paid on an unspecified date.
Additional information has been requested.

Symptom Text:

therapy unspecifiedOther Meds:
Lab Data:
History:
Prex Illness:

NONE
hypersensitivity, migraine

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

271157-1

30-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
22-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 626
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Dec-2006
Vaccine Date

27-Dec-2006
Onset Date

0
Days

30-Jan-2007
Status Date

--
State

WAES0701USA00101
Mfr Report Id

Information has been received from a nurse practitioner concerning a 15 year old female who on 27 Dec 2006 was vaccinated with a first dose of Gardasil
concomitantly with a dose of influenza virus vaccine (unspecified) using a different injection site. On 27 Dec 2006, approximately  2 hours after the vaccination,
the patient experienced swelling and numbness in her lower lip. On approximately 29 Dec 2006, the patient recovered without treatment. Additional information
has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

271158-1

05-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia oral, Lip swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-Jan-2007

Received Date

Prex Vax Illns:

HPV4
FLU

MERCK & CO. INC.
UNKNOWN MANUFACTURER

NULL
NULL

0 Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 627
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Dec-2006
Vaccine Date

27-Dec-2006
Onset Date

0
Days

30-Jan-2007
Status Date

NJ
State

WAES0701USA00109
Mfr Report Id

Information has been received from a nurse concerning a female who on approximately 27 Dec 2006 was vaccinated with a second dose of Gardasil. On
approximately 27 Dec 2006 the patient developed swelling in the arm. The patient was treated with Benadryl. At the time of the report, the patient's outcome
was unknown. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

271159-1

30-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Oedema peripheral

 ER VISIT, NOT SERIOUS

Other Vaccine
22-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 628
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Dec-2006
Vaccine Date

05-Dec-2006
Onset Date

1
Days

30-Jan-2007
Status Date

NJ
State

WAES0701USA00115
Mfr Report Id

Information has been received from an office manager concerning a 16 year old female who on 04 Dec 2006 was vaccinated IM, into the left deltoid, with 0.5 ml
second dose of Gardasil (lot #653736/0868F). On 05 Dec 2006 the patient developed an itchy rash on her arm. The patient was treated with Benadryl and the
rash was gone the on the night of 05 Dec 2006. On 06 Dec 2006, the patient recovered. The office manger reported that there was no adverse reaction after
the patient's first dose of Gardasil. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

271160-1

30-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash pruritic

 ER VISIT, NOT SERIOUS

Other Vaccine
22-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0868F 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 629
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Dec-2006
Vaccine Date

05-Dec-2006
Onset Date

1
Days

30-Jan-2007
Status Date

--
State

WAES0701USA00119
Mfr Report Id

Information has been received from a physician concerning a teenage female who on 04 Dec 2006 was vaccinated with the second dose of Gardasil
(lot#653736/0868F), IM injection. Concomitant medication was not reported. On 05 Dec 2006, the patient developed a rash on her forearms. The physician
reported that the patient was seen by another physician in the office, who prescirbed Benadryl to treat the rash. The outcome of the event was not reported.
Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

271161-1

30-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0868F 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 630
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Dec-2006
Vaccine Date

27-Dec-2006
Onset Date

0
Days

30-Jan-2007
Status Date

NJ
State

WAES0701USA00120
Mfr Report Id

Information has been received from an RN concerning a 21 year old female patient who on 23 Oct 2006 was vaccinated IM with her first dose of Gardasil, lot
#654540/1162F. On approximately 27 Dec 2006 the patient was vaccinated with her 2nd dose of Gardasil. On 27 Dec 2006 the patient developed a painful
injection site after vaccination and also developed a red rash going up and then down her arm and around the injection site. She was given Benadryl and
advised to keep an ice pack on it for the rest of the day. As of the report date the patient was recovering. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

NONE
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

271162-1

30-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Injection site pain, Injection site rash, Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
22-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 631
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Oct-2006
Vaccine Date

19-Dec-2006
Onset Date

60
Days

29-Jan-2007
Status Date

IL
State

WAES0701USA00156
Mfr Report Id

Information has been received from a registered nurse concerning a 15 year old female who on 20-Oct-2006 was vaccinated with the first dose of Gardasil
vaccine (yeast) (lot# not provided). Concomitant therapy included Ortho Evra. On 19-Dec-2006 the patient was diagnosed with mononucleosis by her primary
care physician. The patient sought unspecified medical attention. At the time of this report the patient's mononucleosis persisted. The reporter felt that the
mononucleosis was not related to therapy with Gardasil vaccine (yeast). Additional information has been requested.

Symptom Text:

ORTHO EVRAOther Meds:
Lab Data:
History:
Prex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

271164-1

29-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Unevaluable event

 ER VISIT, NOT SERIOUS

Other Vaccine
22-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 632
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Dec-2006
Vaccine Date

Unknown
Onset Date Days

29-Jan-2007
Status Date

TX
State

WAES0701USA00223
Mfr Report Id

Information has been received from a physician concerning a 12 year old female who on 01-Dec-2006 was vaccinated with the first dose of Gardasil vaccine
(yeast) (lot# not provided).On unspecified date in December, 2006, the patient separate two periods (dates not provided). The patient sought unspecified
medical attention. At the time of this report it was unknown if the patient had recovered from the event. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

271165-1

29-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Amenorrhoea

 ER VISIT, NOT SERIOUS

Other Vaccine
22-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 633
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Jan-2007
Status Date

KY
State

WAES0701USA00226
Mfr Report Id

Information has been received from a health professional concerning a 19 year old female with a hypersensitivity to "sepna" who on an unspecified date was
vaccinated (at another unspecified physicians office) with the first dose of Gardasil vaccine (yeast) (lot# not provided). Concomitant therapy included naproxen
sodium (Aleve) and ibuprofen. Subsequently, the patient reported that she experienced itching and swelling at the injection site which spread to her body. The
patient sought unspecified medical attention. At the time of this report it was unknown if the patient had recovered from the event. Additional information has
been requested.

Symptom Text:

ibuprofen ALEVEOther Meds:
Lab Data:
History:
Prex Illness:

HYPERSENSTIVITY

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

271166-1

29-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pruritus, Injection site swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
22-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 634
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Jan-2007
Status Date

MI
State

WAES0701USA00228
Mfr Report Id

Information has been received from a physician concerning a 12 year old female who on an unspecified date was vaccinated intramuscularly with the first dose
of Gardasil vaccine (yeast) (lot# not provided). Concomitant therapy included Strattera and Concerta. Subsequently, the patient presented to the reporting
physicians office for her second dose of Gardasil vaccine (yeast) and the patient's mother reported that the patient had been diagnosed with "acute immune
hepatitis". The physician reported that the patient was asymptomatic, looked fine and was not sick. The physician did not give the second dose of the vaccine
at that time based on the report from the mother. The physician reported that she is watching the patient's liver function tests which have progressively risen to
70. The reporting physician felt that the auto immune hepatitis was not related to therapy with Gardasil vaccine (yeast). Additional information has been
requested.

Symptom Text:

STRATTERA CONCERTAOther Meds:
Lab Data:
History:
Prex Illness:

hepatic function tests 70
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

271167-1

29-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hepatitis acute, Liver function test abnormal

 ER VISIT, NOT SERIOUS

Other Vaccine
22-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 635
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Jan-2007
Status Date

NJ
State

WAES0701USA00462
Mfr Report Id

Information has been received from an RN concerning a patient who has an allergic reaction after being vaccinated with a dose of Gardasil vaccine (yeast).
The patient's outcome was unknown. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

271168-1

29-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Allergy to vaccine

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 636
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Dec-2006
Vaccine Date

01-Dec-2006
Onset Date

0
Days

29-Jan-2007
Status Date

--
State

WAES0701USA00932
Mfr Report Id

Information has been received from a registered nurse concerning a female who in approximately December 2006, was vaccinated with Gardasil vaccine
(yeast). In approximately December 2006, when administering the vaccine with the pre-filled syringe, the nurse released the spring before removing the
syringe, therefore causing the patient pain at the injection site. No additional information was available at the time of reporting. No further information is
available.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

271169-1

29-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Vaccination complication

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Gluteous maxima Unknown



10 JUN 2008 06:27Report run on: Page 637
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Jan-2007
Status Date

--
State

WAES0701USA00967
Mfr Report Id

Information has been received from a physician concerning a female (age not reported) who on an unspecified date was vaccinated with Gardasil vaccine
(yeast), 0.5 ml, injection. Concomitant medication was not reported. Subsequently on an unspecified date, the patient developed a rash while being
administered Gardasil vaccine (yeast). The patient sought unspecified medical attention. The outcome of the event was not reported. Additional information has
been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

271170-1

29-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 638
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Jan-2007
Status Date

IN
State

WAES0701USA01303
Mfr Report Id

Information has been received from a physician concerning a female (demographics not provided) who on an unspecified date was vaccinated with the first
dose of Gardasil vaccine (yeast) (lot# not provided). Subsequently the patient experienced a missed menstrual period. The patient sought unspecified medical
attention. At the time of this report the patient had not recovered from the missed menstrual period. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

271171-1

29-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Menstruation irregular

 ER VISIT, NOT SERIOUS

Other Vaccine
22-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 639
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Jan-2007
Vaccine Date

13-Jan-2007
Onset Date

0
Days

26-Jan-2007
Status Date

NY
State

WAES0701USA02032
Mfr Report Id

Information has been received from a health professional concerning a 16 year old female who on 11-NOV-2006 was vaccinated intramuscularly with 0.5 ml of
the first dose of Gardasil vaccine (yeast) (lot#654510/0962F) and had no difficulties with the vaccine. On 13-JAN-2007 the patient was given her second dose
of Gardasil vaccine (yeast) (lot# not provided). Within a few moments of receiving the vaccine the patient experienced a seizure, had a very brief loss of
consciousness and fell to the floor. The patient was sent to the emergency room for evaluation. The patient was not admitted to the hospital. While in the
emergency room she had a CT scan, chest-x-ray and unspecified blood work. The results of these tests were all negative. The patient was seen for a follow-up
appointment by the physician on 16-JAN-2007. The patient reported that she was tired, however had not suffered any additional seizures. The patient was
referred for a neurology consult. The physician considered the event to be life-threatening. At the time of this report the patient had not recovered from the
events. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

chest x-ray 01/13/07 - normal, computed axial 01/13/07 - normal, electrocardiogram 01/13/07 - normal
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

271177-1 (S)

26-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blood test normal, Computerised tomogram normal, Convulsion, Fall, Fatigue, Loss of consciousness

 ER VISIT, LIFE THREATENING, SERIOUS

Other Vaccine
25-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 640
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Jan-2007
Vaccine Date

11-Jan-2007
Onset Date

0
Days

26-Jan-2007
Status Date

--
State

WAES0701USA01948
Mfr Report Id

Information has been received from a physician concerning her 20 year old daughter who on 11-JAN-2007 was vaccinated IM with a 0.5 ml dose of Gardasil
vaccine (yeast) (lot#653938/0954F). Concomitant therapy included Yasmin. On 11-JAN-2007, fifteen minutes after the vaccination, welts appeared on the
patient's neck and spread all over the body. Dermatographia resulted all over the patient's body, her hands and feet were swollen, and she experienced arthritic
pain in her joints. It was reported that the patient was not able to walk because of the pain. The patient was treated with Zyrtec, dexamethasone and
hydroxyzine. Unspecified blood tests were performed (results not reported). At the time of this report, the patient was not recovered. Welts, dermatographia,
peripheral swelling, arthritic-like joint pain and the patient's inability to walk were considered to be disabling events. Additional information has been requested.

Symptom Text:

YasminOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory 01/11?/07 - results not reported
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

271178-1 (S)

26-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Dermographism, Gait disturbance, Oedema peripheral, Urticaria

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Other Vaccine
25-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0954F Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 641
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Jan-2007
Vaccine Date

23-Jan-2007
Onset Date

0
Days

26-Jan-2007
Status Date

UT
State Mfr Report Id

pt had a rash at the injection site, and had a severe headacheSymptom Text:

Other Meds:
Lab Data:
History:

NONEPrex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

271180-1

26-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Injection site rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
25-Jan-2007

Received Date

NONE~~~0~In PatientPrex Vax Illns:

HPV4 MERCK & CO. INC. 0906F 1 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 642
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
02-Feb-2007
Status Date

--
State

WAES0612USA04046
Mfr Report Id

Information has been received from a health professional and a pharmacist concerning a 13 year old patient who on an unspecified date was vaccinated with a
dose of Zostavax. Unspecified medical attention was sought. The patient was not experiencing any know symptoms. it was reported that the error was not a
result of product confusion. The patient's vaccination history reported to include a first dose of varicella virus vaccine live on an unspecified date, but not a
second dose of varicella virus vaccine live. There was no product quality complaint involved. No further information was available. Additional information has
been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

271273-1

02-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 No adverse effect, Wrong drug administered

 ER VISIT, NOT SERIOUS

Other Vaccine
22-Jan-2007

Received Date

Prex Vax Illns:

VARZOS
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 643
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
01-Feb-2007
Status Date

--
State

WAES0701USA00186
Mfr Report Id

Information has been received from a health professional and a pharmacist concerning a 20 year old patient who on an unspecified date was vaccinated with a
dose of Zostavax vaccine instead Gardasil vaccine (yeast). Unspecified medical attention attention was sought. The patient was not experienced any known
symptoms. It was reported that the error was not a result of product confusion. There was no record of the patient ever receiving Varicella virus vaccine live.
There was no product quality complaint involved. No further information was available. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

271281-1

01-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 No adverse effect, Wrong drug administered

 ER VISIT, NOT SERIOUS

Other Vaccine
22-Jan-2007

Received Date

Prex Vax Illns:

VARZOS
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 644
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Jan-2007
Vaccine Date

10-Jan-2007
Onset Date

1
Days

26-Jan-2007
Status Date

KS
State Mfr Report Id

Gardasil given 1/9/07. On 1/10/07 complained of lightheadedness, nausea. Ran fever 1/13, 1/14, 1/15.Symptom Text:

Tegretol, Ovcon 35Other Meds:
Lab Data:
History:

NONEPrex Illness:

Seizure disorder

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

271302-1

29-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
26-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1162F 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 645
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Jan-2007
Vaccine Date

24-Jan-2007
Onset Date

1
Days

29-Jan-2007
Status Date

AZ
State Mfr Report Id

Gardasil was given in office. Pt. reported only some irritation at site following the administration of vaccine. The following day she developed local erythema and
sm. blister. She was seen again in the office on 1/25/07. Superficial blister/inflammation of approx. 0.5 x 1.5cm was noted. No cellulitis noted. Area was lt. pink
in color. Advised pt. to keep area clean and dry, apply antibiotic oint. if desired. Only local treatment needed. No further treatment anticipated.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

271334-1

29-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site inflammation, Injection site irritation, Injection site vesicles

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
26-Jan-2007

Received Date

Prex Vax Illns:

VARCEL
TDAP
HEPA
HPV4
MNQ

MERCK & CO. INC.
AVENTIS PASTEUR
MERCK & CO. INC.
MERCK & CO. INC.
AVENTIS PASTEUR

1144F
C2689AA
1209F
1424F
U2002AC

1
0
1
0
0

Left arm
Left arm

Right arm
Gluteous maxima
Gluteous maxima

Subcutaneously
Intramuscular
Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 646
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Jan-2007
Vaccine Date

25-Jan-2007
Onset Date

0
Days

30-Jan-2007
Status Date

TN
State Mfr Report Id

Patient was administered a vaccination of gardasil by accident instead of the scheduled comvax. It was administer on 1/25/06.  It has been only one and no
symptoms have been observed. Gardasil is approved for patients of 9 years to 26 years.  No studies have been done for a patient of 15 months.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
1.3

271341-1

01-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Wrong drug administered

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
26-Jan-2007

Received Date

Prex Vax Illns:

HPV4
DTAP

MERCK & CO. INC.
UNKNOWN MANUFACTURER

0954F
UNKNOWN

1
1

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 647
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Nov-2006
Vaccine Date

01-Nov-2006
Onset Date

0
Days

30-Jan-2007
Status Date

KS
State

WAES0701USA02456
Mfr Report Id

Information has been received from a health professional concerning a 22 year old female patient who on approximately 01-NOV-2006 was vaccinated with a
first IM dose of Gardasil vaccine (yeast). On approximately 01-NOV-2006 the patient experienced seizure. The reporter had no further information. It was noted
that patient was 2 weeks late for her second dose of Gardasil vaccine (yeast) and had not yet received it. Upon internal review, seizure is considered an other
important medical event. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

271365-1

30-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion

 ER VISIT, NOT SERIOUS

Other Vaccine
29-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 648
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
10-Nov-2006
Vaccine Date

11-Nov-2006
Onset Date

1
Days

30-Jan-2007
Status Date

CT
State

WAES0701USA03418
Mfr Report Id

Information has been received from a physician concerning a patient (age and gender unknown) with Crohn's disease who on 10-NOV-2006 was vaccinated
intramuscularly with a 0.5 mL dose of Gardasil vaccine (yeast) (Lot # 653978/0955F). On 11-NOV-2006 the patient had a flair up of Crohn's disease after
receiving the Gardasil vaccine (yeast). The flair up was so severe that the patient had to be out of school for a month. The patient sought unspecified medical
attention. No product quality complaint was involved. At the time of this report, the patient was recovering. The flair up of Crohn's disease was considered to be
disabling. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
Crohn's disease

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

271366-1 (S)

30-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Condition aggravated, Crohns disease

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Other Vaccine
29-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0955F Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 649
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
30-Jan-2007
Status Date

NY
State

WAES0701USA03718
Mfr Report Id

Information has been received from a physician concerning a female (age unspecified) with unspecified history of drug reaction/allergies and no pertinent
medical history who on an unspecified date was vaccinated with Gardasil vaccine (yeast) (lot# not reported) 0.5 ml by injection. Concomitant therapy was not
reported. Subsequently, the patient experienced a seizure after the injection of Gardasil vaccine (yeast). Medical attention was sought. At the time of reporting,
the patient had recovered. Upon internal review, seizure was determined to be an Other Important Medical Event. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

271367-1

30-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion

 ER VISIT, NOT SERIOUS

Other Vaccine
29-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 650
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Jan-2007
Vaccine Date

13-Jan-2007
Onset Date

2
Days

30-Jan-2007
Status Date

--
State

WAES0701USA02394
Mfr Report Id

Information has been received from a nurse practitioner concerning a 20 year old female who on 11-Jan-2007 was vaccinated with Gardasil vaccine (yeast),
intramuscularly. Concomitant therapy included Allegra and Nuvaring. On 13-Jan-2007 the patient had a "rash from her neck down". The patient was seen in the
emergency room and was given Prednisone. At the time of the report, the patient was recovering. The reporter was considering giving the patient Benadryl and
Prednisone before the next vaccination with Gardasil vaccine (yeast). The patient's experience was considered to be an other medical event. Additional
information has been requested.

Symptom Text:

NUVARING, ALLEGRAOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

271368-1

30-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash generalised

 ER VISIT, NOT SERIOUS

Other Vaccine
29-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Jan-2007
Vaccine Date

10-Jan-2007
Onset Date

0
Days

30-Jan-2007
Status Date

NJ
State

WAES0701USA03376
Mfr Report Id

Information has been received from a Registered Nurse concerning a female patient (demographics not reported) who on 10-JAN-2007 was vaccinated
intramuscularly with the first dose of Gardasil vaccine (yeast) (lot # not provided). Concomitant therapy included BOOSTRIX and hepatitis A virus vaccine
(manufacturer unknown). On 10-JAN-2007 immediately post vaccination the patient "passed out and went into a seizure." The patient sought unspecified
medical attention. At the time of this report it was not reported if the patient had recovered from her experience. Upon internal review the seizure was
considered to be an other medical event. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

271369-1

30-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Loss of consciousness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
29-Jan-2007

Received Date

Prex Vax Illns:

TDAP

HPV4
HEPA

GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
UNKNOWN MANUFACTURER

NULL

NULL
NULL

0

Unknown

Unknown
Unknown

Unknown

Intramuscular
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Jan-2007
Vaccine Date

26-Jan-2007
Onset Date

0
Days

30-Jan-2007
Status Date

DE
State Mfr Report Id

Patient got dizzy, passed out.Symptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

271387-1

31-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Loss of consciousness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
29-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1425F 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 653
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Jan-2007
Vaccine Date

12-Jan-2007
Onset Date

2
Days

30-Jan-2007
Status Date

RI
State Mfr Report Id

48 hours post injection-appeared to have witnessed tonic clonic seizures with postictal phase lasting less than 1 min. 03/01/07-records received from facility for
DOS 01/12/2007-DX fainting. 03/01/07-records received from facility for DOS 01/12/2007-DX fainting.

Symptom Text:

SingulairOther Meds:
Lab Data:

History:
NONEPrex Illness:

Ct- Brain Nec Labs received 3/1/07-strep screen negative for group A strep. CBC WNL except for lymphocyte 21.6. CT cranial-no intracranial abnormality.
Some evidence her for mild paranasal sinus disease particularly on the left side
seasonal allergies, asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

271411-1

09-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Grand mal convulsion, Postictal state, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
29-Jan-2007

Received Date

Prex Vax Illns:

HPV4HPV4 MERCK & CO. INC. 0955F 0 Right arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Jan-2007
Vaccine Date

17-Jan-2007
Onset Date

2
Days

01-Feb-2007
Status Date

MO
State Mfr Report Id

Mild erythema and edema to Left deltoid. Prescribed over the counter Motrin 400 mg every 6-8 hours as needed.Symptom Text:

Other Meds:
Lab Data:
History:

NONEPrex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

271456-1

01-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site oedema

 ER VISIT, NOT SERIOUS

Other Vaccine
29-Jan-2007

Received Date

Prex Vax Illns:

TDAP
HEPA
HPV4

AVENTIS PASTEUR
MERCK & CO. INC.
MERCK & CO. INC.

C2638AA
0694F
0954F

0
0
0

Left arm
Left arm

Right arm

Intramuscular
Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Jan-2007
Vaccine Date

Unknown
Onset Date Days

31-Jan-2007
Status Date

CA
State Mfr Report Id

Child attended Karate class and instructor was tapping the injection not knowing that the child had received immunizations the day before.  Red swollen the
size of a baseball at site of injection on right deltoid.  Area was tender to touch.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Seeing provider for eczemaPrex Illness:

None
eczema  no allergies noted

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

271470-1

31-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
30-Jan-2007

Received Date

Prex Vax Illns:

MNQ
HPV4
FLU

AVENTIS PASTEUR
MERCK & CO. INC.
AVENTIS PASTEUR

U2209AA
0868F
U2310AA

0
0
1

Right arm
Right arm
Left arm

Intramuscular
Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Jan-2007
Vaccine Date

21-Jan-2007
Onset Date

4
Days

31-Jan-2007
Status Date

MO
State Mfr Report Id

Awoke from nap on 01/21/2007 and was disoriented and confused.  Taken to the ER where multiple tests were performed.  This last several hours.  Psychiatry
was consulted as well.  Patient states she felt funny the next day, but was ok by 01/23/2007.

Symptom Text:

LexaproOther Meds:
Lab Data:
History:

nonePrex Illness:

CBC, chemistry profile, thyroid tests, drug screen, head CT, EEG -  all tests were NORMAL
Depression

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

271473-1

31-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Confusional state, Disorientation, Feeling abnormal

 ER VISIT, NOT SERIOUS

Other Vaccine
30-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0955F 1 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Jan-2007
Vaccine Date

29-Jan-2007
Onset Date

3
Days

31-Jan-2007
Status Date

CA
State Mfr Report Id

I began to itch 3 days after my vaccination shot. At first, I thought it was my eczema acting up, but then I began to itch and scratch all over my arms,
underarms, legs, and on my hip bones. Hives have appeared on these areas. i applied flucinonide on the itchy areas, but they still remain itchy. I will see the
doctor tomorrow, but I do not believe I can see the doctor who recommended the vaccination.

Symptom Text:

Other Meds:
Lab Data:
History:

nonePrex Illness:

I have seasonal allergies, as well as allergies to animals, dust, plants, grasses, and trees.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

271476-1

31-Jan-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
31-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0011U 0 Right arm Unknown



10 JUN 2008 06:27Report run on: Page 658
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
01-Feb-2007
Status Date

--
State

WAES0701USA04270
Mfr Report Id

Information has been received from a registered nurse (also reported as a physician) concerning a female who was vaccinated  with her first dose of Gardasil
vaccine (yeast) 0.5 ml. Subsequently the patient had a seizure. Subsequently, the patient recovered from the seizure. Therapy with Gardasil vaccine (yeast) will
not be reintroduced. Upon internal review, seizure was considered an other important medical event. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

NONE
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

271531-1

01-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion

 ER VISIT, NOT SERIOUS

Other Vaccine
31-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 659
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Jan-2007
Vaccine Date

16-Jan-2007
Onset Date

0
Days

01-Feb-2007
Status Date

NC
State

WAES0701USA03520
Mfr Report Id

Information has been received from a LPN concerning a 17 year old female with asthma who on 16-JAN-2007 was vaccinated with a first dose of Gardasil
vaccine (yeast). On 16-JAN-2007 the patient experienced burning in her chest and lungs. The patient was seen at an Urgent Care facility and her lungs were
found to be clear and her oxygen saturation was within normal limits. The Urgent Care physician's impression was that the patient experienced some type of
allergic reaction. The patient was treated with Tylenol and Benadryl and instructed to come back if the symptoms did not improve or if they exacerbated. The
LPN felt that there was a possibility of hospitalization at the time, however, at the time of this report, the patient was recovering and improving on treatment. No
product quality complaint was involved. The reporter felt that allergic reaction was an other important medical event. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

pulse oximetry-within normal limits
ASTHMA

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

271532-1

01-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chest pain, Hypersensitivity, Oxygen saturation normal

 ER VISIT, NOT SERIOUS

Other Vaccine
31-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Jan-2007
Vaccine Date

25-Jan-2007
Onset Date

0
Days

01-Feb-2007
Status Date

MA
State Mfr Report Id

After receiving vaccine and getting off table felt dizzy walked to appointment desk and became very "oozy" almost fainted mom caught her put in trendelenberg
position, given orange juice quickly felt better.

Symptom Text:

Other Meds:
Lab Data:
History:

NONEPrex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

271541-1

06-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Presyncope

 NO CONDITIONS, NOT SERIOUS

Related reports:   271541-2

Other Vaccine
31-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0688F 0 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Jan-2007
Vaccine Date

25-Jan-2007
Onset Date

0
Days

17-Jul-2007
Status Date

MA
State

WAES0705USA01679
Mfr Report Id

Information has been received concerning a 12 year old female who on 25-JAN-2007 was vaccination with Gardasil, lot# 653735/0688F in the left arm (second
dose). On 25-JAN-2007 after receiving the vaccine and getting off the table the patient felt dizzy and walked to the appointment desk and became very "oozy" -
almost fainted. The patient's mother caught her and put her in a Trendelenberg Position. The patient was given orange juice and quickly felt better. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

271541-2

06-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Presyncope

 NO CONDITIONS, NOT SERIOUS

Related reports:   271541-1

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0688F 1 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Dec-2006
Vaccine Date

04-Jan-2007
Onset Date

8
Days

01-Feb-2007
Status Date

MI
State Mfr Report Id

One week after the injection,my daughter broke out with big hives,rash and itching. She was put on predizone.That did not sseem to help very much. It is a little
over a month and she is better but still breaks out with red bumps and  hives.

Symptom Text:

allegraOther Meds:
Lab Data:
History:

nonePrex Illness:

allergic to peanuts

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

271545-1

01-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Pruritus, Rash, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
31-Jan-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0961F 0 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Jan-2007
Vaccine Date

25-Jan-2007
Onset Date

8
Days

01-Feb-2007
Status Date

PA
State Mfr Report Id

Started with signs of chicken pox 8 days after vaccine over entire back, neck, front, abdomen. No comitant symptoms no fever, no stomach symptoms, no pain,
no cough, no runny nose, no sore throat. Positive puritis.

Symptom Text:

Asmarx, Albuterol, Florim creamOther Meds:
Lab Data:
History:

NONEPrex Illness:

Eczema, Asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

271559-1

01-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus, Rash vesicular

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
31-Jan-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

1046F
1427F

1
0

Left arm
Left arm

Subcutaneously
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Jan-2007
Vaccine Date

22-Jan-2007
Onset Date

18
Days

02-Feb-2007
Status Date

--
State Mfr Report Id

On 1/4/2007, pt was given first dose of Gardasil vaccine. Also, on that day, changed OCP from Lo-ovral to Ovcon-35 because of spotting. Presnted 1/22/07
with pruitic rash consisting of tine erythematous papules on arms/legs/trunk

Symptom Text:

Ovcon-35Other Meds:
Lab Data:
History:
Prex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

271577-1

05-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash erythematous, Rash pruritic

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
01-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0637F Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Jan-2007
Vaccine Date

08-Jan-2007
Onset Date

0
Days

02-Feb-2007
Status Date

MD
State

WAES0701USA01621
Mfr Report Id

Initial and follow up information has been received from a health professional concerning a 20 year old female patient with a history of 2 therapeutic abortions
(2000 and 2004) abdominal pain, mild rectal bleeding, papilloma viral infection and sexually transmitted disease who on 08-JAN-2007 was vaccinated IM into
the left deltoid with a second 0.5 ml of Gardasil vaccine (yeast) (lot#655619/1427F). Concomitant therapy included Risperdal and Celexa. The patient was
reportedly pregnant at this time and did not tell the office. An HCG pregnancy test was done. The patient is scheduled for a prenatal visit on 19-JAN-2007. Her
LMP was approximately 11-OCT-2006 and EDD 19-JUL-2007. An ultrasound on 18-JAN-2007 for gestational dates revealed of 7 weeks of 7 weeks and 3 days.
The patient had an elective termination on 23-JAN-2007. There was no further information available. The patient received a first 0.5 ml dose of Gardasil
vaccine (yeast) (lot#654540/0800F) on 23-OCT-2006 IM into the left deltoid. Upon internal review, elective termination was considered to be an other important
medical event. Additional information has been requested.

Symptom Text:

Celexa, RisperdalOther Meds:
Lab Data:
History:
Prex Illness:

ultrasound 01/18/2007 - 7 week 3 day gestational dates urine beta-human 01/08?/07
Abdominal pain, Rectal bleeding, Papilloma viral infection, Sexually transmitted disease, Termination of pregnancy elective.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

271583-1

02-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion induced, Drug exposure during pregnancy, Pregnancy, Pregnancy test positive, Ultrasound scan

 ER VISIT, NOT SERIOUS

Other Vaccine
01-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1427F 1 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Jan-2007
Vaccine Date

30-Jan-2007
Onset Date

1
Days

02-Feb-2007
Status Date

MA
State Mfr Report Id

itching, swelling and hivelike rash with bumps on face the 1st day.  next day, rash over face, neck, chest, upper arms.  worse with exposure to cold air.
resolved after warming about 15-20 min 1st day. 2nd day resolved with benadryl 25mg x 1.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

271607-1

02-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus, Rash, Swelling, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
01-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0955F 1 Right arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Jan-2007
Vaccine Date

19-Jan-2007
Onset Date

0
Days

05-Feb-2007
Status Date

--
State Mfr Report Id

Patient received 1st dose of Gardasil vaccine and the next day her arm got red and swollen and she experienced nausea and dizziness. 4 days later she
reports arm continued to swell and be painful, but denies fever or chills. Patient was advised to take dihenhydramine and use ice on the area.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

271629-1 (S)

05-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Erythema, Nausea, Oedema peripheral, Pain in extremity

 PERMANENT DISABILITY, SERIOUS

Other Vaccine
02-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Subcutaneously
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Jan-2007
Vaccine Date

07-Jan-2007
Onset Date

1
Days

02-Feb-2007
Status Date

NY
State Mfr Report Id

Very severe skin rash covering the entire body. Itchy skin, some sneezing scratchy throat. Headache, stomach ache overall feeling of being unwell. After 4
days rash not gone. Treatment: Benadryl every 5 hours, Aveeno baths.

Symptom Text:

Other Meds:
Lab Data:
History:

NONEPrex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

271631-1

05-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain upper, Headache, Malaise, Pruritus, Rash generalised, Sneezing, Throat irritation

 ER VISIT, NOT SERIOUS

Other Vaccine
02-Feb-2007

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

1424F
1210F

0
0

Unknown
Unknown

Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Jan-2007
Vaccine Date

14-Jan-2007
Onset Date

5
Days

05-Feb-2007
Status Date

MA
State Mfr Report Id

5 days after being administered the 2nd in a series of Gardasil developed hives requiring Benadryl and a visit to local ER. No facial edema, difficulty breathing
or SOB occurred

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

271650-1

05-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
02-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0955F Right arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Jan-2007
Vaccine Date

30-Jan-2007
Onset Date

6
Days

05-Feb-2007
Status Date

SD
State Mfr Report Id

Canker type sores in mouth still present. Complained of sore throat,achy,abdominal pain, general malaise the past couple of days but feeling better yesterday.
Important to note is that she has a boyfriend who may have been infected with HG (herpes gladitorium)-his wrestling team had "ringworm" and "staph" and now
area wrestlers are showing up with HG which is said to be confused often times with staph skin infections.  Cold sores are common with HG and are contagious
of course, so it might be possible that she contracted the sores by kissing her boyfriend who may have been infected with HG?? Not sure and can't prove that
he was infected.

Symptom Text:

Adderal and SeroquelOther Meds:
Lab Data:

History:
nonePrex Illness:

Started not feeling well 1/30/07 pm. Stayed home the next day (1/31/07)due to above listed complaints. That evening she developed bad stomach pain. Taken
to ER to rule out appendicitis-felt much better the next day but then began developing
good physical health

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

271654-1

05-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Aphthous stomatitis, Malaise, Pain, Pharyngolaryngeal pain

 ER VISIT, NOT SERIOUS

Other Vaccine
02-Feb-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

AVENTIS PASTEUR
MERCK & CO. INC.

61784AA
0960F

0
0

Right arm
Left arm

Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Jan-2007
Vaccine Date

02-Feb-2007
Onset Date

4
Days

06-Feb-2007
Status Date

RI
State Mfr Report Id

Patient complained of itchy rash on legs/arms for 3-4 days. She presented 2 days after the shot with raised hives on legs, feet and hands. She was placed on
Medrol dose pack, Atarax, 100 1 qd

Symptom Text:

Fluoxetine, Zometa, TrisprintecOther Meds:
Lab Data:
History:

NONEPrex Illness:

Allergic reaction, unspecified
Depression, No prior allergies

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

271695-1

06-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash pruritic, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
05-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0011UEXP21MA
R09

0 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Jan-2007
Vaccine Date

17-Jan-2007
Onset Date

0
Days

06-Feb-2007
Status Date

MI
State Mfr Report Id

Patient suffered a vasovagal (syncope) reaction after vaccine given. Sent to ERSymptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

EKG-ne
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

271697-1

06-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope vasovagal

 ER VISIT, NOT SERIOUS

Other Vaccine
05-Feb-2007

Received Date

Prex Vax Illns:

TDHPV4 MERCK & CO. INC. 1162F 0 Gluteous maxima Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Jan-2007
Vaccine Date

29-Jan-2007
Onset Date

0
Days

07-Feb-2007
Status Date

MA
State Mfr Report Id

2 days after giving Menactra and HPV vaccine #1, pt developed L shoulder and L arm pain, with ok strength but pain with motion.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

271819-1

11-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Musculoskeletal pain, Pain in extremity

 ER VISIT, NOT SERIOUS

Related reports:   271819-2

Other Vaccine
06-Feb-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2158AA
1447F

0
0

Unknown
Unknown

Unknown
Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Jan-2007
Vaccine Date

29-Jan-2007
Onset Date

0
Days

04-May-2007
Status Date

MA
State

WAES0704USA05652
Mfr Report Id

Information has been received from a physician concerning an 18 year old female patient who on 29-JAN-2007 was vaccinated in her left arm with her first
dose of Gardasil, lot #655617/1447F. Concomitant therapy included meningococcal vaccine (unspecified). On 29-JAN-2007 after receiving the injection the
patient experienced weakness and tingling in her left arm which spread over the entire length of her arm and also to her jaw. She experienced so much
discomfort in her jaw that she had difficulty chewing. An examination of the patient ruled out Guillain-Barre Syndrome. The above reaction eventually resolved
in two weeks and on approximately 12-FEB-2007, the patient recovered. The physician considered the events to be disabling. Additional information has been
requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

271819-2 (S)

15-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Muscular weakness, Paraesthesia

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Related reports:   271819-1

Other Vaccine
03-May-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2158AA
1447F

0
0

Unknown
Unknown

Unknown
Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Feb-2007
Vaccine Date

05-Feb-2007
Onset Date

0
Days

09-Feb-2007
Status Date

OH
State Mfr Report Id

Pt was receiving Gardasil, Hep A and Then  Menactra. Right after administering the Menactra she said I feel funny and passed out. She was out for about 10
seconds. Then vomited 1x. Said she felt really tired.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

271892-1

09-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Fatigue, Feeling abnormal, Loss of consciousness, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
07-Feb-2007

Received Date

Prex Vax Illns:

MNQ
HPV4
HEPA

AVENTIS PASTEUR
MERCK & CO. INC.
MERCK & CO. INC.

U2157BA
00144
1280F

0
0
0

Left arm
Right arm
Right arm

Unknown
Unknown
Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Jan-2007
Vaccine Date

26-Jan-2007
Onset Date

0
Days

08-Feb-2007
Status Date

NY
State

WAES0702USA00217
Mfr Report Id

Information has been received from a physician concerning a 24 year old female with no pertinent medical history and no history of drug reactions/allergies who
on 26-JAN-2007 was vaccinated with Gardasil vaccine (yeast) (lot# not reported), IM. There was no concomitant medication. On 26-JAN-2007, the patient
developed a sore throat, fever, and chills later that evening. She went to the emergency room on 30-JAN-2007 where she exhibited expressive aphasia. A
computed tomography (CT) scan showed nothing. She was admitted to the hospital where she a neurology consult. All tests have come up negative (CT scan,
magnetic resonance imaging, complete blood count, electrolytes, and C-reactive protein). The physician stated that the patient has 3 chinchilla pets and one of
them has a fungal infection which is currently being treated with myconazole spray. The physician consulted the veterinarian as well as an infectious disease
specialist. The physician saw the patient today and she was able to form some sentences. The physician is observing the patient and will order some additional
tests. The physician reported the event will be a disability if this adverse event continues. Additional information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:

History:
Prex Illness:

computed axial 01/30/07 - negative, magnetic resonance 01/30/07 - negative, complete blood cell 01/30/07 - negative, serum c-reactive 01/30/07 - negative,
serum electrolytes test 01/30/07 - negative, temperature measurement 01/30/07 - fever
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

271896-1 (S)

08-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Aphasia, Blood electrolytes normal, C-reactive protein normal, Chills, Computerised tomogram normal, Full blood count normal, Pharyngolaryngeal pain,
Pyrexia

 ER VISIT, HOSPITALIZED, SERIOUS

Other Vaccine
07-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Jan-2007
Vaccine Date

16-Jan-2007
Onset Date

12
Days

08-Feb-2007
Status Date

--
State

200700247
Mfr Report Id

Initial report received on 26 January 2007, from another manufacturer, under the reference number B0454855A, concerning a patient. A 12 year old female
patient, was enrolled in the other manufacturers study and received on 04 January 2007 a dose of Menactra (lot number U2091AA) intramuscular intro the left
upper deltoid and the first dose of study vaccine of Gardasil (lot number DHPVA017A). Since 16 January 2007, since 12 days post administration, the patient
had been experiencing pneumonia and developed erythema multiforme and was hospitalized. The patient had been to th e(study) office two days prior to
admission with fever, swollen lips and vaginal itch. Exam failed to reveal significant findings other than rales over left posterior lung fields (urine analysis and
chest X ray were normal). A clinical diagnosis of rash fitting description of erythema multiform was made. The patient was discharged with symptomatic
treatment. She was seen in emergency room the next day and admitted on 18 January 2007 for intravenous treatment (rochepin). The event was unresolved at
the time of reporting. The other manufacturer's investigator considered that there was a reasonable possibility that th erythema multiforme may have been
caused by Gardasil and Menactra and was due to pneumonia.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

271904-1 (S)

08-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chest X-ray normal, Erythema multiforme, Genital pruritus female, Lip swelling, Pneumonia, Pyrexia, Rales, Rash, Urine analysis normal

 HOSPITALIZED, SERIOUS

Other Vaccine
07-Feb-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

AVENTIS PASTEUR
MERCK & CO. INC.

U2091AA
DPHVA017A

Right arm
Left arm

Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Feb-2007
Vaccine Date

Unknown
Onset Date Days

09-Feb-2007
Status Date

AZ
State Mfr Report Id

Patient had a vasovagal syncopal episode with seizure seconds after receiving the vaccine. Checked blood sugar and BP and EKG and everything looked
normal. Observed patient in clinic and no problems after.

Symptom Text:

Other Meds:
Lab Data:
History:

NONEPrex Illness:

EKG, Blood sugar
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

271932-1

09-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blood glucose normal, Blood pressure normal, Convulsion, Electrocardiogram normal, Syncope vasovagal

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
07-Feb-2007

Received Date

Prex Vax Illns:

MNQ
FLU
HPV4

AVENTIS PASTEUR
AVENTIS PASTEUR
MERCK & CO. INC.

UE552AA
U22522A
0960F

0
0
0

Left arm
Right arm
Left arm

Intramuscular
Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Jan-2007
Vaccine Date

24-Jan-2007
Onset Date

1
Days

21-Mar-2007
Status Date

MA
State

WAES0702USA01267
Mfr Report Id

Information has been received from a certified medical assistant concerning a 23 year old female with migraine headaches who on 23-JAN-2007 was
vaccinated IM with a second 0.5ml dose of Gardasil (lot #655205/1426F). The next day, the patient experienced headache and rated it 5 out of 10 on a pain
scale. The patient took EXCEDRIN, EXCEDRINE MIGRAINE, TYLENOL, ALEVE, and IMITREX which did not relieve her headache. Her headache was
constant. The patient also complained of nausea. On 08-FEB-2007, the patient was seen by her physician and was prescribed a Z pack and MUCINEX D for
sinusitis. At the time of this report, the patient had not recovered. It was also reported that on 14-NOV-2006 the patient was vaccinated with a first dose of
Gardasil. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:

MigrainePrex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

271956-2

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Nausea, Sinusitis

 ER VISIT, NOT SERIOUS

Related reports:   271956-1

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1426F 1 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Jan-2007
Vaccine Date

20-Jan-2007
Onset Date

5
Days

12-Feb-2007
Status Date

NJ
State Mfr Report Id

Gardasil and Menactra given 1/11/07 beginning 1/22/07 jerking, tremors, shaking episodes occurring only during sleepSymptom Text:

Other Meds:
Lab Data:
History:

NONEPrex Illness:

EEG, CBC, SMAC, chest x-ray and barium swallow
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

271999-1

12-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abnormal sleep-related event, Dyskinesia, Tremor

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Feb-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

AVENTIS PASTEUR
MERCK & CO. INC.

V1974AM
1425F

Right arm
Left arm

Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Feb-2007
Status Date

IL
State

WAES0702USA00543
Mfr Report Id

Information has been received from a nurse concerning a female patient (age unknown) who, on an unspecified date, was vaccinated with a 0.5 ml dose of
Gardasil vaccine (yeast). The day after vaccination, the patient felt dizzy and lightheaded and experienced nausea. The patient was admitted to the hospital for
2 days. A CT scan performed at the hospital revealed vertigo. At the time of this report, the outcome was unknown. No product quality complaint was involved.
Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

computed axial - vertigo
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

272010-1 (S)

13-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Computerised tomogram abnormal, Dizziness, Nausea, Vertigo

 ER VISIT, HOSPITALIZED, SERIOUS

Other Vaccine
09-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Feb-2007
Vaccine Date

09-Feb-2007
Onset Date

1
Days

12-Feb-2007
Status Date

CA
State Mfr Report Id

14 y/o girl had distal swelling of both hands with erythema and some petechiae within one day of receiving 1st dose of gardasil.  No other symptoms.  Mother
gave benadryl

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

272037-1

13-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Oedema peripheral, Petechiae

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Feb-2007
Vaccine Date

07-Feb-2007
Onset Date

0
Days

13-Feb-2007
Status Date

TX
State Mfr Report Id

Headachem dizziness, increased heart rate, light-headness, shortness of breath. Symptoms began approximately 40 minutes after vaccination.Symptom Text:

NONEOther Meds:
Lab Data:
History:

NONE per patientPrex Illness:

blood glucose 86 mg/dl, temperature 97.1, pulse 88 and regular, BP 110/76 SpO2 99%
ASTHMA

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

272065-1

13-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Dyspnoea, Headache, Heart rate increased

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0012U 0 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Feb-2007
Vaccine Date

09-Feb-2007
Onset Date

0
Days

14-Feb-2007
Status Date

CA
State Mfr Report Id

R arm sore at injection siteSymptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
27.0

272066-1

14-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
12-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0012U 1 Right arm Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Jan-2007
Vaccine Date

06-Jan-2007
Onset Date

4
Days

13-Feb-2007
Status Date

--
State

WAES0701USA05054
Mfr Report Id

Information has been received from a physician concerning her daughter, a 19 year old female who on 13-OCT-2006 was vaccinated with the first dose of
Gardasil vaccine (yeast) (lot#653938/0954F) without any difficulties. On 02-JAN-2007 the patient received the second dose of Gardasil vaccine (yeast)
(lot#654389/0961F). Concomitant therapy included fluoxetine HCl (SARAFEM) and "Femcon" (NOS). On approximately 06-JAN-2007 the patient developed a
tender reddened firm area in her upper arm around the injection site that "hurt her to sleep on". On an unspecified date the patient went to the emergency room
and was diagnosed with cellulitis and treated with Cephalexin (Keflex). After 10 days of treatment with cephalexin was completed the patient's "reddened firm
area went down and was less tender". However, with 48 hours of stopping the therapy with cephalexin the area was "reddened, firm and tender". After 5 days
the patient was seen at her university health services office, who "refused to treat her for cellulitis and referred her back to her gynecologist who gave her the
vaccine". On approximately 01-FEB-2007 the patient was then seen by the internist who diagnosed her with a hematoma. At the time of this report the cellulitis
was considered resolved and the hematoma was resolving. The physician reported that the patient will continue with the third vaccination in her other arm. The
reporting physician consider the cellulitis to be a serious other medical event. Additional information has been requested.

Symptom Text:

Sarafem, Hormonal contraceptives.Other Meds:
Lab Data:
History:
Prex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

272080-1

13-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Haematoma, Injection site cellulitis, Injection site erythema, Injection site haematoma, Injection site induration, Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
12-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0961F 1 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Jan-2007
Vaccine Date

26-Jan-2007
Onset Date

1
Days

13-Feb-2007
Status Date

NY
State

WAES0702USA00186
Mfr Report Id

Information has been received from a registered nurse concerning her 11 year old daughter with asthma, penicillin allergy and drug hypersensitivity to
cephalexin (KEFLEX) who on 25-JAN-2007 was vaccinated with a dose of Gardasil vaccine (yeast). Concomitant therapy included lansoprazole (PREVACID),
triamcinolone acetonide (NASACORT) and diphenhydramine HCl (BENADRYL). On 26-JAN-2007 the patient developed nausea, lethargy and a rash with
pruritus on back. Unspecified medical attention was sought. There was no laboratory or diagnostic tests performed. At the time of the report, the patient was
recovering. The registered nurse considered nausea, lethargy and pruritic rash to be disabling events. Additional information has been requested.

Symptom Text:

Benadryl, Prevacid, NasacortOther Meds:
Lab Data:
History:
Prex Illness:

NONE
Asthma, Penicillin allergy, Drug Hypersensitivity

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

272081-1 (S)

07-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Lethargy, Nausea, Rash pruritic

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Other Vaccine
12-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 687
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Jan-2007
Vaccine Date

28-Jan-2007
Onset Date

3
Days

13-Feb-2007
Status Date

UT
State

WAES0702USA00410
Mfr Report Id

Information has been received from a Nurse Practitioner concerning a 19 year old white female who on 25-JAN-2007 was vaccinated intramuscularly with
Gardasil (lot number not provided). On 28-JAN-2007 the patient experienced injection site pain and fatigue and developed pruritus and hives on her whole
body. The patient was seen on an unspecified date by her primary care physician (contact information not provided) and treated with Vistaril 50 mg, PO every 6
hours and "comfort measures". On an unspecified date the patient was considered to have recovered from the hives, injection site pain and fatigue. The
reporter considered the pruritus and hives to be serious other medical events. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

272082-1

13-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Fatigue, Injection site pain, Pruritus, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
12-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 688
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Jan-2007
Vaccine Date

12-Jan-2007
Onset Date

8
Days

13-Feb-2007
Status Date

PA
State Mfr Report Id

Mother reported that on 1/12/07 patient was found in dorm room shaking rapidly, unarousable for several minutes, dizzy when she did awaken and complain of
headache next day. College infirmary said normal BP and neuro status intact. Patient denies use of any alcohol or drugs.

Symptom Text:

NONE? Fluticasone?Other Meds:
Lab Data:
History:

NONEPrex Illness:

NONE - no testing performed by school
NKA

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

272106-1

14-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Headache, Somnolence, Tremor

 ER VISIT, NOT SERIOUS

Other Vaccine
12-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0961F 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 689
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Jan-2007
Vaccine Date

26-Jan-2007
Onset Date

1
Days

13-Feb-2007
Status Date

KS
State Mfr Report Id

Headache, nausea, vomiting, subjective fever.Symptom Text:

ZYRTEC, oral contraceptive pillOther Meds:
Lab Data:
History:

NONEPrex Illness:

Seasonal allergies

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

272108-1

14-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Nausea, Pyrexia, Vomiting

 NO CONDITIONS, NOT SERIOUS

Related reports:   272108-2

Other Vaccine
12-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 00110 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 690
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Jan-2007
Vaccine Date

26-Jan-2007
Onset Date

1
Days

21-Mar-2007
Status Date

KS
State

WAES0702USA00442
Mfr Report Id

Information has been received from a physician concerning a 15 year old female student with seasonal allergies who on 25-JAN-2007 at 3:00 Pm was
vaccinated intramuscularly in the right deltoid with the first dose of Gardasil (lot #654702/0011U). There were no illnesses at time of vaccination. Concomitant
therapy included hormonal contraceptives (unspecified). It was reported that on 26-JAN-2007, at 4:30AM, the patient experienced subjective fever, nausea,
vomiting and headache. It was reported that the patient was unable to attend school for five days. The patient subsequently recovered from the events on 03-
FEB-2007. No further information is expected.

Symptom Text:

Hormonal contraceptivesOther Meds:
Lab Data:
History:

Seasonal allergyPrex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

272108-2

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Nausea, Pyrexia, Vomiting

 NO CONDITIONS, NOT SERIOUS

Related reports:   272108-1

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0011U 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Feb-2007
Vaccine Date

07-Feb-2007
Onset Date

1
Days

15-Feb-2007
Status Date

MD
State Mfr Report Id

5cm tender induration at site (R biceps) with redness extending entire fore arm and pain at site of injection (Gardasil).Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Required ER TX plus 2 additional MD office visits RX Prednisone.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

272155-1

16-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Injection site induration, Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
12-Feb-2007

Received Date

Prex Vax Illns:

TD
HPV4

AVENTIS PASTEUR
MERCK & CO. INC.

U1704DA
0960F

Right arm
Right arm

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Jan-2007
Vaccine Date

Unknown
Onset Date Days

15-Feb-2007
Status Date

CA
State Mfr Report Id

Pt had negative pregnancy test 1/3/07, given smallpox vaccine and HPV. Had positive pregnancy test 1/27/07.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

272166-1

15-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pregnancy test negative, Pregnancy test positive

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
13-Feb-2007

Received Date

Prex Vax Illns:

TYP
SMALL
HPV4

AVENTIS PASTEUR
WYETH PHARMACEUTICALS, INC
MERCK & CO. INC.

205722
4020076
1424F

0
0
0

Unknown
Unknown
Unknown

Intramuscular
Unknown

Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Dec-2006
Vaccine Date

Unknown
Onset Date Days

15-Feb-2007
Status Date

TN
State Mfr Report Id

Knot on arm after x 2 days, nerve damage, pain at site.Symptom Text:

MetforminOther Meds:
Lab Data:
History:
Prex Illness:

CT Scan
PCOS

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

272170-1

15-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site induration, Injection site pain, Nerve injury

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
13-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0961F 1 Right arm Unknown



10 JUN 2008 06:27Report run on: Page 694
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Nov-2006
Vaccine Date

01-Dec-2006
Onset Date

9
Days

15-Feb-2007
Status Date

VA
State Mfr Report Id

Episodes of transient paralysis.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

272173-1

15-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Paralysis

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0961F 1 Left arm Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Dec-2006
Vaccine Date

21-Dec-2006
Onset Date

0
Days

14-Feb-2007
Status Date

--
State

WAES0702USA00017
Mfr Report Id

Information has been received from a physician concerning a 20 year old female with a penicillin allergy and no other reported health history who on 21-DEC-
2006 was vaccinated with a first dose of Gardasil (lot # 654389/0961F) (0.5 ml), intramuscularly. Concomitant therapy included birth control pills. Subsequently,
she had experienced severe pain in the arm since the vaccination. She was unable to raise her arm more than a 45 degree angle. She had been seen by her
family physician who diagnosed her with "Frozen Arm Syndrome". it was reported that she would be seen by an orthopedic surgeon in a few days. It was noted
that the patient is "thin build, weighed 119 pounds and was five feet six inches tall. It was noted that there was no previous injury to area or to arm. Unspecified
medical attention was sought. At the time of the report, the patient was considered to be not recovered. The patient's experiences were considered to be
disabling. Additional information has been requested.

Symptom Text:

Hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

UNK
Penicillin allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

272191-1 (S)

07-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypokinesia, Pain in extremity

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Other Vaccine
13-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0961F 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Nov-2006
Vaccine Date

01-Jan-2007
Onset Date

61
Days

14-Feb-2007
Status Date

PA
State

WAES0702USA00726
Mfr Report Id

Information has been received from a physician and the mother of a 12 year old female who in November 2006, was vaccinated intramuscularly with the first
dose of Gardasil. It was reported that the patient returned to the physician's office to receive her second dose of Gardasil and the patient's mother mentioned to
the physician that her daughter had recently complained of always being thirsty, frequent urination and her blood sugar was noted as 674. In January 2007, the
patient was diagnosed with diabetes and was hospitalized. The patient was in the hospital for several days and was released (date unknown). At the time of this
report, the outcome of the event was unknown. It was unknown if the patient received her second dose of Gardasil. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:

UNKPrex Illness:

Blood glucose 674
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

272192-1 (S)

14-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blood glucose increased, Diabetes mellitus, Pollakiuria, Thirst

 ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, SERIOUS

Other Vaccine
13-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Feb-2007
Vaccine Date

07-Feb-2007
Onset Date

0
Days

15-Feb-2007
Status Date

NY
State Mfr Report Id

Approx 2-5 minutes after receiving vaccines patient passed out while getting dressed. There was no witness to the event. Patient lost consciousness and fell
from the seated position hitting head in 3 places. Blood pressure had dropped. Patient had a short episode of tremors during the recovery phase. Patient was
allowed to rest and rehydrate until blood pressure returned to normal (100/80) 30 minutes later.

Symptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

Brain/C spin CT negative.
Allergic to Ceclor

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

272196-1

16-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure decreased, Fall, Head injury, Loss of consciousness, Tremor

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Feb-2007

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

0011U
AHAVB115BA

Unknown
Unknown

Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Feb-2007
Vaccine Date

08-Feb-2007
Onset Date

1
Days

15-Feb-2007
Status Date

FL
State Mfr Report Id

Pruritis, MalaiseSymptom Text:

Ibuprofen PRNOther Meds:
Lab Data:
History:
Prex Illness:

Sulfa allergy, headaches, overweight, Metrol/ Menorrhagia.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

272208-1

16-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Malaise, Pruritus

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
13-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0186U 0 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Nov-2006
Vaccine Date

07-Nov-2006
Onset Date

0
Days

15-Feb-2007
Status Date

MD
State Mfr Report Id

On 11/7/2006, Patient was administered Hepatitis B vaccine (dose #2) and Gardasil (dose #1), and developed severe nausea and vomiting approximately 12
hours later, lasting for approximately 1 hour.  Patient felt ill the following day, then recovered.  No rash, no fevers.  No other reactions.  No prior reactions to
HepB vaccine.

Symptom Text:

Other Meds:
Lab Data:
History:

nonePrex Illness:

none
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

272216-1

15-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Malaise, Nausea, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-Feb-2007

Received Date

Prex Vax Illns:

HPV4
HEP

MERCK & CO. INC.
MERCK & CO. INC.

08005
1213R

0
1

Left arm
Right arm

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Jan-2007
Vaccine Date

24-Jan-2007
Onset Date

0
Days

15-Feb-2007
Status Date

MD
State Mfr Report Id

Patient administered vaccine, then developed severe nausea and vomiting including "dry heaves" approximately 6 hours later, lasting for approximately 1 hour.
Patient felt ill the following day, and had vomiting x1 that morning.  Then patient fully recovered,

Symptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

none
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

272217-1

15-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Malaise, Nausea, Retching, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-Feb-2007

Received Date

Prex Vax Illns:

HEPHPV4 MERCK & CO. INC. 1162F 1 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Jan-2007
Vaccine Date

Unknown
Onset Date Days

20-Feb-2007
Status Date

TX
State Mfr Report Id

See note (attached) 02/15/2007-record received and reviewed. Office visit of 02/08/07-Assessment. Allergic reaction on chest back and left arm. Patient thinks
it is related to Gardasil. Received treatment in Mexico. Treated with Betamethasone. Diagnosed with erythema multiforme. Right arm at injection site is not
irritated or edematous. Allergic reaction mostly in the contralateral side.

Symptom Text:

Other Meds:
Lab Data:
History:

NONEPrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
39.0

272237-1 (S)

21-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema multiforme, Hypersensitivity

 ER VISIT, HOSPITALIZED, SERIOUS

Other Vaccine
14-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0014U 1 Right arm Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Feb-2007
Vaccine Date

10-Feb-2007
Onset Date

1
Days

15-Feb-2007
Status Date

TN
State Mfr Report Id

16 year old female developed edema, rash and pruritus within 24 hours of receiving second Gardasil shot.Symptom Text:

oral contraceptivesOther Meds:
Lab Data:
History:

NONEPrex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

272245-1

16-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Oedema, Pruritus, Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-Feb-2007

Received Date

Prex Vax Illns:

HPV4HPV4 MERCK & CO. INC. 0955F 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Jan-2007
Vaccine Date

Unknown
Onset Date Days

16-Feb-2007
Status Date

MD
State Mfr Report Id

Nausea, dizzinessSymptom Text:

ZoloftOther Meds:
Lab Data:
History:
Prex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

272267-1

16-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0961F 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 704
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Oct-2006
Vaccine Date

16-Oct-2006
Onset Date

-1
Days

16-Feb-2007
Status Date

WA
State

WAES0610USA12632
Mfr Report Id

Initial and follow up information has been received through the Merck regulatory pregnancy registry from a registered nurse at a health department and an
unspecified family member concerning a 23 year old white female smoker who was 34 weeks pregnant with cervical incompetence, allergies to erythromycin
and moxifloxacin hydrochloride (AVALOX) and had a history of premature labour from a prior pregnancy, a history of 3 pregnancies and 2 live births, a yeast
infection, a threatened abortion, "ruptured membranes/delivery" and cervical dysplasia that had required a LEEP surgery, however, this procedure was not
performed as the patient became pregnant.  On 14-APR-2006, the patient underwent an ultrasound which revealed "positive intrauterine pregnancy (IUP),
gestational sac only, negative fetal heart tone, right corpus". On 21-APR-2006, the patient underwent an ultrasound which revealed "positive intrauterine
pregnancy (IUP), positive fetal heart tone, singleton, right corpus". On 02-MAY-2006, the patient underwent an ultrasound which revealed "positive intrauterine
pregnancy (IUP), positive fetal heart tone, singleton, right corpus" and "gestational age, threatened abortion". On 26-JUN-2006, the patient underwent a
maternal serum alphafetoprotein (MSAFP) which revealed "in range normal". It was reported that on an unspecified date, the patient had been hospitalized due
to "lower back contractions". The patient had been diagnosed with a kidney infection and was advised to see her primary care physician for a flu shot. On 17-
OCT-2006, (conflicting information also reported as 20-OCT-2006), the patient went to her physician and received one dose of 0.5 mL of HPV rL1 6 11 16 18
VLP vaccine (yeast) administered intramuscularly instead of the flu shot. Concomitant therapy included prenatal vitamins and unspecified therapies (reported
as "tributylene", "suflexan" and "cyclomenzaprene"). On 16-OCT-2006 (conflicting information also reported as 20-OCT-2006), the patient was not having any
adverse reaction. It was reported tha

Symptom Text:

Other Meds:
Lab Data:

History:

Prex Illness:

Test, Date, Value, Unit, Normal Range, Comment diagnostic nonstress test, 06/26/06, "maternal serum alphafetoprotein-in range normal" fetal nonstress test,
11/15/06 fetal nonstress test, 11/15/06 fetal nonstress test, 11/16/06 fetal no
Hospitalisation: premature labour, yeast infection, artificial rupture of membrane, abortion threatened. Pregnancy NOS (LMP=3/1/2006), kidney infection,
smoker, premature labour, cervical dysplasia, cervical incompetence, allergic reaction to antibiotic, hypersensitivity

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

272272-1

03-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, No adverse effect, Wrong drug administered

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Aug-2006
Vaccine Date

01-Aug-2006
Onset Date

0
Days

16-Feb-2007
Status Date

FL
State

WAES0611USA05105
Mfr Report Id

Information has been received from a physician concerning an approximately 17 year old female with plantar warts since August 2005 who in August 2006, was
vaccinated with fist dose of HPV rL1 6 11 16 18 VLP vaccine (yeast). There was no concomitant medication.  In September 2006, the patient received second
dose of HPV rL1 6 11 16 18 VLP vaccine (yeast) 1 month after the first dose.  The patient sought medical attention. The physician noted as of 16-NOV-2006,
the patient's plantar warts resolved.  The patient noticed that the plantar warts resolved (on an unspecified date in 2006) after the second dose of HPV rL1 6 11
16 18 VLP vaccine (yeast) was received.  A different physician administered the HPV rL1 6 11 16 18 VLP vaccine (yeast).  No other information was available
at the time of reporting.  Additional information was received from the physician who reported that is not an adverse event.  The warts had been present for 2
years and were refractory to liquid nitrogen, imiquimod (ALDARA CREAM), and laser treatment.  Additional information is not expected.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

NONE
plantar warts

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

272273-1

03-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Unevaluable event

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Dec-2006
Vaccine Date

15-Dec-2006
Onset Date

0
Days

16-Feb-2007
Status Date

NC
State

WAES0612USA02803
Mfr Report Id

Initial and follow up information has been received from a physician and an office manager concerning a 12 month old white female patient with no past
medical history who on 15-DEC-2006 was vaccinated with a dose of HPV rL1 6 11 16 18 VLP vaccine (yeast). Concomitant vaccinations on the same day
included a first dose of measles-mumps-rubella vaccine (MSD) SC into the left leg, Hib conj vaccine (OMPC) (manufacturer unknown) and a first dose of
varicella virus vaccine live (MSD) SC into the left leg. Other concomitant vaccinations included a first dose of influenza virus split virion 3v vaccine inactivated
(FLUZONE) (lot# 427U7AA) IM into the right leg. It was reported that the patient received HPV rL1 6 11 16 18 VLP vaccine (yeast) by accident.  She was
supposed to receive a dose of pneumococcal 4 6B 9V 14 18C 23F conj vaccine (CRM197) (PREVNAR). The reporter stated that the products were clearly
labeled; there was not a confusion of products.  It was "lack of education" of the medical assistant working on the office.  The parents reported the patient had
slight fever on 16-DEC-2006 (also reported as the 17-DEC-2006).  Subsequently, the patient was seen in the office on 18-DEC-2006 and had recovered from
slight fever. There were no there reported problems or "any other adverse events." Additional information is not expected.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Test, Date, Value, Unit, Normal Range, Comment-body temp, 12/17/06, slight fever
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
1.0

272274-1

03-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, Pyrexia, Wrong drug administered

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

VARCEL
HIBV
FLU
HPV4
MMR

MERCK & CO. INC.
MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.
MERCK & CO. INC.

NULL
NULL
427U7AA
NULL
NULL

0

0

0

Unknown
Unknown
Unknown
Unknown
Unknown

Subcutaneously
Unknown

Intramuscular
Unknown

Subcutaneously



10 JUN 2008 06:27Report run on: Page 707
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Dec-2006
Vaccine Date

27-Dec-2006
Onset Date

0
Days

16-Feb-2007
Status Date

--
State

WAES0701USA00257
Mfr Report Id

Information has been received from a nurse concerning her daughter, a 13 year old female who on 27-DEC-2006 was vaccinated with the second dose of HPV
rL1 6 11 16 18 VLP vaccine (yeast). On 27-DEC-2006 the patient developed dizziness and nausea. The patient's dizziness and nausea persisted. The patient
sought unspecified medical attention. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

272275-1

03-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 708
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Dec-2006
Vaccine Date

08-Dec-2006
Onset Date

0
Days

16-Feb-2007
Status Date

NH
State

WAES0701USA00266
Mfr Report Id

Information has been received from a physician concerning a 12 year old female with no illness at the time of vaccination who on 08-DEC-2006 was vaccinated
with a 0.5 ml first dose of Gardasil (yeast) (lot 653938/0954F). On 08-DEC-2006, the patient was concomitantly vaccinated with a first dose of Menatra, a dose
of influenza virus vaccine (unspecified) and a dose of Boostrix. On 08-Dec-2006, the patient fainted shortly after vaccination. She fell from a standing position
and hit the back of head on the floor. She was unconscious for approximately 30 seconds,a and then was dazed and pale. The patient was "ok" after a few
minutes. The patient complained of a headache, frontal to occipital. The patient was "ok" at home later that evening. The patient recovered with no sequalae on
08-DEC-2006. Additional information is not expected.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

NONE
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

272276-1

16-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Fall, Feeling abnormal, Headache, Injury, Loss of consciousness, Pallor, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

TDAP

HPV4
FLU
MNQ

GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
UNKNOWN MANUFACTURER
AVENTIS PASTEUR

NULL

0954F
NULL
NULL

0

0

Unknown

Unknown
Unknown
Unknown

Unknown

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 709
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Nov-2006
Vaccine Date

21-Dec-2006
Onset Date

50
Days

16-Feb-2007
Status Date

--
State

WAES0701USA00386
Mfr Report Id

Information has been received from a female patient who in November 2006, was vaccinated with the second dose of Gardasil (yeast). It was reported that the
patient received the first vaccination in September 2006. On 21-Dec-2006, the patient underwent an "HPV DNA" test. The results indicated that the patient
tested positive for HPV type 16. The patient sought unspecified medical attention. The patient's outcome was not reported. Additional information has been
requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory 12/21/06 - "HPV DNA" test positive for type 16
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

272277-1

16-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Human papilloma virus test positive

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 710
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Dec-2006
Vaccine Date

01-Dec-2006
Onset Date

0
Days

16-Feb-2007
Status Date

NH
State

WAES0701USA00406
Mfr Report Id

Information has been received from a physician concerning a 24 year old female patient with NKDA who on 01-DEC-2006 was vaccinated into the left deltoid
with a first dose of Gardasil (yeast) (lot#653978/0955F). At the time of vaccination the patient had "mild URI symptoms and a cold" with no fevers. In the week
following vaccination, the patient developed a temperature of 101.5 and her URI progressed to sinus congestion and cough. Additional information has been
requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:

Cold; upper respiratory tract infectionPrex Illness:

body temperature 12/01?/06 101.5
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

272278-1

16-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cough, Pyrexia, Sinus congestion

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0955F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 711
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Dec-2006
Vaccine Date

Unknown
Onset Date Days

16-Feb-2007
Status Date

WA
State

WAES0701USA00410
Mfr Report Id

Information has been received from a physician concerning a 14 year old female who in approximately December 2006, " a few weeks ago," was vaccinated
with a dose of Gardasil (yeast) (lot#654885/1424F). Subsequently, "after her first shot" the patient developed hypertension. The patient sought unspecified
medical attention. The patient's outcome was not reported. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

272279-1

16-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypertension

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1424F Unknown Unknown



10 JUN 2008 06:27Report run on: Page 712
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Jan-2007
Vaccine Date

03-Jan-2007
Onset Date

0
Days

16-Feb-2007
Status Date

PA
State

WAES0701USA00415
Mfr Report Id

Information has been received from a physician concerning a 15 year old female who on 03-Jan-2007 was vaccinated with a 0.5 ml dose of Gardasil (yeast).
There was no concomitant medication. On 03-Jan-2007, after receiving the vaccination, the patient fainted. Unspecified medical attention was sought.
Subsequently, the patient recovered. Additional information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

272280-1

16-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 713
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Oct-2006
Vaccine Date

01-Nov-2006
Onset Date

8
Days

16-Feb-2007
Status Date

--
State

WAES0701USA00441
Mfr Report Id

Information has been received from a nurse practitioner and healthcare worker concerning a  13 year old female who on 24-OCT-2006 was vaccinated
intramuscularly with a first 0.5 mL dose of Gardasil (yeast) (lot# not reported). There was no concomitant medication. She was administered a second 0.5 ml
dose of Gardasil (yeast), intramuscularly on 26-DEC-2006. It was reported that the patient, who has had her regular menses since the age of 10, had not had
her regular menses in November 2006 or December 2006. The patient reported no other problems and was not reported to be pregnant. At the time of the
report, the patient had not recovered. The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

272281-1

16-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Amenorrhoea

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 714
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Feb-2007
Status Date

--
State

WAES0701USA00481
Mfr Report Id

Information has been received from a registered pharmacist, also the patient, via a company representative, concerning herself. The pharmacist reported that
during her second dose of Gardasil (yeast), she experienced a tremendous amount of stinging. She also noted that the second day after vaccination she was
still very sore. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

272282-1

16-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 715
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Feb-2007
Status Date

--
State

WAES0701USA00488
Mfr Report Id

Information has been received from a nurse practitioner concerning four patients who were vaccinated with Gardasil (yeast). Subsequently the four patients
experienced a fainting episode. At the time of the report, it was not reported if the four patients recovered. Attempts are being made to obtain additional
identifying information to distinguish the individual patients mentioned in this report. Additional information will be provided if available. Additional information
has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

272283-1

16-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 716
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Dec-2006
Vaccine Date

07-Dec-2006
Onset Date

0
Days

16-Feb-2007
Status Date

OH
State

WAES0701USA00569
Mfr Report Id

Information has been received from a physician concerning a 15 year old female who on 07-DEC-2006 was vaccinated intramuscularly with a second dose of
Gardasil (yeast). On 07-Dec-2006 the patient experienced significant arm pain, including through the passive motion. The physician reported that the patient
was sent to see an orthopedic physician on 03-JAN-2007 because the patient was a dancer and could not dance with extreme pain. At the time of this report,
the outcome was unknown. It was also reported that the patient was vaccinated with a first dose of Gardasil (yeast) on 12-OCT-2006 and there was no adverse
experience with this initial dose. No product quality complaint involved. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

272284-1

16-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 717
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Feb-2007
Status Date

--
State

WAES0701USA00596
Mfr Report Id

Information has been received from a registered nurse concerning a female (age not reported) who an unspecified date was vaccinated intramuscularly with a
0.5 ml dose of Gardasil (yeast) (lot number not reported). The nurse reported that the patient, after receiving the Gardasil (yeast), did not receive her next
expected period. The patient sought unspecified medical attention. At the time of this report, the outcome was unknown. Additional information has been
requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

272285-1

16-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Amenorrhoea

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 718
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Jan-2007
Vaccine Date

02-Jan-2007
Onset Date

0
Days

16-Feb-2007
Status Date

AZ
State

WAES0701USA00601
Mfr Report Id

Information has been received from al licensed practical nurse concerning a 17 year old female with no pertinent medical history, who on 02-JAN-2007 was
vaccinated with the first dose of Gardasil. There was no concomitant medication. The nurse reported that the patient received the vaccination via the
subcutaneous route and on 02-JAN-2007, developed in injection site reaction. The reaction was described as being that of a swollen and bruised injections site
on the patients shoulder. Unspecified medical attention was sought. The patient subsequently recovered on 03-JAN-2007.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

UNK
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

272286-1

16-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Incorrect route of drug administration, Injection site bruising, Injection site reaction, Injection site swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Subcutaneously



10 JUN 2008 06:27Report run on: Page 719
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Feb-2007
Status Date

MI
State

WAES0701USA00616
Mfr Report Id

Information has been received from a physician concerning a female patient who on an unspecified date was vaccinated with the first dose of Gardasil.
subsequently, following vaccination, the patient loss consciousness. The patient regained consciousness after a few minutes. Unspecified medical attention
was sought. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

272287-1

16-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 720
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Feb-2007
Status Date

CA
State

WAES0701USA00621
Mfr Report Id

Information has been received from a physician concerning a female who on an unspecified date was vaccinated with GARDASIL. Subsequently, following the
second vaccination, the patient experienced irregular periods. Unspecified medical attention was sought. At the time of this report, the outcome of the event
was unknown. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

272288-1

16-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Menstruation irregular

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 721
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Feb-2007
Status Date

--
State

WAES0701USA00644
Mfr Report Id

Information has been received from a physician concerning a female (age not reported) with pertinent medical history and drug reactions/allergies not reported
who on an unspecified date was vaccinated with the first dose of Gardasil, injection, 0.5ml. Concomitant medications was not reported. Subsequently on an
unspecified date, the patient developed a rash on her chest and arm after receiving the first dose of Gardasil. The physician gave the patient an antihistamine
(unspecified) and the rash on her chest and arm cleared in about 20 minutes. Subsequently the same day, the patient recovered from rash on her chest and
arm. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

272289-1

16-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 722
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Sep-2006
Vaccine Date

06-Sep-2006
Onset Date

0
Days

16-Feb-2007
Status Date

--
State

WAES0701USA00697
Mfr Report Id

Information has been received from a registered nurse concerning a 21 year old female with pertinent medical history reported as none and allergic reaction to
some antibiotics who on 06-SEP-2006 was vaccinated with the first dose of Gardasil. Concomitant medication was reported as none. On approximately 06-
SEP-2006, the patient developed injection site pain that lasted 3 days following vaccination with Gardasil. On an unspecified date, the patient sought
unspecified medical attention. On approximately 08-SEP-2006, the patient recovered from injection site pain. The patient had not received her second dose of
Gardasil. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

Allergic reaction to antibiotics.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

272290-1

07-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 723
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Dec-2006
Vaccine Date

01-Jan-2007
Onset Date

2
Days

16-Feb-2007
Status Date

WV
State

WAES0701USA00701
Mfr Report Id

Information has been received from a registered nurse and physician assistant certified concerning a 16 year old female with on known drug allergies, no
illness at time of being vaccinated, and no medical history who on 30-DEC-2006 was vaccinated with first dose of Gardasil (lot #654741/1208F) intramuscularly
left deltoid at 1400 hours. There was no concomitant medication. On 01-JAN-2007, at 1400 hours the patient experienced abnormal uterine bleeding (Spotting)
uncomplicated and sought medical attention. The patient already had her period (normal menses 27-DEC-2006) and had been "spotting all during this past
week". They thought pregnancy was possible so they administered a urine pregnancy test (negative) and she was not pregnant. She had no abdominal pain
and no previous history of abnormal uterine bleeding. The outcome of the uterine bleeding was not reported. Additional information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

Urine beta human 01/01/07 negative
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

272291-1

16-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pregnancy test negative, Uterine haemorrhage

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1208F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 724
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Feb-2007
Status Date

--
State

WAES0701USA00702
Mfr Report Id

Information has been received from a registered nurse concerning her niece a female (age not reported) with pertinent medical history and drug
reactions/allergies not reported who in 2006 was vaccinated with the first and second doses of Gardasil, IM (1st and 2nd dose over a two month period).
Concomitant medication was not reported. Subsequently on an unspecified date, the patient experienced vomiting and diarrhea after the first and second doses
of Gardasil series. The patient sought unspecified medical attention. The nurse reported that the patient does not plan to have the third dose as recommended.
Subsequently on an unspecified date, the patient recovered from vomiting and diarrhea. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

272292-1

16-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Diarrhoea, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 725
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Dec-2006
Vaccine Date

28-Dec-2006
Onset Date

9
Days

16-Feb-2007
Status Date

--
State

WAES0701USA00749
Mfr Report Id

Information has been received from a physician and the mother of a 12 year old female with pertinent medical history and drug reactions/allergies reported as
none who on 19-DEC-2006 was vaccinated with the first dose of Gardasil (lot #655165/1425F). concomitant therapy included tetanus toxoid. On 28-DEC-2006,
the patient experienced a rash at the injection site right after receiving the vaccination. The patient also experienced mild headaches almost immediately. A few
days later the patient's headaches became more intense. The patient still experienced intermittent headaches but the severity has not decreased. On 31-DEC-
2006, the patient presented to the physician office and complained that she had a headache for four days. The patient was told by the physician to increase the
dosage of Motrin. On 01-JAN-2007, the patient presented to the physician office again and stated that she was not better and still had a headache. The
physician stated when the patient pressed over her sinus area it seemed tender. The patient was treated with oral antibiotics. The patients headache persisted.
Additional information has been requested.

Symptom Text:

Tetanus toxoidOther Meds:
Lab Data:
History:
Prex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

272293-1

07-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Injection site rash, Tenderness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1425F 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Jan-2007
Vaccine Date

05-Jan-2007
Onset Date

1
Days

16-Feb-2007
Status Date

--
State

WAES0701USA00770
Mfr Report Id

Information has been received from a pharmacy intern concerning an 18 year old female with no pertinent medical history and no known adverse drug
reactions and no known allergies reported. On 04-JAN-2007, the patient was vaccinated intramuscularly in the left arm with the first 0.5ml dose of Gardasil (lot
#653736/0689F). There were no concomitant medications reported. On 05-JAN-2007, in the morning, the patient developed tingling in the fingers and her left
hand with pain in the fingertips when touching anything. The patient sought unspecified medical attention. At the time of this report, the outcome of the events
were unknown. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

272294-1

07-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pain in extremity, Paraesthesia

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0689F 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Dec-2006
Vaccine Date

29-Dec-2006
Onset Date

7
Days

16-Feb-2007
Status Date

NY
State

WAES0701USA00778
Mfr Report Id

Information has been received from a physician concerning a female (age not reported) with a sulfonamide allergy and no other pertinent medical history
reported. On 22-DEC-2006, the patient was vaccinated with 0.5ml of Gardasil ( Lot #655165/1425F). There were no concomitant medications reported. On 29-
DEC-2006, one week after the injection, the patient developed a rash on her arms, legs and abdomen. The patient sought unspecified medical attention. It was
reported that the rash had since cleared up but the date was unknown. At the time of this report, the patient had recovered from the event. Additional
information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

NONE
Sulfonamide allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

272295-1

07-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1425F Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Dec-2006
Vaccine Date

Unknown
Onset Date Days

16-Feb-2007
Status Date

NY
State

WAES0701USA00786
Mfr Report Id

Information has been received from a physician concerning a 25 year old female with no drug allergies who on 27-Dec-2006 was vaccinated with the first dose
of Gardasil (yeast). Concomitant therapy included ZITHROMAX. Subsequently, on an unspecified date, the patient experienced nausea and dizziness. The
patient did not seek medical attention. No diagnostic studies were performed. At the time of this report, the outcome was unknown. No product quality
complaint was involved. Additional information has been requested.

Symptom Text:

ZITHROMAXOther Meds:
Lab Data:
History:
Prex Illness:

NONE
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

272296-1

16-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Feb-2007
Status Date

KY
State

WAES0701USA00800
Mfr Report Id

Information has been received from a physician concerning a 15 year old female patient who was vaccinated with a first and second dose of Gardasil (yeast).
Subsequently the patient fainted 15 minutes after each vaccination. Unspecified medical attention was sought. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

272297-1

16-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 730
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Feb-2007
Status Date

CA
State

WAES0701USA00828
Mfr Report Id

Information has been received from a registered nurse concerning a 23 year old female office employee in her office with drug reactions/allergies and pertinent
medical history reported as unspecified who on an unspecified date was vaccinated with first dose of Gardasil (yeast) (lot# not reported) intramuscularly.
Concomitant therapy was unspecified. On an unspecified date, the patient was vaccinated in the gluteal area and she experienced injection site pain. The
patient sought medical attention. At the time of reporting, the outcome of the event was unspecified. No other information was provided. Additional information
has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

NONE
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

272298-1

16-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 731
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Feb-2007
Status Date

--
State

WAES0701USA00832
Mfr Report Id

Information has been received from a nurse practitioner concerning her 18 year old daughter with drug reactions/allergies and medical history reported as
unspecified who in approximately 2007 was vaccinated with second dose of Gardasil (yeast) (lot # not reported) 0.5 ml intramuscularly. Concomitant
medication was unspecified. In approximately 2007, after the second dose of Gardasil (yeast), the patient experienced dizziness, and stomach upset. They
were flu-like symptoms. The patient sought medical attention. At the time of reporting, the patient had recovered. No additional information was available at the
time of reporting. Additional has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

272299-1

16-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Influenza like illness, Stomach discomfort

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Oct-2006
Vaccine Date

13-Oct-2006
Onset Date

0
Days

16-Feb-2007
Status Date

KY
State

WAES0701USA00860
Mfr Report Id

Information has been received from a medical assistant concerning a 16 year old female with drug reactions/allergies to CECLOR and penicillin who on 13-
OCT-2006 was vaccinated intramuscularly with the first 0.5 ml dose of Gardasil (yeast), (lot#653978/0955F). Concomitant therapy included OVRAL. It was
reported the patient fainted with the first vaccination. On 13-DEC-2006, the patient was vaccinated intramuscularly with the second 0.5 ml dose of Gardasil
(yeast) (lot#65389/0961F). The patient lay down for 25 minutes after the vaccination to prevent fainting. It was reported that the patient fainted again while she
walked out to the waiting room. The patient recovered on the same day. Additional information has been requested.

Symptom Text:

OVRALOther Meds:
Lab Data:
History:

allergic reaction to antibiotics; Penicillin allergyPrex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

272300-1

16-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0955F 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Jan-2007
Vaccine Date

05-Jan-2007
Onset Date

0
Days

16-Feb-2007
Status Date

KY
State

WAES0701USA00872
Mfr Report Id

Information has been received from a physician concerning a 20 year old female who on 05-JAN-2007 was vaccinated intramuscularly with the first dose of
Gardasil (yeast). Concomitant therapy included hormonal contraceptives (unspecified). The physician reported that the patient was extremely nervous about
getting the shot. Later that evening, within 12 hours, the patient broke out in hives. The physician told the patient to go to the emergency room (ER). The patient
went to the ER and was given BENADRYL for the hives. The physician reported that the patient was fine, but does not plan to give the patient anymore shots.
There was no lot number provided. At the time of this report, it was noted that the patient was "fine after she had received BENADRYL. Additional information
has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:

NervousnessPrex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

272301-1

16-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Nov-2006
Vaccine Date

22-Nov-2006
Onset Date

2
Days

16-Feb-2007
Status Date

MI
State

WAES0701USA00894
Mfr Report Id

Initial information has been received from a physician via a company representative and follow-up information has been received from the physician concerning
a 14 year old female student who, on 20-NOV-2006, was vaccinated with a 0.5 ml dose of Gardasil (yeast) (lot# not reported). There was no concomitant
medication. Subsequently, on approximately 22-NOV-2006 or 23-NOV-2006, the patient developed a bad acne breakout. The physician reported that the
patient developed "giant pimples" the likes of which she'd not experienced previously. The patient was reported to have been using over the counter acne wash
which had been working well up to this point. The patient was put on oral antibiotics and given a topical wash for the breakout, which occurred on her face,
chest and back. The patient's acne breakout was continuing at the time of the report. Additional information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

272302-1

16-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Acne

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Oct-2006
Vaccine Date

05-Nov-2006
Onset Date

16
Days

16-Feb-2007
Status Date

--
State

WAES0701USA00975
Mfr Report Id

Information has been received from a physician concerning a 15 year old female patient with allergic rhinitis who on 20-OCT-2006 was vaccinated
intramuscularly in the morning with a first dose of Gardasil (yeast) (lot#653735/0688F). Illness at the time of vaccination included pharynigitis. Concomitant
therapy included amoxicillin. In the evening of 05-NOV-2006, three weeks after vaccination, the patient developed shortness of breath. The patient had no
history of asthma. Subsequently, on an unspecified date, the patient recovered. Additional information is not expected.

Symptom Text:

amoxicillinOther Meds:
Lab Data:
History:

Pharynigitis, Rhinitis allergicPrex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

272303-1

16-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dyspnoea

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0588F 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Nov-2006
Vaccine Date

10-Nov-2006
Onset Date

0
Days

16-Feb-2007
Status Date

CA
State

WAES0701USA00990
Mfr Report Id

Information has been received from a registered nurse concerning a 13 year old female with asthma and allergic eczema who on 10-NOV-2006 at 12:00PM,
was vaccinated in the right arm intramuscularly with a first 0.5 ml dose of Gardasil (yeast) (lot#653978/0955F). Concomitant suspect vaccination included a
dose of tetanus toxoidon 10-NOV-2004. Other concomitant therapy included albuterol and ZYRTEC. There was no illness at the time of vaccination. On 10-
Nov-2006 the patient experienced bronchospasm 20 minutes after receiving Gardasil (yeast). It was also reported that the patient developed a cough but she
did not vomit. The patient used her albuterol inhaler and then rested and was recovered on the same day, 10-NOV-2006. No vomiting and no other anaphylaxis
type reaction was noted. Additional information is not expected.

Symptom Text:

albuterol, ZYRTEC, tetanus toxoidOther Meds:
Lab Data:
History:

Asthma, Allergic eczemaPrex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

272304-1

16-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Bronchospasm, Cough

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0955F 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Jan-2007
Vaccine Date

09-Jan-2007
Onset Date

1
Days

16-Feb-2007
Status Date

MA
State

WAES0701USA01015
Mfr Report Id

Information has been received from a registered nurse concerning an 18 year old female with asthma and no known allergies or adverse drug reactions
reported. On 08-JAN-2007, the patient was vaccinated intramuscularly with the first 0.5 ml dose of Gardasil (yeast) (lot#655165/1425F). Concomitant therapy
included hormonal contraceptives (unspecified) and albuterol. On 09-JAN-2007, the patient developed a rash on her back and chest. The patient sought
unspecified medical attention. The patient was being treated with BENADRYL. At the time of this report, the patient had not recovered from the event.

Symptom Text:

albuterol, hormonal contraceptivesOther Meds:
Lab Data:
History:

AsthmaPrex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

272305-1

16-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1425F 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Dec-2006
Vaccine Date

22-Dec-2006
Onset Date

0
Days

16-Feb-2007
Status Date

NY
State

WAES0701USA01016
Mfr Report Id

Information has been received from a physician concerning a 19 year old female with a penicillin allergy and no other pertinent medical history reported. On 22-
DEC-2006, the patient was vaccinated intramuscularly with one dose of Gardasil (Lot #654885/1424F). Concomitant therapy included Ortho Tri Cyclen. On 22-
DEC-2006, the patient felt nauseous shortly after administration. The patient then fainted for approximately 10 seconds while she was at the office. The patient
remained in the office until she felt normal again. The patient then went home where later she felt sick again. The patient went to the emergency room and was
then released. It was reported that there were no laboratory diagnostics performed at the physician's office and it was unknown it any were performed in the
emergency room. At the time of this report, the patient had recovered from the events (date unknown). Additional information has been requested.

Symptom Text:

Ortho Tri CyclenOther Meds:
Lab Data:
History:
Prex Illness:

NONE
Penicillin allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

272306-1

19-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Malaise, Nausea, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1424F Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 739
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Nov-2006
Vaccine Date

09-Nov-2006
Onset Date

0
Days

16-Feb-2007
Status Date

--
State

WAES0701USA01050
Mfr Report Id

Information has been received from a physician concerning a 20 year old female patient with no allergies or medical history who on 09-NOV-2006, was
vaccinated with the first 0.5 L, dose of HPV rL1 6 11 16 18 VLP vaccine (yeast) (lot unspecified). Concomitant therapy included penicillin.  On 09-NOV-2006, at
1:30 P.M., the patient developed chills and fever of 102.7 degrees on 10-NOV-2006 at 7:00 P.M.  The patient did not seek medical attention.  The patient
treated herself with acetaminophen (TYLENOL). The patient's symptoms lasted until noon on 11-NOV-2006.  Additional information has been requested.

Symptom Text:

penicillin (unspecified)Other Meds:
Lab Data:
History:
Prex Illness:

test, date, value unit, normal range, comment body temp, 11/10/06, 102.7 degr
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

272307-1

03-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chills, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 740
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Dec-2006
Vaccine Date

29-Dec-2006
Onset Date

0
Days

16-Feb-2007
Status Date

--
State

WAES0701USA01079
Mfr Report Id

Information has been received from a physician concerning an 18 year old female with pertinent medical history and drug reaction/allergies not reported who on
29-DEC-2006 was vaccinated with the first dose of Gardasil (Lot #654885/1424F), injection, 0.5ml. Concomitant medication was not reported. ON 29-DEC-
2006, the patient developed hives within hours of receiving the first dose of Gardasil. The physician reported that the hives became more generalized within 24
hours. On 29-DEC-2006, therapy with human papillomavirus vaccine was discontinued. Subsequently on an unspecified date, the patient recovered from hives.
Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

272308-1

19-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Jan-2007
Vaccine Date

08-Jan-2007
Onset Date

0
Days

16-Feb-2007
Status Date

--
State

WAES0701USA01084
Mfr Report Id

Information has been received from a consumer through the pregnancy registry concerning a 15 year old daughter with pet allergies who on 08-JAN-2007 was
vaccinated with the first dose of Gardasil. Concomitant therapy included prenatal medication (therapy unspecified) and erythromycin. On 08-JAN-2007, the
patient was vaccinated with Gardasil and the patient was 14 weeks pregnant. The clinic administered the vaccine without confirming if her daughter was
pregnant. The consumer stated that her daughter has experienced nausea since she received Gardasil. The physician did not administer the vaccine to the
patient as she received the vaccination at a clinic. On 08-JAN-2007 therapy with Gardasil was discontinued. The outcome of the events was not reported.
Additional information has been requested.

Symptom Text:

Therapy unspecified, erythromycinOther Meds:
Lab Data:
History:
Prex Illness:

Pregnancy NOS (LMP Unknown) allergy to animal

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

272309-1

19-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Jan-2007
Vaccine Date

Unknown
Onset Date Days

16-Feb-2007
Status Date

--
State

WAES0701USA01086
Mfr Report Id

Information has been received from a physician's assistant concerning a female who on 08-JAN-2007 was vaccinated intramuscularly with a dose of Gardasil.
Subsequently the patient passed out and experienced tingling sensation from her shoulder to her fingertips. It was reported that the patient did not seek
medical attention. At the time of the report, the patient's outcome was unknown. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

272310-1

19-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness, Paraesthesia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Feb-2007
Status Date

--
State

WAES0701USA01095
Mfr Report Id

Information has been received from a physician concerning a 14 year old female who was vaccinated with the first dose of Gardasil. Subsequently the patient
experienced swollen lymph nodes on the same side as the injection two days after receiving the injection. The patient recovered from the swollen lymph nodes
after the first injection with Gardasil. Two days after the second dose of Gardasil, the patient again experienced swollen lymph nodes on the same side as the
injection. Clinical outcome related to the second occurrence of swollen lymph nodes in unknown. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

NONE
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

272311-1

06-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Lymphadenopathy, Vaccine positive rechallenge

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Jan-2007
Vaccine Date

02-Jan-2007
Onset Date

0
Days

16-Feb-2007
Status Date

--
State

WAES0701USA01236
Mfr Report Id

Information has been received from a health professional concerning a female pharmacist who on 02-JAN-2007 was vaccinated with a second dose of
Gardasil. On 02-JAN-2007, the patient experienced a strong stinging sensation during vaccination. After vaccination, her arm swelled and was very sore. On
03-JAN-2007, the patient recovered. It was reported that the patient did not experience any of these symptoms with the first vaccination with Gardasil.
Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

272312-1

19-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Oedema peripheral, Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Dec-2006
Vaccine Date

27-Dec-2006
Onset Date

0
Days

16-Feb-2007
Status Date

PA
State

WAES0701USA01335
Mfr Report Id

Information has been received from a registered nurse and a physician via a company representative concerning an 18 year old female who on 27-DEC-2006
was vaccinated intramuscularly with one dose of Gardasil (lot 653978/0955F). On 27-DEC-2006 the patient passed out after getting Gardasil. The patient
sought unspecified medical attention. It was not reported if the patient recovered. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

272313-1

19-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0955F Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Nov-2006
Vaccine Date

27-Nov-2006
Onset Date

6
Days

16-Feb-2007
Status Date

--
State

WAES0701USA01358
Mfr Report Id

Information has been received from a nurse practitioner concerning her daughter, a 20 year old female with possible human papilloma virus prior to May 2006
who had an abnormal Papanicolaou (PAP) smear and colposcopy, June 2006 who on 21-NOV2006 was vaccinated with a 0.5ml dose of Gardasil. Concomitant
therapy included Yasmin. On 27-NOV-2006, the patient developed genital warts. The patient required laser surgery on 08-JAN-2007. Laboratory evaluation
included hemoglobin. The patient sought unspecified medical attention. At the time of the report, the patient had not recovered. Additional information has been
requested.

Symptom Text:

YasminOther Meds:
Lab Data:
History:

SurgeryPrex Illness:

Hemoglobin
Papanicolaou smear abnormal

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

272314-1

16-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anogenital warts

 ER VISIT, NOT SERIOUS

Related reports:   272314-2

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 747
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Nov-2006
Vaccine Date

Unknown
Onset Date Days

07-Mar-2008
Status Date

WI
State Mfr Report Id

Patient reports that within 1 week of Gardasil #1 - started with ano genital condyloma.  Previous history (+) PAP.  now diagnosis: HPV: 5/18/06 - Ascus pap/+
high HPV; 7/10/06 - Colpo showed LSIL; 11/21/06 - Gardasil #1; 1/2/07 - 6 mo colpo showed genital condyloma; 1/8/07 - laser surgery; 5/14/07 colpo o.k.;
11/19/07 - colpo o.k.

Symptom Text:

BCP'sOther Meds:
Lab Data:
History:

NonePrex Illness:

Probably environmental allergies - mild.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

272314-2

10-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anogenital warts, Cervical dysplasia, Colposcopy, Papilloma viral infection, Surgery

 NO CONDITIONS, NOT SERIOUS

Related reports:   272314-1

Other Vaccine
05-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0637F 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 748
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Nov-2006
Vaccine Date

Unknown
Onset Date Days

16-Feb-2007
Status Date

CA
State

WAES0701USA01378
Mfr Report Id

Information has been received from a physician concerning a 16 year old female patient with on pertinent medical history or drug reactions/allergies, who on
10-NOV-2006 was vaccinated intramuscularly with the first dose of Gardasil (lot #653937/0637F). There was no concomitant medication. Subsequently, on an
unspecified, the patient experienced severe cramping during her menstrual cycle. Unspecified medical attention was sought. The physician stated that no
further doses of Gardasil will be given until further information was received. At the time of this report, the patient was recovering. Additional information has
been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

272315-1

16-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dysmenorrhoea

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0637F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 749
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Nov-2006
Vaccine Date

12-Nov-2006
Onset Date

2
Days

19-Feb-2007
Status Date

CA
State

WAES0701USA01392
Mfr Report Id

Information has been received from a physician and a certified medical assistant concerning a 14 year old female with no pertinent medical history who on 10-
NOV-2006 was vaccinated IM with a first dose of Gardasil (lot #653937/0637F). There was no concomitant medication. On 12-NOV-2006 the patient developed
"bad bruise". Unspecified medical attention was sought. On approximately 29-NOV-2006, the patient recovered. There were no laboratory or diagnostic tests
performed. The physician reported that no further doses of Gardasil will be given until further information is received. Additional information has been
requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

272316-1

20-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Contusion

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0637F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 750
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Dec-2006
Vaccine Date

22-Dec-2006
Onset Date

0
Days

16-Feb-2007
Status Date

--
State

WAES0701USA01401
Mfr Report Id

Information has been received from a registered nurse concerning a 20 year old female who on 22-DEC-2006 was vaccinated with Gardasil (yeast) (lot number
653978/0955F). On 22-DEC-2006 the patient passed out after vaccination. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

NONE
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

272317-1

16-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0955F Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 751
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Jan-2007
Vaccine Date

10-Jan-2007
Onset Date

2
Days

16-Feb-2007
Status Date

--
State

WAES0701USA01402
Mfr Report Id

Information has been received from a physician concerning a 19 year old female who on 08-Jan-2007 was vaccinated with Gardasil (yeast) (lot number
655165/1425F) 0.5 ml intramuscularly. On 10-JAN-2007 the patient experienced 102 degrees F fever, chills and body aches for "the past 10 hours". The
patient's 102 degrees F fever and chills and body aches persisted. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

NONE
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

272318-1

16-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chills, Pain, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1425F Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 752
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Dec-2006
Vaccine Date

08-Dec-2006
Onset Date

7
Days

16-Feb-2007
Status Date

NJ
State

WAES0701USA01409
Mfr Report Id

Information has been received from an office manager concerning a female patient who on 01-DEC-2006 was vaccinated with a dose of Gardasil (yeast). One
week later the patient developed a rash and an upper respiratory tract infection. She was treated with BENADRYL and ORAPRED. The patient's outcome was
unknown. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

272319-1

16-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash, Upper respiratory tract infection

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 753
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Jan-2007
Vaccine Date

09-Jan-2007
Onset Date

5
Days

16-Feb-2007
Status Date

PA
State

WAES0701USA01412
Mfr Report Id

Information has been received from an R.N. concerning a 19 year old female patient who on 09-JAN-2007 was vaccinated IM with a dose of GARDASIL (lot
#653978/0955F) and felt dizzy and lightheaded. Medical attention was sought. At the time of the report the patient was recovering. Additional information has
been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

272320-1

19-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0955F Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 754
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Jan-2007
Vaccine Date

08-Jan-2007
Onset Date

0
Days

16-Feb-2007
Status Date

NY
State

WAES0701USA01532
Mfr Report Id

Information has been received from a physician concerning a female who on 08-JAN-2007 was vaccinated IM with a dose of Gardasil (yeast). It was noted that
the patient fainted during the administration of the vaccine, the patient outcome was unknown. No product quality complaint was involved. Additional
information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

272321-1

16-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 755
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Feb-2007
Status Date

TX
State

WAES0701USA01535
Mfr Report Id

Information has been received from a physician concerning a female patient who was vaccinated with Gardasil (yeast). Subsequently the patient fainted.
Unspecified medical attention was sought. At the time of this report the patient's outcome was unknown. No product quality complaint was involved. Additional
information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

272322-1

16-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 756
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Jan-2007
Vaccine Date

04-Jan-2007
Onset Date

0
Days

16-Feb-2007
Status Date

OH
State

WAES0701USA01567
Mfr Report Id

Information has been received from a registered nurse concerning a 26 year old female with no medical history or allergies, who on 04-JAN-2007 was
vaccinated IM with a 0.5 ml dose of Gardasil (yeast). There was no concomitant medication. On 04-JAN-2007 the patient felt dizzy and had a sensation of
hands being pressed down on her head. No other symptoms were noted. Unspecified medical attention was sought. No diagnostic laboratory studies were
performed. The symptoms lasted about 15 to 20 minutes and then resolved. No product quality complaint was involved. Additional information has been
requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

272323-1

16-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Feeling abnormal

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 757
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Feb-2007
Status Date

TN
State

WAES0701USA01586
Mfr Report Id

Information has been received from a physician concerning a female between 15 and 16 years old who was vaccinated with a 0.5 ml dose of Gardasil (yeast).
After receiving the vaccine, the patient fainted. Unspecified medical attention was sought. At the time of this report, the patient's outcome was unknown. No
product quality complaint was involved. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

272324-1

16-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 758
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Feb-2007
Status Date

IA
State

WAES0701USA01747
Mfr Report Id

Information has been received from a nurse practitioner concerning a female who on an unspecified date was vaccinated with the first dose of Gardasil (yeast).
Subsequent following vaccination, the patient experiences extreme pain in the arm and inflammation. The patient underwent physical therapy and was
diagnosed as having brachial neuritis. It was not specified if the series of Gardasil (yeast) would be completed. At the time of this report, the patient was
recovering from the brachial neuritis. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

magnetic resonance  - narrative
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

272325-1

16-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Inflammation, Pain in extremity, Physiotherapy, Radiculitis brachial

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 759
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Oct-2006
Vaccine Date

07-Oct-2006
Onset Date

3
Days

21-Feb-2007
Status Date

NY
State

WAES0701USA01772
Mfr Report Id

Information has been received from a registered nurse concerning a 16 year old female with an aspirin allergy who on 04-OCT-2006 at 16:00 and 11-DEC-2006
at 14:30 was vaccinated IM into the right deltoid with a first and second dose of Gardasil (first dose lot #653736/0689F, second dose lot #654510/0962F).
Concomitant therapy given on 04-OCT-2006 and 11-DEC-2006 included a dose of Havrix. Three days after the first dose, the patient vomited for 2 days and
was out of school. Three days after the second dose the patient threw up a lot more for 2 days and was out of school. The nurse was concerned about this
patient and considered her condition to be disabling since she missed  school for two days after each dose. Unspecified medical attention was sought. No
diagnostic laboratory studied were performed. No product quality complaint was involved. Additional information is not expected.

Symptom Text:

Other Meds:
Lab Data:
History:

Drug hypersensitivityPrex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

272326-1 (S)

06-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Vaccine positive rechallenge, Vomiting

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

0689F
NULL

0 Unknown
Unknown

Intramuscular
Unknown



10 JUN 2008 06:27Report run on: Page 760
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Dec-2006
Vaccine Date

Unknown
Onset Date Days

16-Feb-2007
Status Date

FL
State

WAES0701USA01775
Mfr Report Id

Information has been received from a licensed practical nurse concerning a female with no pertinent medical history and no known allergies who on 21-DEC-
2006 was vaccinated into the right arm with a 0.5 ml first dose of Gardasil (yeast) (lot#654389/0961F). Concomitant therapy included unspecified over the
counter vitamin supplements. Subsequently the patient experienced severe deep pain in her right shoulder. Unspecified medical attention was sought and
there was no treatment given. At the time of the report, the patient had not recovered. Additional information has been requested.

Symptom Text:

vitamins (unspecified)Other Meds:
Lab Data:
History:
Prex Illness:

UNK
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

272327-1

16-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Musculoskeletal pain

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0961F 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 761
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Jan-2007
Vaccine Date

07-Jan-2007
Onset Date

0
Days

16-Feb-2007
Status Date

NY
State

WAES0701USA01778
Mfr Report Id

Information has been received from a physician concerning a 12 year old female with diabetes and eczema who on approximately 07-JAN-2007 was
vaccinated with a 0.5 ml dose of HPV rL1 6 11 16 18 VLP vaccine (yeast) concomitantly with a dose of an unspecified vaccine. On approximately 07-JAN-2007,
later in the night, the patient developed hives all over her body, mostly on her legs.  Unspecified medical attention was sought.  At the time of the report, the
patient's outcome was unknown.  Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

UNK
diabetes, eczema

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

272328-1

03-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 762
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Feb-2007
Status Date

PA
State

WAES0701USA01779
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with a first dose of Gardasil (yeast). Subsequently the patient
complained of pain and then fainted within minutes of administration. Subsequently, the patient recovered without any additional treatment. Additional
information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

272329-1

19-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pain, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 763
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Nov-2006
Vaccine Date

01-Dec-2006
Onset Date

29
Days

16-Feb-2007
Status Date

PA
State

WAES0701USA01810
Mfr Report Id

Information has been received from a physician concerning a 17 year old female with no medical history or allergies, who on 14-AUG-2006 on 02-NOV-2006
was vaccinated IM with a first and second 0.5 ml dose of HPV rL1 6 11 16 18 VLP vaccine (yeast).  There was no concomitant medication. In December 2006,
the patient had a false positive HIV result.  It was noted that the physician stated that the patient had no risk factors for HIV.  Unspecified medical attention was
sought. At the time of this report, the patient's outcome was unknown. No product quality complaint was involved.  Additional information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

Serum HIV-1 p24, 12/06, false positive
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

272330-1

03-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 HIV test false positive

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 764
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Feb-2007
Status Date

WA
State

WAES0701USA01889
Mfr Report Id

Information has been received from a registered nurse concerning a female patient who on an unknown date was vaccinated intramuscularly with the first dose
of 0.5 mL of HPV rL1 6 11 16 18 VLP vaccine (yeast) (Lot# not provided). Subsequently, it was reported that the felt faint post vaccination. The patient sought
unspecified medical attention. At the time of this report, it was unknown if the patient had recovered from the event. Additional information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

272331-1

03-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 765
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Feb-2007
Status Date

WA
State

WAES0701USA01890
Mfr Report Id

Information has been received from a registered nurse concerning a female patient who on an unknown date was vaccinated intramuscularly with the first dose
of HPV rL1 6 11 16 18 VLP vaccine (yeast) (Lot# not provided). Subsequently, it was reported that the patient felt faint post vaccination. The patient sought
unspecified medical attention.  At the time of this report, it was unknown if the patient had recovered from the event.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

272332-1

03-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 766
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Dec-2006
Vaccine Date

Unknown
Onset Date Days

16-Feb-2007
Status Date

--
State

WAES0701USA01933
Mfr Report Id

Information has been received from a registered nurse concerning a 13 year old female who on 12-DEC-2006 was vaccinated with her second dose of HPV rL1
6 11 16 18 VLP vaccine (yeast). Subsequently the patient experienced pain down her arm one month after receiving her second dose.  The patient's pain down
her arm persisted.  Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

NONE
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

272333-1

03-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 767
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Jan-2007
Vaccine Date

Unknown
Onset Date Days

16-Feb-2007
Status Date

--
State

WAES0701USA01947
Mfr Report Id

Information has been received from a physician concerning a 13 year old female who on 12-JAN-2007 was vaccinated with her first dose of HPV rL1 6 11 16
18 VLP vaccine (yeast) 0.5 ml intramuscularly.  The patient fainted when she got outside in the parking lot of the physician's office (also reported as within 10
minutes). The patient was brought back into the physician's office and "let rest for a while".  The physician checked the patient's blood pressure (no details
provided). The physician noted that the patient is "fine now".  Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

NONE
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

272334-1

03-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 768
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Dec-2006
Vaccine Date

08-Dec-2006
Onset Date

1
Days

16-Feb-2007
Status Date

CA
State

WAES0701USA01976
Mfr Report Id

Information has been received from a medical assistant concerning a 38 year old female with edema who on 07-DEC-2006 was vaccinated IM, into the deltoid,
with a 0.5 ml first dose of Gardasil (yeast). Concomitant therapy included hormonal contraceptives (unspecified). On 08-Dec-2006 the patient "gained 13
pounds of water weight". Medical attention was sought and the patient was treated with unspecified diuretics. On approximately 29-Dec-2006, the patient
recovered from "gained 13 pounds of water weight".  Additional information has been requested.

Symptom Text:

Hormonal contraceptivesOther Meds:
Lab Data:
History:

EdemaPrex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
38.0

272335-1

19-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Fluid retention, Weight increased

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Sep-2006
Vaccine Date

Unknown
Onset Date Days

16-Feb-2007
Status Date

NJ
State

WAES0701USA01977
Mfr Report Id

Information has been received from a licensed practical nurse concerning a female who on 19-SEP-2006 was vaccinated IM with a first 0.5 ml dose of HPV rL1
6 11 16 18 VLP vaccine (yeast).  Subsequently the patient experienced pain at the injection site. Unspecified medical attention was sought. It was reported that
the patient did not return to complete the schedule.  Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

272336-1

03-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Nov-2006
Vaccine Date

16-Nov-2006
Onset Date

0
Days

16-Feb-2007
Status Date

--
State

WAES0701USA02079
Mfr Report Id

Information has been received from a health professional concerning a 21 year old female patient with a history of anemia who on 16-NOV-2006 was
vaccinated SC with a first 0.5 ml dose of Gardasil (yeast) (lot#653938/0954F). The patient reported feeling lightheaded and uncomfortable after the first dose
was given. No further information was provided. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
Anemia

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

272337-1

19-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Discomfort, Dizziness, Incorrect route of drug administration

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0954F 0 Unknown Subcutaneously
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Dec-2006
Vaccine Date

01-Jan-2007
Onset Date

4
Days

16-Feb-2007
Status Date

PA
State

WAES0701USA02086
Mfr Report Id

Information has been received from a nurse concerning an 18 year old female with pertinent medical history and drug reactions/allergies unspecified who on
28-DEC-2006 was vaccinated with Gardasil (yeast) (lot# not reported) injection. Concomitant therapy unspecified. On 01-Jan-2007, the patient passed out.
Medical attention was sought. The patient later reported that she was experiencing light headedness and tingling in her hands and feet on 02-JAN-2007. The
patient was referred to a cardiologist. The patient had a carotid ultrasound and echocardiogram performed on 05-JAN-2007 and 11-JAN-2007, respectively
(results not reported). At the time of reporting, the tingling in her hands and feet persisted. No further information was available at the time of reporting.
Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

carotid artery 01/05/07 - result not reported, echocardiography 01/11/07 - result not reported
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

272338-1

19-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Loss of consciousness, Paraesthesia

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Feb-2007
Status Date

CA
State

WAES0701USA02093
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated, intramuscularly with the first, 0.5 ml dose of Gardasil. The patient
concomitantly received Menactra and Dtap. The patient complained that her subsequent menstrual period was "much more painful than usual" with severe
menstrual cramping. The patient sought unspecified medical attention. At the time of the report, it was unknown if the patient recovered. Additional information
has been requested.

Symptom Text:

Therapy unspecified, Menactra, DtapOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

272339-1

07-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dysmenorrhoea

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Oct-2006
Vaccine Date

11-Oct-2006
Onset Date

0
Days

20-Feb-2007
Status Date

CA
State

WAES0701USA02111
Mfr Report Id

Information has been received from  registered nurse concerning a 11 year old female who on 11-OCT-2006 at 15:30, was vaccinated with the first dose of
Gardasil (yeast) (lot number 654540/0800F) intramuscularly in the left deltoid.  Concomitant vaccinations included hepatitis A vaccine (inactive) (MSD) (lot
number 652809/1008F) intramuscularly in the right deltoid, meningococcal ACYW conj vaccine (MENACTRA) (lot number U2002AC) intramusculary in the right
deltoid and (ADACEL) (lot number C2455AA) intramuscularly in the left deltoid.  On 11-OCT-206 the patient stated that her arm tingled and felt numb at the
injection site (arm not specified). Tingling and numbness lasted one hour. After that the patient stated the arm was just sore at the injection site. On 27-DEC-
2006 was vaccinated with the second dose of Gardasil vaccine (yeast). On 27-DEC-2006 the patient again experienced arm tingled at injection site, but it "just
lasted a few minutes".  Additional information is not expected.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

272340-1

03-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site anaesthesia, Injection site pain, Paraesthesia, Similar reaction on previous exposure to drug

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

TDAP
MNQ
HEPA
HPV4

SANOFI PASTEUR
SANOFI PASTEUR
MERCK & CO. INC.
MERCK & CO. INC.

C2455AA
U2002AC
652809/1008F
NULL 1

Unknown
Unknown
Unknown
Unknown

Intramuscular
Intramuscular
Intramuscular

Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Nov-2006
Vaccine Date

16-Nov-2006
Onset Date

0
Days

20-Feb-2007
Status Date

WA
State

WAES0701USA02175
Mfr Report Id

Information has been received from a registered nurse concerning a female patient who on approximately 16-Nov-2006, about two months ago, was vaccinated
with a 0.5 ml dose of Gardasil. On approximately 16-Nov-2006, the patient developed swelling of the arm (unspecified) after the injection and experienced pain
in her whole arm. The patient sought unspecified medical attention. The patients arm pain persisted. although, the outcome of the patients arm swelling was
unknown. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

272341-1

07-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Oedema peripheral, Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Nov-2006
Vaccine Date

11-Nov-2006
Onset Date

0
Days

16-Feb-2007
Status Date

WA
State

WAES0701USA02181
Mfr Report Id

Information has been received from an R.N. concerning a 22 year old female patient with an allergy to codeine who on 11-NOV-2006 was vaccinated with her
first dose of HPV rL1 6 11 16 18 VLP vaccine (yeast); and according to the nurse, developed severe swelling on the injection site arm after the first dose.  The
patient received the first vaccination at another office and no information was available on where the first vaccination was administered or the physician
involved in the first vaccination. On 16-JAN-2007 the patient was seen in the office. She was breast feeding, and was reported to have been breast feeding
when the first vaccination was administered. The patient reported that she had developed an egg shaped swelling at the injection site on the left upper arm that
lasted for more than one week after the first vaccination. No timeline on the development of the swelling in relation to the vaccination was available.  The arm
was still bruised and tender 2 months after the first vaccination. The second dose of HPV rL1 6 11 16 18 VLP vaccine (yeast) has not been administered. At the
time of the report, the patient was recovering.  Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
hypersensitivity

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

272342-1

03-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Contusion, Injection site swelling, Tenderness

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Jan-2007
Vaccine Date

15-Jan-2007
Onset Date

0
Days

20-Feb-2007
Status Date

FL
State

WAES0701USA02188
Mfr Report Id

Information has been received from a RN concerning a 13 year old female patient who on 15-Jan-2007 was vaccinated IM with a dose of Gardasil, lot
#6536978/0955F. Several hours later, the patient experienced pain and swelling at injection site and extending into her hand. There were no other symptoms
noted. Medical attention was sought. At the time of the report the patient was recovering. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

272343-1

07-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Injection site swelling, Oedema peripheral

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0955F Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Feb-2007
Status Date

MI
State

WAES0701USA02260
Mfr Report Id

Information has been received from a physician concerning a female patient who on an unspecified date was vaccinated with the first dose of Gardasil.
Subsequently, following vaccination, the patient lost consciousness. The patient regained consciousness after a few minutes. Unspecified medical attention
was sought. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

272344-1

07-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
20-Feb-2007
Status Date

MI
State

WAES0701USA02261
Mfr Report Id

Information has been received from a physician concerning a female patient who on an unspecified date was vaccinated with the first dose of Gardasil (0.5 ml).
Subsequently, following vaccination, the patient lost consciousness. The patient regained consciousness after a few minutes. Unspecified medical attention
was sought. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

272345-1

07-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
20-Feb-2007
Status Date

MI
State

WAES0701USA02262
Mfr Report Id

Information has been received from a physician concerning a female patient who on an unspecified date was vaccinated with the first dose of Gardasil (0.5 ml).
Subsequently, following vaccination, the patient lost consciousness. The patient regained consciousness after a few minutes. Unspecified medical attention
was sought. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

272346-1

20-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Dec-2006
Vaccine Date

27-Dec-2006
Onset Date

0
Days

20-Feb-2007
Status Date

OH
State

WAES0701USA02336
Mfr Report Id

Information has been received from a registered nurse concerning a 19 year old female who on 27-DEC-2006 was vaccinated in the arm (unspecified) with the
first dose of Gardasil (lot #654885/1424F). There was no concomitant medication. On 24-DEC-2006, the patient developed a rash up and down both arms. The
patient's rash was treated with Benadryl. Subsequently, after three days, the patient recovered from the rash. It was reported that the event did not require an
emergency room/doctor visit. Additional information is not expected.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

272347-1

20-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1424F 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Feb-2007
Status Date

--
State

WAES0701USA02347
Mfr Report Id

Information has been received from a registered nurse concerning a female (age not reported) who on an unspecified date was vaccinated with a dose of
Gardasil (lot number not reported). The nurse reported that the patient, after receiving the Gardasil, did not received her next expected period. The patient
sought unspecified medical attention. At the time of this report. the outcome was unknown. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

272348-1

07-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Amenorrhoea

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
20-Feb-2007
Status Date

--
State

WAES0701USA02348
Mfr Report Id

Information has been received from a registered nurse concerning a female (age not reported) who on an unspecified date was vaccinated with dose (lot
number not reported). The nurse reported that the patient, after receiving the Gardasil, did not received her next expected period. The patient sought
unspecified medical attention. At the time of this report, the outcome was unknown. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

272349-1

20-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Menstruation delayed

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Nov-2006
Vaccine Date

01-Nov-2006
Onset Date

0
Days

20-Feb-2007
Status Date

VA
State

WAES0701USA02369
Mfr Report Id

Information has been received from a 24 year old female with an unremarkable medical history and no known allergies or adverse drug reactions reported. In
November 2006, the patient was vaccinated intramuscularly in the left arm with the first 0.5 ml dose of Gardasil. concomitant therapy included influenza virus
vaccine (unspecified) and hormonal contraceptives (unspecified). In November 2006, right after she received her first injection of Gardasil, the patient vomited
and the passed out. The patient developed burning at injection site. The patient sought unspecified medical attention. It was reported that the patient was
alright after about 20 minutes after the injection. The patient plans to receive her second shot on 17-JAN-2007. In November 2006, the same day that the first
dose of the vaccine was administered, the patient had recovered from the events. Additional information has been requested.

Symptom Text:

Hormonal contraceptives, influenza virus vaccineOther Meds:
Lab Data:
History:
Prex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

272350-1

21-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site irritation, Loss of consciousness, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Jan-2007
Vaccine Date

10-Jan-2007
Onset Date

2
Days

20-Feb-2007
Status Date

NY
State

WAES0701USA02390
Mfr Report Id

Information has been received from a physician concerning a 20 year old female with high blood pressure and an allergy to sulfa. On 08-Jan-2007, the patient
was vaccinated intramuscularly with a first 0.5 ml dose of Gardasil (lot #655619/1427F). Concomitant therapy included Micronor. On 10-JAN-2007, the patient
developed intermittent hives. The patient sought unspecified medical attention. At the time of this report, the patient had not recovered from the event.
Additional information has been requested.

Symptom Text:

MicronorOther Meds:
Lab Data:
History:
Prex Illness:

NONE
Blood pressure high, sulfonamide allergy.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

272351-1

20-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1427F 0 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Jan-2007
Vaccine Date

15-Jan-2007
Onset Date

0
Days

20-Feb-2007
Status Date

WA
State

WAES0701USA02393
Mfr Report Id

Information has been received from a 26 year old female with a drug hypersensitivity to tetracycline, prochlorperazine maleate (COMPAZINE) and doxycycline
and no other pertinent medical history reported. On 15-JAN-2007, the patient was vaccinated intramuscularly with HPV rL1 6 12 16 18 VLP vaccine (yeast).
Concomitant therapy included a "steroid shot" and unspecified hormonal contraceptives. On 15-JAN-2007, the patient developed a terrible rash.  The patient
sought unspecified medical attention.  At the time of this report, the patient had not recovered from the event.  Additional information has been requested.

Symptom Text:

corticosteroids, hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

NONE
drug hypersensitivity

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

272352-1

03-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Nov-2006
Vaccine Date

01-Nov-2006
Onset Date

0
Days

20-Feb-2007
Status Date

MI
State

WAES0701USA02404
Mfr Report Id

Information has been received from a licensed partner nurse concerning her 20 year old white daughter student with pertinent medical history and drug
reactions/allergies reported as unspecified who on 01-NOV-2006 was vaccinated with first dose of HPV rL1 6 11 16 18 VLP vaccine (yeast) (lot #
653650/0702F) IM left arm at 1500 hours.  On approximately 17-JAN-2007, the patient was vaccinated with a second dose of HPV rL1 6 11 16 18 VLP vaccine
(yeast) (lot # not reported).  Following each dose of HPV rL1 6 11 16 18 VLP vaccine (yeast), the patient experienced a metallic taste.  The metallic taste was
more pronounced after the first dose. The patient sought medical attention.  Subsequently, the patient recovered. No other information was available at the time
of reporting.   Additional information was received from the licensed practical nurse.  The patient complained of strong "metal" taste at the back of her tongue
immediately after the first injection. This odd taste sensation lasted somewhere between 30 and 60 seconds and then slowly disappeared after 2 to 3 minutes.
No additional information is expected.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

272353-1

03-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dysgeusia, Vaccine positive rechallenge

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 653650/0702F 0 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Feb-2007
Status Date

PA
State

WAES0701USA02411
Mfr Report Id

Information has been received from a physician concerning several females who on unspecified dates were vaccinated with Gardasil 0.5 ml by injection.
Subsequently, several patients fainted after receiving Gardasil and several patients experienced pain and swelling at the injection site. Medical attention was
sought. The outcome of the events was unspecified. No additional information is available.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

272354-1

20-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Injection site swelling, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Feb-2007
Status Date

--
State

WAES0701USA02415
Mfr Report Id

Information has been received from a physician's assistant concerning a 15 year old female who on unspecified dates was vaccinated intramuscularly in the
arm with the first and second dose of Gardasil. Within 24 hours of receiving the first and second dose of Gardasil the patient developed a localized rash on the
forearm. It was reported that the patient went to a dermatologist for the rash. It was reported that the events disappeared after a day or so. At the time of this
report, the patient had recovered from the event (date unknown). Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

272355-1

20-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Feb-2007
Status Date

--
State

WAES0701USA02455
Mfr Report Id

Information has been received from a physician concerning a female patient who was vaccinated with a 0.5 ml dose of Gardasil. Subsequently the patient
developed a rash. The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

272356-1

20-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 790
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
20-Feb-2007
Status Date

--
State

WAES0701USA02651
Mfr Report Id

Information has been received from a registered nurse concerning "several" patients who were vaccinated with a first dose of HPV rL1 6 11 16 18 VLP vaccine
(yeast). The patients subsequently complained of a little arm soreness after the vaccination. All patients recovered from arm soreness. On unknown dates,
patients were vaccinated with second dose of HPV rL1 6 11 16 18 VLP vaccine (yeast). Subsequently, the patients experienced pain, swelling and irritation at
injection site. The nurse noted that she used 3 or 4 different lots, and the patients were complaining that "it hurt quite a bit when the medicine was being
injected into the arm". The nurse further commented that the patients did not complain about this with the first dose. The patients went home after the office
visit.  Attempts are being made to obtain additional identifying information to distinguish the individual patients mentioned in this report.  Additional information
will be provided if available.  Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

NONE
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

272357-1

03-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site irritation, Injection site pain, Injection site swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Feb-2007
Vaccine Date

09-Feb-2007
Onset Date

1
Days

16-Feb-2007
Status Date

MA
State Mfr Report Id

Pt recived vaccine 5pm 2/8/07. Pt begain vomiting and diarrhea 4am 2/9/07. Pt had no fever. Pt given IV fluids.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NoPrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

272366-1

16-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Diarrhoea, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1161F 0 Right arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Jan-2007
Vaccine Date

05-Jan-2007
Onset Date

2
Days

16-Feb-2007
Status Date

CA
State Mfr Report Id

Left upper, outer arm, 4 cm induration with erythema. Benadryl, Motrin RTCSymptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

272384-1

05-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Induration

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

VARCEL
HEPA
HPV4

MERCK & CO. INC.
MERCK & CO. INC.
MERCK & CO. INC.

1140F
0651F
0637F

1

1

Left arm
Left arm

Right arm

Unknown
Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
15-Feb-2007
Vaccine Date

15-Feb-2007
Onset Date

0
Days

16-Feb-2007
Status Date

--
State Mfr Report Id

C/O dizziness "can't breath" observed tremor of hands states heart beating rapidly (AP=72/min)Symptom Text:

Other Meds:
Lab Data:
History:

URI and pharyngitisPrex Illness:

Exercise induced asthma.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

272387-1

16-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Dyspnoea, Heart rate increased, Tremor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

TDAP

HPV4

GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

AC52B009AA

NULL

0

2

Left arm

Right arm

Unknown

Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Feb-2007
Vaccine Date

02-Feb-2007
Onset Date

1
Days

19-Feb-2007
Status Date

MI
State Mfr Report Id

Early in the am of 2/2/2007, patient woke with sudden onset of vomiting, dizziness, and severe headaches.  Seen by primary care physician later in the day with
noticeable hypotension.  Remained in bed over the weekend, sleeping most of the time and taking Motrin for headache.

Symptom Text:

Other Meds:
Lab Data:
History:

NONEPrex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

272399-1

19-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Headache, Hypotension, Somnolence, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Feb-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
MNQ
TDAP

MERCK & CO. INC.
MERCK & CO. INC.
AVENTIS PASTEUR
GLAXOSMITHKLINE
BIOLOGICALS

1065F
0962F
U1892AA
AC52B007AA

1
0
0
0

Left arm
Right arm
Right arm
Left arm

Subcutaneously
Intramuscular
Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Oct-2006
Vaccine Date

30-Nov-2006
Onset Date

30
Days

19-Feb-2007
Status Date

FL
State

WAES0702USA01168
Mfr Report Id

Information has been received from a 26 year old female consumer with migraine headaches, who on approximately 31-OCT-2006 ("end of October or
beginning of November 2006"), was vaccinated with the first dose of Gardasil (yeast). Concomitant therapy included propranolol HCL for migraine headaches.
Subsequently, the patient "became pregnant at the end of November 2006," and reported " a normal pregnancy with no adverse side effects". The approximate
LMP date was 30-NOV-2006, with an estimated due date of 06-SEP-2007. Additionally, on approximately 28-DEC-2006 ("approximately six weeks ago"), the
patient was diagnosed with lupus (not further specified), and daily injections of LOVENOX were initiated as treatment. Unspecified blood tests were performed
(results not reported). At the time of the report, the patient had not recovered. Upon internal review, the patient's diagnosis of lupus was considered to be an
other important medical event. The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

Propranolol HydrochlorideOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP= 11/30/2006), MigrainePrex Illness:

diagnostic laboratory  11?/??/06 -

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

272430-1

07-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Pregnancy, Systemic lupus erythematosus

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Jan-2007
Vaccine Date

13-Jan-2007
Onset Date

1
Days

19-Feb-2007
Status Date

CA
State

WAES0702USA00888
Mfr Report Id

Information has been received from a health professional concerning a 14 year old female with allergies to Prozac and Seroquel and a history of dystonic
reaction involving the right arm, right leg and neck in 2006 caused by an allergic reaction to Seroquel who on 12-JAN-2007 was vaccinated IM with a first dose
of Gardasil. Concomitant therapy included hormonal contraceptives (unspecified) and Prevacid. On 13-JAN-2007 the patient experienced a tic disorder
involving her head and neck. The patient also had a rapid, involuntary, spasmodic dystonic reaction and torticollis like movement that appeared painful and
continued during sleep. On 13-JAN-2007, the patient was examined in the emergency room and was given Benadryl and Ativan and was released. A CT scan
of the brain was negative. On 15-JAN-2007, she was examined by her primary care physician and was given Benadryl IM. She was later examined on 15-JAN-
2007 by a neurologist and was given Cogentin IM and was started on oral benztropine mesylate (MSD). ON 17-JAN-2007, 19-JAN-2007, and 05-FEB-2007, the
patient was also examined by a neurologist. On 19-JAN-2007 the symptoms began to resolve and on 05-FEB-2007 completely resolved. The patient will
continue with Cogentin until 19-FEB-2007. Tic disorder, rapid, involuntary, spasmic dystonic reaction and torticollis like movement were considered to be other
important medical events and disabling. Additional information has been requested.

Symptom Text:

Hormonal contraceptives, PrevacidOther Meds:
Lab Data:
History:

Drug hypersensitivityPrex Illness:

head computed axial 01/13/07 - negative
Dystonic reaction

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

272431-1 (S)

19-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Brain scan normal, Condition aggravated, Dystonia, Pain, Tic, Torticollis

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Other Vaccine
16-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
20-Feb-2007
Status Date

OH
State

WAES0701USA02867
Mfr Report Id

Information has been received from a registered nurse concerning a female patient who was vaccinated with a dose of HPV rL1 6 11 16 18 VLP vaccine (yeast)
concomitantly with a dose of MENACTRA and a dose of DTaP.  Subsequently the patient developed knot at the injection site where she received DTaP. It was
reported that the patient with a knot or "raised area" that was 1 and 1/2 inches long. At the time of the report, the patient's outcome was unknown. Additional
information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

272477-1

03-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site induration

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

MNQ
DTAP
HPV4

SANOFI PASTEUR
UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL
NULL

Unknown
Unknown
Unknown

Unknown
Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Jan-2007
Vaccine Date

17-Jan-2007
Onset Date

0
Days

20-Feb-2007
Status Date

CT
State

WAES0701USA02982
Mfr Report Id

Information has been received from a physician concerning a female who on 17-JAN-2007 was vaccinated with a 0.5 ml first dose of HPV rL1 6 11 16 18 VLP
vaccine (yeast). On 17-JAN-2007 the patient experienced flu-like symptoms described as malaise and myalgia.  Unspecified medical attention was sought.  At
the time of the report, the patient was recovering.  Additional information is not expected.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

272478-1

03-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Influenza like illness, Malaise, Myalgia

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Dec-2006
Vaccine Date

21-Dec-2006
Onset Date

0
Days

20-Feb-2007
Status Date

NY
State

WAES0701USA03006
Mfr Report Id

Information has been received from a health professional concerning a 21 year old white female with no medical history, who on 21-DEC-2006 was vaccinated
in the left deltoid with the second dose of HPV rL1 6 11 16 18 VLP vaccine (yeast) (lot# 653735/0688F). There were no illnesses at the time of vaccination. On
21-DEC-2006, following vaccination, the patient felt faint and queasy and her face appeared flush. The patient's blood pressure was 102/60. The patient was
given a cold drink of water and a cold compress and remained seated for 10 minutes and subsequently felt fine. The patient stated that "needles make her
scared".  No further information is expected.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

blood pressure, 12/21/06, 102/60
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

272479-1

03-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Flushing, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 653735/0688F 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Nov-2006
Vaccine Date

08-Nov-2006
Onset Date

0
Days

20-Feb-2007
Status Date

VA
State

WAES0701USA03029
Mfr Report Id

Information has been received from a registered nurse concerning a 21 year old female with no past medical history and no drug allergies who on 08-NOV-
2006 was vaccinated with HPV rL1 6 11 16 18 VLP vaccine (yeast) (lot# 653978/0955F) (0.5 ml), intramuscularly in the left deltoid. Concomitant therapy
included minocycline HCl (MINOCIN). On 08-NOV-2006 the patient experienced skin discoloration around injection site.  The discoloration was slightly lighter
than her skin color and was shaped like a "C" to the other side was 20 mm. The area was not raised or sore. She mentioned that she had some mild soreness
at the injection site for one to two days after the vaccine was initially administered. The patient had no other symptoms.  There were no relevant diagnostic tests
performed.  Unspecified medical attention was sought.  Additional information has been requested.

Symptom Text:

MinocinOther Meds:
Lab Data:
History:
Prex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

272480-1

20-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site discolouration, Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 653978/0955F Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Dec-2006
Vaccine Date

14-Dec-2006
Onset Date

0
Days

20-Feb-2007
Status Date

--
State

WAES0701USA03080
Mfr Report Id

Information has been received from a physician concerning a female who on 14-DEC-2006 was vaccinated by injection with the first dose of HPV vaccine
(yeast). On 14-DEC-2006 the patient experienced fatigue after HPV vaccine (yeast) was administered.  The patient received the second dose of HPV vaccine
(yeast) on 15-JAN-2007 and did not experience any further symptoms.  The patient sought unspecified medical attention. At the time of the report, it was
unknown if the patient had recovered.  Additional information is not expected.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

272482-1

03-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Fatigue

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jan-2007
Vaccine Date

18-Jan-2007
Onset Date

0
Days

20-Feb-2007
Status Date

HI
State

WAES0701USA03099
Mfr Report Id

Information has been received from a physician concerning a 17 year old female with no pertinent medical history and no drug reactions/allergies who on
approximately 18-JAN-2007 was vaccinated with HPV vaccine (yeast) (lot # not reported) injection, 0.5 ml, in her left upper arm. There was no concomitant
medication. On 18-JAN-2007, the patient developed pain and soreness in both sides of her hips. The patient sought medical attention.  No lab diagnostic tests
were performed. The patient stated that as of 18-JAN-2007, she only feels pain when she touches the side of her hips. At the time of reporting the outcome was
unspecified. No other information was provided by the physician. Additional information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

272483-1

03-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Dec-2006
Vaccine Date

21-Dec-2006
Onset Date

0
Days

20-Feb-2007
Status Date

AL
State

WAES0701USA03182
Mfr Report Id

Information has been received from an office manager concerning a 16 year old female who on 21-DEC-2006 was vaccinated in the arm (unspecified) with the
first dose of HPV vaccine (yeast). There was no concomitant medication. On approximately 21-DEC-2006, after receiving the vaccination, the patient developed
a "knot" at the injection site. The patient sought unspecified medical attention. The "knot" at the patient's injection site persisted. Additional information has
been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

NONE
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

272484-1

03-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site induration

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Dec-2006
Vaccine Date

22-Dec-2006
Onset Date

0
Days

20-Feb-2007
Status Date

MI
State

WAES0701USA03195
Mfr Report Id

Information has been received from a registered nurse concerning a 14 year old white female (weight 118#, height 60.75") with otitis, sore throat, congestion,
runny nose, amoxicillin and erythromycin allergy who on 22-DEC-2006 was vaccinated with the first dose of HPV vaccine (yeast) (lot # 653938/0954f), IM.
Concomitant therapy included MENACTRA (lot # U2141AA), IM.  On 22-DEC-2006 after the vaccine while at the check out window, the patient stated that she
felt hot, felt her vision was fading and felt faint.  The registered nurse held her arm and walked with her back to an exam room where she had her lay down and
elevated her legs on two pillows for 15 minutes.  The patient's feeling passed. When the patient first returned to the exam room the physician checked her and
then checked her when she felt better. After 15 minutes of lying down.   Subsequently, the patient recovered from the events that same day.  Additional
information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

blood pressure, 12/22/06, 98/60, normal
otitis; sore throat; nasal congestion; runny nose; penicillin allergy; allergic reaction to antibiotics

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

272485-1

03-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Feeling hot

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2141AA
653938/0954F

0
0

Unknown
Unknown

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Jan-2007
Vaccine Date

05-Jan-2007
Onset Date

0
Days

20-Feb-2007
Status Date

--
State

WAES0701USA03348
Mfr Report Id

Information has been received from a physician concerning a 14 year old female patient who on approximately 05-JAN-2007 was vaccinated at another
physicians office with HPV vaccine (yeast) (lot # not provided). On an unspecified date in January 2007, the patient was seen by the reporting physician for a
suspected urinary tract infection (lab results not provided). The patient sought unspecified medical attention. At the time of this report it was unknown if the
patient had recovered from the event. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

272486-1

03-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urinary tract infection

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Jan-2007
Vaccine Date

15-Jan-2007
Onset Date

0
Days

20-Feb-2007
Status Date

--
State

WAES0701USA03429
Mfr Report Id

Information has been received from a registered nurse concerning a 14 year old female who on 15-JAN-2007 was vaccinated, intramuscularly with the first
dose of HPV vaccine (yeast), (lot # not reported). On 15-JAN-2007 the patient fainted after receiving the vaccination. The patient was seen in the Emergency
Room (ER) following vaccination and "no problems were found".  At the time of the report, it was unspecified, if the patient recovered.  Additional information
has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

272487-1

03-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Nov-2006
Vaccine Date

Unknown
Onset Date Days

21-Feb-2007
Status Date

IN
State

WAES0701USA03430
Mfr Report Id

Information has been received from a registered nurse concerning a 19 year old female with allergy to cefaclor (CECLOR) who on 22-NOV-2006 was
vaccinated with the first dose of HPV vaccine (yeast). Concomitant therapy included ethinyl estradiol (+) etonogestrel (NUVARING),  lansoprazole (PREVACID)
and minocycline HCl.  On 03-JAN-2007, the patient had a cervical (PAP) smear.  The patient tested positive for Papilloma viral infection (HPV). On 11-JAN-
2007, the patient was vaccinated with the second dose of HPV vaccine (yeast).  (Lot # 655617/1447F). The patient sought unspecified medical attention. At the
time of the report, it was unknown if the patient recovered.  Additional information has been requested.

Symptom Text:

Nuvaring, Prevacid, minocycline hydrochlorideOther Meds:
Lab Data:
History:
Prex Illness:

cervical smear, 01/03/07 (+), positive for HPV
Allergic to antibiotics

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

272488-1

03-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Papilloma viral infection

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 808
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jan-2007
Vaccine Date

01-Jan-2007
Onset Date

0
Days

20-Feb-2007
Status Date

CA
State

WAES0701USA03436
Mfr Report Id

Information has been received from a registered nurse via a company representative concerning a 16 year old female who, "the other night", was vaccinated
with a first dose of HPV vaccine (yeast) (lot# not reported). The nurse reported that girl passed out in the office and hit her head after receiving a first dose of
vaccine.  The girl was unconscious in the office waiting room 3 to 4 minutes.  It was reported that the patient was "revived" by using ammonia inhalant, and
"seemed to take longer than expected to regain consciousness." The patient was administered an office neurological exam which was "ok and the patient was
sent home", reported as recovered.  The nurse also reported that it was unclear if this injection was painful.  Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

neurological, 01/07, comment: "was ok"
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

272489-1

09-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injury, Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 809
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Nov-2006
Vaccine Date

29-Nov-2006
Onset Date

0
Days

20-Feb-2007
Status Date

MI
State

WAES0701USA03460
Mfr Report Id

Information has been received from a registered nurse concerning a 16 year old female student with emotional issues (in counseling) who on 29-NOV-2006, at
4:00 PM, was vaccinated IM into the left arm with a first dose of HPV vaccine (yeast) (lot# 653938/0954F). There was no illness at the time of vaccination. It
was reported that the vaccination was given while the patient was sitting.  A few second after the injection, the patient said "oh", and leaned to the right slowly
to a reclined position and remained conscious but stiffened.  She was awake.  The doctor checked on her and stated that she was having a vagal response.
After reclining 5-10 minutes, she said she was ok.  Her blood pressure was 112/78 and temperature was 100.1F. The nurse noted that the patient was dressed
in multiple layers and a hat and she had no had lunch.  The patient was considered recovered on the same day, 29-NOV-2006.  Additional information is not
expected.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

blood pressure, 11/29/06 112/70; body temp, 11/29/06 100.1f
emotional problems

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

272490-1

09-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope vasovagal

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 653938/0954F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 810
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Nov-2006
Vaccine Date

01-Dec-2006
Onset Date

2
Days

20-Feb-2007
Status Date

IN
State

WAES0701USA03483
Mfr Report Id

Information has been received from a mother of a 16 year old female patient with "cysts in her ovaries", and allergies to penicillin, sulfa, cefaclor (CECLOR) and
erythromycin ethylsuccinate (+) sulfisoxazole acetyl (PEDIAZOLE) who on 29-NOV-2006 was vaccinated with HPV vaccine (yeast), "in her hip". There was no
concomitant medication.  Subsequently, "within 2 to 3 days after receiving the injection." the patient developed "hot flushes", fainted, felt dizzy, and nausea.
The patient was also "red and flushed" in her face since receiving the injection. The patient was experiencing the "hot flushes" almost every day. It was also
reported that the patient had been vaccinated with Tdap "whooping cough" injection (manufacturer unknown) on 05-JAN-2007 and the patient experienced
swelling, itching and "a knot" at the injection site for the last "two to three weeks." At the time of the report, the patient was reportedly not recovered.  Additional
information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

NONE
ovarian cyst; penicillin allergy; sulfonamide allergy; drug hypersensitivity

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

272491-1

09-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Erythema, Flushing, Hot flush, Nausea, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 811
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
20-Feb-2007
Status Date

CA
State

WAES0701USA03485
Mfr Report Id

Information has been received from a registered nurse concerning an adolescent female (age not reported) who on an unspecified date was vaccinated with
the first dose of HPV vaccine (yeast). Subsequently, the patient passed out or was unconscious (date unknown). It was reported that the vaccination was
"somewhat painful". The patient sought unspecified medical attention.  At the time of this report, the patient had recovered from the event (date unknown). The
nurse reported that there were a total of 4 cases of adolescent females that passed out or were unconscious after receiving the first dose of HPV vaccine
(yeast) out of 130 total doses administered by the office.  Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

272492-1

09-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness, Pain

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 812
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
20-Feb-2007
Status Date

TN
State

WAES0701USA03497
Mfr Report Id

Information has been received from a physician concerning a female between 15 and 16 years old who was vaccinated with a 0.5 ml dose of HPV rL1 6 11 16
18 VLP vaccine (yeast). After receiving the vaccine, the patient fainted. Unspecified medical attention was sought. At the time of this report, the patient's
outcome was unknown.  No product quality  complaint was involved.  Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

272493-1

09-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
01-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 813
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
20-Feb-2007
Status Date

TX
State

WAES0701USA03498
Mfr Report Id

Information has been received from a physician concerning a female between 15 and 16 years old who was vaccinated with a 0.5 ml dose of HPV vaccine
(yeast). After receiving the vaccine, the patient fainted. Unspecified medical attention was sought.  At the time of this report, the patient's outcome was
unknown. No product quality complaint was involved.  Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

272494-1

09-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 814
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Feb-2007
Status Date

TN
State

WAES0701USA03499
Mfr Report Id

Information has been received from a physician concerning a female between 15 and 16 year old who was vaccinated with a 0.5 ml dose of HPV vaccine
(yeast).  After receiving the vaccine, the patient fainted.  Unspecified medical attention was sought.  At the time of this report, the patient's outcome was
unknown.  No product quality complaint was involved.  Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

272495-1

09-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 815
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Feb-2007
Status Date

TN
State

WAES0701USA03500
Mfr Report Id

Information has been received from a physician concerning a female between 15 and 16 years old who was vaccinated with a 0.5 ml dose of HPV vaccine
(yeast). After receiving the vaccine, the patient fainted.  Unspecified medical attention was sought.  At the time of this report, the patient's outcome was
unknown.  No product quality complaint was involved.  Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

272496-1

09-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 816
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Dec-2006
Vaccine Date

04-Dec-2006
Onset Date

0
Days

21-Feb-2007
Status Date

--
State

WAES0701USA03503
Mfr Report Id

Information has been received from a clinical trial coordinator concerning a female health care worker (age not reported) at a study site.  On 04-DEC-2006, the
patient was vaccinated in the left deltoid with the first dose of HPV vaccine (yeast) outside of the study.  Subsequently, the patient developed discoloration. A
band aid was placed over the injection site.  As of 12-JAN-2007, there was still obvious discoloration to the area with visible outline of the band aid.  The patient
stated that she had never had this happen with a band aid before.  At the time of this report, the outcome of the event was unknown.  Additional information has
been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

272497-1

09-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site discolouration

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 817
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Feb-2007
Status Date

CO
State

WAES0701USA03511
Mfr Report Id

Information has been received from a nurse in a doctor's office concerning a female who was vaccinated with a first dose of HPV vaccine (yeast). Subsequently
the patient's hands and feet swelled and had itchiness at the injection site. The patient refused to come in for the second vaccine.  The patient recovered.
Unspecified medical attention was sought.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

272498-1

09-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pruritus, Oedema peripheral

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 818
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Nov-2006
Vaccine Date

29-Nov-2006
Onset Date

0
Days

21-Feb-2007
Status Date

IL
State

WAES0701USA03514
Mfr Report Id

Information has been received from a medical assistant concerning a 16 year old female with a penicillin, sulfonamide and cefaclor (CECLOR) allergy who on
29-NOV-2006 was vaccinated with a dose of HPV vaccine (yeast).  It was reported that ever since she was given the vaccine, the patient experienced hot
flashes and nausea.  Unspecified medical attention was sought.  At the time of this report, the outcome was unknown.  No product quality complaint was
involved.  Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
penicillin allergy; sulfonamide allergy; allergic reaction to antibiotics

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

272499-1

09-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hot flush, Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 819
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jan-2007
Vaccine Date

Unknown
Onset Date Days

21-Feb-2007
Status Date

WA
State

WAES0701USA03531
Mfr Report Id

Information has been received from a immunization coordinator nurse concerning a 26  year old female nurse in her office who on 18-JAN-2007 was
vaccinated in the arm with a second dose of HPV vaccine (yeast). Subsequently the patient experienced "general achiness" throughout her body and swollen
lymph glands.  Unspecified medical attention was sought.  At the time of the report, the patient's outcome was unknown.  It was reported that the patient "did
not respond like this" after her first dose of HPV vaccine (yeast).  Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

272500-1

09-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Lymphadenopathy, Pain

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 820
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Dec-2006
Vaccine Date

Unknown
Onset Date Days

21-Feb-2007
Status Date

TX
State

WAES0701USA03620
Mfr Report Id

Information has been received from a nurse concerning her 16 year old daughter who in approximately December 2006, was vaccinated with her first dose of
HPV vaccine (yeast).  Subsequently, the patient developed three nosebleeds. Medical attention was sought.  The patient was recovering.  Additional
information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

272501-1

09-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Epistaxis

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 821
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jan-2007
Vaccine Date

18-Jan-2007
Onset Date

0
Days

21-Feb-2007
Status Date

--
State

WAES0701USA03757
Mfr Report Id

Information has been received from a nurse practitioner concerning a 20 year old female on contraception, and supplements with iron deficiency anaemia and
no allergies, who on 18-JAN-2007 was vaccinated IM with a first dose of HPV vaccine (yeast) (lot# 655165/1425F).  Concomitant therapy included ethinyl
estradiol/norethindrone acetate (LOESTRIN) and iron (unspecified).  Two hours after, the patient called the office and complained of nausea and vomiting.  The
patient came into the office the next day because her vomiting lasted throughout the night and she stated that she passed out.  By the time she came to the
office she was doing better.  No diagnostic studies were performed.  At the time of this report, the patient was  recovered.  No product quality complaint was
involved.  Additional information has been requested.

Symptom Text:

Loestrin, iron (unspecified)Other Meds:
Lab Data:
History:
Prex Illness:

NONE
contraception; routine health maintenance; iron deficiency anaemia

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

272502-1

09-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness, Nausea, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 655165/1425F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 822
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Jan-2007
Vaccine Date

23-Jan-2007
Onset Date

0
Days

21-Feb-2007
Status Date

FL
State

WAES0701USA03883
Mfr Report Id

Information has been received from a nurse concerning a 14 year old female who on 23-JAN-2007 was vaccinated with the first dose of HPV vaccine (yeast)
(lot number not provided). The nurse reported that after the patient received the vaccination she turned pale "within 10 minutes of vaccination".  The nurse
reported that the patient's blood pressure was 120/80 prior to vaccination and her blood pressure dropped to 90/50 about ten minutes after the patient was
vaccinated. The nurse reported that the patient was sent to the Emergency Room (ER) at the hospital nearby for treatment and observation. Additional
information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

blood pressure, 01/23/07, 120/8; blood pressure 01/23/07, 90/50
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

272503-1

09-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure decreased, Pallor

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 823
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Jan-2007
Vaccine Date

06-Jan-2007
Onset Date

1
Days

21-Feb-2007
Status Date

FL
State

WAES0701USA03895
Mfr Report Id

Information has been received from an L.P.N. concerning a 13 year old female student with a congenital heart defect and allergy to contrast dye who on the
morning of 05-JAN-2007 between approximately 9-11 a.m. was vaccinated in the left upper arm with her second dose of Gardasil (yeast), lot#654389/0961F. In
the p.m. of 06-JAN-2007 the patient developed skin tender and some skin "bumps" with pruritis X 2 days. It was reported that on 09-JAN-2007, the patient
recovered. No further information is available.

Symptom Text:

UNKOther Meds:
Lab Data:
History:

Unspecified congenital anomaly of heart; HypersensitivityPrex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

272504-1

21-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pain of skin, Pruritus, Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0961F 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 824
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Feb-2007
Status Date

FL
State

WAES0701USA03908
Mfr Report Id

Information has been received from a physician concerning a female (demographics not reported) who on an unspecified date was vaccinated with Gardasil
(yeast) (Lot# not provided). Subsequently the patient developed hives. At the time of this report it was unknown if the patient had recovered from the hives.
Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

272505-1

21-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 825
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Oct-2006
Vaccine Date

01-Oct-2006
Onset Date

0
Days

21-Feb-2007
Status Date

PA
State

WAES0701USA03939
Mfr Report Id

Information has been received from two nurses at a physician's office concerning a female (age not reported) who in October 2006 was vaccinated with the first
dose of Gardasil (yeast). In October 2006, the patient developed excessive vaginal bleeding (during her period). The patient sought unspecified medical
attention. At the time of this report, the patient had recovered from the event (date unknown). Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

272506-1

21-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Vaginal haemorrhage

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 826
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Feb-2007
Status Date

NY
State

WAES0701USA03959
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with Gardasil (yeast). Subsequently the patient developed malaise
and fever, also had a sore arm such that she felt she couldn't move it for 24 hours. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

272508-1

21-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypokinesia, Malaise, Pain in extremity, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 827
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Jan-2007
Vaccine Date

18-Jan-2007
Onset Date

2
Days

21-Feb-2007
Status Date

NY
State

WAES0701USA03962
Mfr Report Id

Information has been received from the father of an 18 year old female with a penicillin allergy noted as rash and fever. On 16-JAN-2007, the patient was
vaccinated intramuscularly in the deltoid, with the first dose of Gardasil (yeast). There were no concomitant medications reported. On 18-JAN-2007, the patient
developed epigastric pressure and discomfort. On 19-JAN-2007, the patient was examined by her physician and was prescribed famotidine. On 21-JAN-2007,
the patient complained of difficulty and discomfort breathing which worsened on 22-JAN-2007. On 23-JAN-2007, the patient was planning to seek medical
attention, at her local school infirmary. At the time of this report, the patient had not recovered from the events. Additional information has been requested.

Symptom Text:

PEPCIDOther Meds:
Lab Data:
History:

Penicillin allergy; Rash; FeverPrex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

272509-1

21-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dyspnoea, Epigastric discomfort

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 828
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Jan-2007
Vaccine Date

21-Jan-2007
Onset Date

2
Days

21-Feb-2007
Status Date

VA
State

WAES0701USA03965
Mfr Report Id

Information has been received from a physician concerning a 26 year old female who on 19-JAN-2007 was vaccinated intramuscularly with the first dose of
Gardasil (yeast). On approximately 21-JAN-2007, "within about three days", the patient reported that both her arms were itchy and red. The patient sought
unspecified medical attention. The physician reported that she told the patient to take some Benadryl to treat the symptoms. The physician reported that she
did not plan to re-vaccinate the patient with Gardasil (yeast). No lot number was provided. At the time of this report, the outcome of the event was unknown.
Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

272510-1

21-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Pruritus

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 829
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Nov-2006
Vaccine Date

18-Dec-2006
Onset Date

40
Days

21-Feb-2007
Status Date

--
State

WAES0701USA03968
Mfr Report Id

Information has been received from a licensed visiting nurse through the pregnancy registry concerning a 18 year old female who became pregnant during the
3-dose of Gardasil (yeast). On 08-NOV-2006, the patient was vaccinated with the first dose of Gardasil (yeast). It was reported that the patient was not
pregnant when she received her first dose of Gardasil (yeast). On 18-DEC-2006, the patient developed pelvic pain. The patient was seen in the emergency
room. At the time of this report, the outcome of the events were unknown. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = Unknown)Prex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

272511-1

21-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Pelvic pain

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 830
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Feb-2007
Status Date

--
State

WAES0701USA03978
Mfr Report Id

Information has been received from a Pharm D healthcare student concerning a female (age not reported) who on an unspecified date was vaccinated with her
first dose of Gardasil (yeast). Two weeks post vaccination, the patient developed a full body rash with tiny, erythematous papules. The patient sought
unspecified medical attention. The pharmacist stated that the he has no other information, as the nurse had the chart. At the time of this report, the outcome of
the event was unknown. Additional information is not expected.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

272512-1

21-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash erythematous, Rash generalised

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 831
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Nov-2006
Vaccine Date

01-Nov-2006
Onset Date

0
Days

21-Feb-2007
Status Date

CA
State

WAES0701USA04026
Mfr Report Id

Information has been received from a physician concerning a 16 year old female who "about 2 months ago" in approximately. November 2006, was vaccinated,
intramuscularly (IM), into the deltoid muscle with the first 0.5 ml, dose of Gardasil (yeast). "About 2 months ago". in approximately, November 2006, on the
same day of  injection, the patient developed swelling at the site of injection. The patient reported that the swelling at the injection site subsided (date not
reported). The patient sought unspecified medical attention. The patient received the 2nd dose recently without incident. The latter dose was administered (IM)
in the thigh. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

NONE
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

272513-1

05-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 832
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Feb-2007
Status Date

--
State

WAES0701USA04058
Mfr Report Id

Information has been received from a registered nurse concerning a female patient who on an unspecified date was vaccinated with HPV vaccine (yeast).
Subsequently, following vaccination, the patient fainted.  The patient fully recovered.  No further details were provided.  Additional information has been
requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

272514-1

09-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 833
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Feb-2007
Status Date

PA
State

WAES0701USA04068
Mfr Report Id

Information has been received from a  physician concerning a female who was vaccinated with a first dose of HPV vaccine (yeast). Subsequently the patient
complained of pain and then fainted within minutes of administration. Subsequently, the patient recovered without any additional treatment.  Additional
information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

272515-1

09-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pain, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 834
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Feb-2007
Status Date

PA
State

WAES0701USA04069
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with a first dose of HPV vaccine (yeast). Subsequently the patient
complained of pain and then fainted within minutes of administration. Subsequently, the patient recovered without any additional treatment.  Additional
information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

272516-1

09-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pain, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 835
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Nov-2006
Vaccine Date

01-Dec-2006
Onset Date

30
Days

21-Feb-2007
Status Date

OR
State

WAES0701USA04101
Mfr Report Id

Information has been received from a health professional concerning a 17 year old female who in November 2006, was vaccinated with a first dose of HPV
vaccine (yeast).  In December 2006, the patient tested positive for human immunodeficiency virus (HIV). The HIV test was performed in December 2006 when
the patient donated blood.  Unspecified medical attention was sought.  The patient had 2 subsequent HIV tests.  The first test was "equivocal" and the second
test was negative.  It was reported that the patient was not sexually active and did not use intravenous (IV) drugs.  At the time of the report, the patient's
outcome was unknown.  Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

serum HIV-1 gag, 12/06, positive; serum HIV-1 gag, equivocal; serum HIV-1 gag, negative
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

272517-1

09-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 HIV test negative, HIV test positive

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 836
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Dec-2006
Vaccine Date

12-Dec-2006
Onset Date

1
Days

21-Feb-2007
Status Date

WI
State

WAES0701USA04136
Mfr Report Id

Information has been received from a 36 year old female with sulfonamide allergy and irritable bowel syndrome who on 11-DEC-2006 was vaccinated with a
second 0.5 mL of HPV vaccine (yeast). Concomitant therapy included escitalopram oxalate (LEXAPRO). In December 2006, " few days after" receiving the
vaccination, the patient broke out in hives and a rash on her chest.  The patient sought unspecified medical attention.  Subsequently, after three weeks, the
patient recovered from the hives and rash.  It was reported that the patient did not have a reaction after vaccination with the first dose of HPV VLP vaccine
(yeast).  Additional information has been requested.

Symptom Text:

LexaproOther Meds:
Lab Data:
History:
Prex Illness:

NONE
sulfonamide allergy; irritable bowel syndrome

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
36.0

272518-1

07-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, Rash, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 837
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Jan-2007
Vaccine Date

21-Jan-2007
Onset Date

4
Days

21-Feb-2007
Status Date

--
State

WAES0701USA04160
Mfr Report Id

Information has been received from a physician concerning a "15 year 11 months" old female who on 17-JAN-2007 was vaccinated with her first dose of HPV
vaccine (yeast).  Concomitant therapy included Citalopram hydrobromide (CELEXA). On 21-JAN-2007 the patient was disoriented and confused about her
surroundings.  The patient was seen in an Emergency Department.  Blood work.  Computed axial tomography scan (CT) and drug screening were all normal.
Additional information has been requested.

Symptom Text:

CelexaOther Meds:
Lab Data:
History:
Prex Illness:

Diagnostic test: computed axial, 01/21/07, normal; diagnostic laboratory, 01/21/07, normal Lab Results: blood drug screen, 01/21/07, normal
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

272519-1

09-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Confusional state, Disorientation

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 838
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Feb-2007
Status Date

--
State

WAES0701USA04212
Mfr Report Id

Information has been received from a nurse practitioner concerning a female who was vaccinated with a 0.5 ml dose of Gardasil (yeast). Subsequently the
patient developed an "allergic reaction". Unspecified medical attention was sought. At the time of the report, the patient's outcome was unknown. Additional
information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

272520-1

21-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypersensitivity

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 839
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Feb-2007
Status Date

--
State

WAES0701USA04254
Mfr Report Id

Information has been received from a licensed practical nurse concerning approximately 14 patients who was vaccinated with Gardasil (yeast). Subsequently
the patients experienced injection site reaction including pain. The reactions resolved "after a couple of days". Attempts are being made to obtain additional
identifying information to distinguish the individual patients mentioned in this report. Additional information will be provided if available. Additional information
has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

NONE
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

272521-1

21-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Injection site reaction

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 840
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Feb-2007
Status Date

--
State

WAES 0701USA04279
Mfr Report Id

Information has been received from a health professional concerning a female patient who was vaccinated IM with a 0.5 ml "recent" dose of HPV vaccine
(yeast).  Subsequently the patient called the practice and reported swelling in both arms and she wanted to be seen by the physician.  No further information
was provided.  Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

272522-1

21-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Oedema peripheral

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 841
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Jan-2007
Vaccine Date

05-Jan-2007
Onset Date

0
Days

21-Feb-2007
Status Date

--
State

WAES0701USA04282
Mfr Report Id

Information has been received from a physician concerning a 20 year old female with a history of collapse of left lung (September 2006 for which she
recovered) who on 05-JAN-2007 was vaccinated with a first IM dose of HPV vaccine (yeast). Concomitant therapy on 05-JAN-2007 included a dose of
medroxyprogesterone acetate (DEPO-PROVERA). On 05-JAN-2007 the patient experienced dizziness, tiredness, tachycardia and high blood pressure. The
patient has been on medroxyprogesterone acetate since July 2006 and has not experienced any of these symptoms. Her pulse rate has been as high as 145 at
rest and blood pressure was 138/85 and an EKG showed tachycardia.  Blood work was done and results not provided. She is scheduled to have pulmonary
function tests on 07-FEB-2007 and will be seeing a cardiologist "in the future."  The patient's dizziness and tiredness and tachycardia and high blood persisted.
Additional information has been requested.

Symptom Text:

Depo-ProveraOther Meds:
Lab Data:
History:
Prex Illness:

Diagnostic test: blood pressure, 01/05/07, 138/6; electrocardiogram, 01/05/07, tachy; Lab Results: total heartbeat count, 01/05/07, 145
collapse of lung

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

272523-1

09-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Fatigue, Hypertension, Tachycardia

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 842
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Feb-2007
Status Date

IL
State

WAES0701USA04404
Mfr Report Id

Information has been received from a physician concerning a 32 year old female with no pertinent medical history or drug reactions/allergies, who on an
unspecified date was vaccinated with Gardasil (yeast) (0.5 ml). There was no concomitant medication. Subsequently, 30 minutes after vaccination, the patient
developed redness and itchiness on the palms of her hands, soles of her feet, and in  a "band around her waist". The patient also developed "8 red spots on
the left side of her truck". The redness, itchiness, and red spots lasted for approximately 5 days and then disappeared. It was reported that nothing occurred at
the injection site. Unspecified medical attention was sought. Additional information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
32.0

272524-1

21-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Inappropriate schedule of drug administration, Pruritus, Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 843
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Feb-2007
Status Date

OH
State

WAES0701USA04413
Mfr Report Id

Information has been received from a physician concerning a female patient who on an unspecified date was vaccinated with the first dose of Gardasil (yeast)
(0.5 ml). Subsequently, following vaccination, the patient lost consciousness. It was reported that the patient regained consciousness after a "couple of
minutes". Unspecified medical attention was sought. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

272525-1

21-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 844
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jan-2007
Vaccine Date

01-Jan-2007
Onset Date

0
Days

21-Feb-2007
Status Date

--
State

WAES0701USA04415
Mfr Report Id

Information has been received from a nurse practitioner concerning a 14 year old female with no pertinent medical history and no history of drug
reactions/allergies in January 2007 was vaccinated with the first dose of Gardasil (yeast) (Lot # not reported) 0.5 ml injection. There was no concomitant
medication. In January 2007, the evening she received her first dose of Gardasil (yeast), she experienced rapid heart beat. Medical attention was sought. She
had the same experience 24 hours later. The patient has not had another experience since then. Additional information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

272526-1

21-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Heart rate increased

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 845
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Feb-2007
Status Date

--
State

WAES0701USA04429
Mfr Report Id

Information has been received from a registered nurse concerning a couple of females with unspecified pertinent medical history and unspecified drug
reactions/allergies who on an unspecified date were vaccinated with first dose of Gardasil (yeast) (lot # not reported), 0.5 ml, IM. Concomitant therapy was not
specified. On an unspecified date, the patients experienced tingling in their fingers of the arm being injected while getting the injection. The tingling resolved
within a couple of minutes of receiving the shot. Medical attention was sought. At the time of reporting, the patients had recovered. The patients plan on getting
was sought. At the time of reporting, the patients had recovered. The patients plan on getting their second and third doses of Gardasil (yeast). Additional
information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

NONE
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

272527-1

21-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Paraesthesia

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 846
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jan-2007
Vaccine Date

18-Jan-2007
Onset Date

0
Days

21-Feb-2007
Status Date

MI
State

WAES0701USA04447
Mfr Report Id

Information has been received from a physician concerning a 26 year old female with hypothyroidism and a history of papanicolaou smear abnormal and no
history of drug reactions/allergies who on 06-NOV-2006 was vaccinated with first dose of Gardasil (yeast) 0.5 ml IM. On 18-JAN-2007, the patient was
vaccinated with a second dose of Gardasil (yeast) (lot # not reported). Concomitant therapy included SYNTHROID and LO/OVRAL. On 18-JAN-2007, fourty-
five minutes after receiving the second dose, the patient experienced generalized itching. No additional symptoms were noticed. Medical attention was sought.
The physician prescribed BENADRYL and the symptoms resolved. The patient fully recovered on 18-JAN-2007. No further information was available at the
time of reporting. Additional information has been requested.

Symptom Text:

LO/OVRAL, SYNTHROIDOther Meds:
Lab Data:
History:

HypothyroidismPrex Illness:

NONE
Papanicolaou smear abnormal

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

272528-1

21-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus generalised

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 847
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Oct-2006
Vaccine Date

01-Oct-2006
Onset Date

0
Days

21-Feb-2007
Status Date

--
State

WAES0701USA04475
Mfr Report Id

Information has been received from a registered nurse concerning an 18 year old female with no medical history who in October 2006 or November 2006 was
vaccinated with her second dose of HPV VLP vaccine (yeast) (0.5 mg), intramuscularly. There was no concomitant medication. Subsequently, the patient
experienced intermittent vertigo 5 days later. The patient was "recently" administered her third dose of HPV VLP vaccine and was "now" experiencing constant
vertigo.  It was noted that the patient had a family history of vertigo.  There were no laboratory or diagnostic tests performed.  At the time of the report, the
patient had not recovered.  Additional information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

272530-1

09-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Vaccine positive rechallenge, Vertigo

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 848
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Dec-2006
Vaccine Date

31-Dec-2006
Onset Date

0
Days

21-Feb-2007
Status Date

--
State

WAES0701USA04481
Mfr Report Id

Information has been received from a nurse concerning a 17 year old female who at the "end of December" was vaccinated with a second dose of HPV VLP
vaccine (yeast) (0.5 ml). Subsequently, the patient experienced meningitis like symptoms and cervical neck stiffening.  Unspecified medical attention was
sought.  At the time of the report, th patient was recovering.  Additional information is not expected.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

272531-1

09-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Meningism, Musculoskeletal stiffness

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 849
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Jan-2007
Vaccine Date

15-Jan-2007
Onset Date

0
Days

21-Feb-2007
Status Date

--
State

WAES0701USA04509
Mfr Report Id

Information has been received from a laboratory technician concerning a 26 year old female who on 15-JAN-2007 was vaccinated with a first dose of HPV
vaccine (yeast). Ten minutes after the vaccination, the patient passed out at the check out for an unspecified time. The patient said that she always passes out
after she gets an injection. Unspecified medical attention was sought. On 15-JAN-2007, the patient recovered without incident. No product quality complaint
was involved.  Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
loss of consciousness

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

272532-1

10-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 850
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Jan-2007
Vaccine Date

24-Jan-2007
Onset Date

0
Days

21-Feb-2007
Status Date

TX
State

WAES0701USA04530
Mfr Report Id

Information has been received from a registered nurse concerning her 22 year old daughter with no allergies who on 24-JAN-2007 was vaccinated with HPV
VLP vaccine (yeast). Concomitant therapy included methylphenidate HCl (RITALIN) and "pregnancy shot" (name unknown). On 24-JAN-2007 the patient
immediately "felt her fingers tingle and her arm got hot."  Later that evening her "fingers turned white and blue."  She then went back to the physician who
instructed her to "wrap it in warm packs." The patient also took diphenhydramine HCl (BENADRYL).  The nurse stated that her daughter's arm was getting
better, but she still had trouble picking up her arm to her shoulder area.  At the time of the report, the patient was recovering.  Additional information has been
requested.

Symptom Text:

therapy unspecified, RitalinOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

272533-1

09-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injected limb mobility decreased, Paraesthesia, Skin discolouration, Skin warm

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 851
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Nov-2006
Vaccine Date

01-Nov-2006
Onset Date

0
Days

21-Feb-2007
Status Date

--
State

WAES0701USA04532
Mfr Report Id

Information has been received from a consumer concerning a 38 year old female with sulfa allergy who "about two months ago" in approximately November
2006 was vaccinated with HPV VLP vaccine (yeast). There was no concomitant medication.  Subsequently, "about two months ago" in approximately
November 2006, the patient experienced "swelling in upper left arm where the (HPV vaccine) was administered." The site was immediately sore. The swelling
increased at first and subsided after about a month. Unspecified medical attention was sought. The patient recovered "about one month ago."  There were no
relevant diagnostic tests or laboratory data.  Additional information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

NONE
sulfonamide allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
38.0

272534-1

07-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, Injection site pain, Injection site swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Left arm Unknown



10 JUN 2008 06:27Report run on: Page 852
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Feb-2007
Status Date

TX
State

WAES0701USA04555
Mfr Report Id

Information has been received from a nurse concerning a 19 year old female who, on an unspecified date, was vaccinated intramuscularly with a second dose
of HPV VLP vaccine (yeast).  The patient developed immediate redness at the injection site and a knot was noticed at the injection site 1 to 2 days post
injection. The nurse reported that the patient did not see her family physician and the family physician suspected "nerve damage."  It was not specified whether
or not the patient had a reaction the first time she was vaccinated with HPV VLP vaccine (yeast). The nurse reported that they were following up with the patient
to make sure she was okay.  Unspecified medical attention was sought.  At the time of this report, the outcome was unknown. No product quality complaint was
involved.  Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

272535-1

09-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site induration, Nerve injury

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 853
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Jan-2007
Vaccine Date

03-Jan-2007
Onset Date

0
Days

21-Feb-2007
Status Date

PA
State

WAES0701USA04565
Mfr Report Id

Information has been received from a physician concerning his 15 year old daughter who on 03-JAN-2007 was vaccinated with a first dose of HPV VLP vaccine
(yeast). On 03-JAN-2007 the patient fainted and experienced soreness at the injection site. Unspecified medical attention was sought.  Subsequently, the
patient recovered. No product quality complaint was involved.  Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

272536-1

09-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 854
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Jan-2007
Vaccine Date

22-Jan-2007
Onset Date

0
Days

21-Feb-2007
Status Date

MA
State

WAES0701USA04582
Mfr Report Id

Information has been received from a physician concerning a female patient who in "the week of 22-JAN-2007" was vaccinated IM with a 0.5 ml dose of HPV
VLP vaccine (yeast). After vaccination, the patient fainted.  Unspecified medical attention was sought.  Subsequently, the patient recovered.  No product quality
complaint was involved.  Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

272537-1

09-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 855
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Jan-2007
Vaccine Date

27-Jan-2007
Onset Date

2
Days

21-Feb-2007
Status Date

NH
State Mfr Report Id

pt recieved HPV #1 on 1/25/07 since vaccine has had period for past 22 days. has not had issues with vaginal bleeding between period before vaccine.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

will be getting tsh, ferritin, and cbc

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

272569-1

21-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Vaginal haemorrhage

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2007

Received Date

Prex Vax Illns:

TDAP

FLUN
HPV4

GLAXOSMITHKLINE
BIOLOGICALS
MEDIMMUNE, INC.
MERCK & CO. INC.

NULL

500438P
0960F

Right arm

Unknown
Left arm

Intramuscular

Unknown
Intramuscular



10 JUN 2008 06:27Report run on: Page 856
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Dec-2006
Vaccine Date

13-Dec-2006
Onset Date

0
Days

21-Feb-2007
Status Date

FL
State

WAES0701USA04602
Mfr Report Id

Information has been received from a 25 year old female office manager who on 13-DEC-2006 was vaccinated with a first 0.5 mL dose of HPV VLP vaccine
(yeast). On 13-DEC-2006, the patient developed a small bump under the skin that was tender after receiving the vaccination.  The patient sought unspecified
medical attention. At the time of this report, the patient's small, tender bump under the skin persisted.  No product quality complaint was involved.  Additional
information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

272578-1

09-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Mass, Tenderness

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 857
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Nov-2006
Vaccine Date

29-Nov-2006
Onset Date

0
Days

21-Feb-2007
Status Date

WA
State

WAES0701USA04623
Mfr Report Id

Information has been received from a registered nurse concerning a 20 year old female with an allergy to amoxicillin (AUGMENTIN) who on 29-NOV-2006 was
vaccinated IM, into the deltoid, with a first dose of HPV VLP vaccine (yeast) (lot # 654540/0800F). Concomitant therapy included ORTHO EVRA. Approximately
1 minute after the vaccination, the patient reported that her "throat felt constricted."  Subsequently, the patient recovered after 5 minutes.  On 25-JAN-2007 the
patient was vaccinated with a second dose of dose of HPV VLP vaccine (yeast). Five seconds after the vaccination, the patient experienced "numbness in the
throat" that lasted a short duration. The patient reported that she developed an intense headache 30 minutes after the vaccination that lasted until she went to
bed. On 26-JAN-2007, the patient recovered from the headache.  Unspecified medical attention was sought.  There were no laboratory or diagnostic tests
performed.  Additional information has been requested.

Symptom Text:

Ortho EvraOther Meds:
Lab Data:
History:
Prex Illness:

UNK
drug hypersensitivity

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

272579-1

09-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Pharyngeal hypoaesthesia, Throat tightness

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 654540/0800F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 858
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Aug-2006
Vaccine Date

Unknown
Onset Date Days

23-Feb-2007
Status Date

WI
State

WAES0701USA04643
Mfr Report Id

Information has been received from a registered nurse through a Merck Pregnancy Registry concerning a 23 year old female with allergies to sulfamethoxazole
(+) trimethoprim (BACTRIM) and nitrofurantoin (MACROBID) high blood pressure but no current blood pressure medication. Rhesus antibodies (RH) negative,
and a history of cervical dysplasia, urinary tract infections and Caesarian (C) section for first child, year 2006, who on 25-AUG-2006 was vaccinated with HPV
vaccine (yeast). The nurse reported that the patient was scheduled for a leep procedure, due to cervical dysplasia on 20-SEP-2006 and before the procedure a
blood serum pregnancy test was taken, and result was positive for pregnancy. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:

pregnancyPrex Illness:

serum beta-human, 09/20/06, (+), positive for pregnancy
Cervical dysplasia, Caesarean section; Urinary tract infection; blood pressure high, sulfonamide allergy, drug hypersensitivity

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

272580-1

09-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 859
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jan-2007
Vaccine Date

Unknown
Onset Date Days

23-Feb-2007
Status Date

GA
State

WAES0701USA04649
Mfr Report Id

Information has been received from a physician concerning a 15 year old female who approximately 18-JAN-2007 was vaccinated by injection with a 0.5 mL
dose of HPV vaccine (yeast). Lot # unspecified by reporter). There was no concomitant medication. Subsequently, it was reported that five minutes after the
injection the patient fainted. The patient was taken to the emergency room (ER) but no admitted to the hospital.  The physician did not think the HPV vaccine
(yeast) caused the patient to faint, as much as severe anxiety from the shot.  At the time of the report, the patient had recovered.  Additional information has
been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

272581-1

09-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anxiety, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 860
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
23-Feb-2007
Status Date

PA
State

WAES0701USA04667
Mfr Report Id

Information has been received from a physician concerning a female patient who was vaccinated with a dose of HPV vaccine (yeast). Subsequently, the patient
fainted.  Her outcome was not reported.  Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

272582-1

09-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 861
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
23-Feb-2007
Status Date

WA
State

WAES0701USA04672
Mfr Report Id

Information has been received from a nurse practitioner concerning an 18 year old female patient who was vaccinated with her first dose of HPV vaccine
(yeast) and had no adverse side effects.  Subsequently, she was vaccinated with her 2nd dose of HPV vaccine (yeast) and within 24 hours broke out in hives,
which developed into shingles.  Medical attention was sought.  As of the report date, the patient was recovering. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

272583-1

09-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Herpes zoster, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 862
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
23-Feb-2007
Status Date

--
State

WAES0701USA04679
Mfr Report Id

Information has been received from a registered nurse concerning an approximately 23 year old female who was vaccinated with HPV vaccine (yeast). The
registered nurse reported that she had another nurse had given "numerous" Gardasil vaccinations. Subsequently this patient experienced a "trickle of blood
down her arm she the needle withdrawn".  The nurse further commented that there was "nothing wrong with the patient, she didn't even notice" and, "there was
no blood in the syringe when the plunger was pulled back before injecting the patient". Bleeding resolved and the patient was sent home.  Additional
information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

NONE
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

272584-1

09-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site haemorrhage

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 863
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Jan-2007
Vaccine Date

25-Jan-2007
Onset Date

0
Days

23-Feb-2007
Status Date

--
State

WAES0701USA04682
Mfr Report Id

Information has been received from a pharmacist concerning a 20 year old female who on 25-JAN-2007 was vaccinated with a second dose of HPV vaccine
(yeast) 0.5 ml intramuscularly.  Subsequently the patient experienced joint and bone pain. The patient sought unspecified medical attention.  The patient is
recovering from joint and bone pain. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

NONE
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

272585-1

09-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Bone pain

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 864
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Jan-2007
Vaccine Date

19-Jan-2007
Onset Date

0
Days

23-Feb-2007
Status Date

--
State

WAES0701USA04690
Mfr Report Id

Information has been received from a registered nurse concerning an "18 or 19" year old female who on 19-JAN-2007 was vaccinated with the first dose of
HPV vaccine (yeast). On 19-JAN-2007, the patient developed a cyst at the injection site.  The patient sought unspecified medical attention. The patient was
referred to a dermatologist. At the time of this report, the outcome of the event was unknown.  Additional information is not expected.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

272586-1

09-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site cyst

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 865
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
01-Mar-2007
Status Date

NJ
State

WAES001USA04694
Mfr Report Id

Information has been received from a licensed practical nurse concerning approximately 75 female patients who were vaccinated IM with 0.5ml doses of
Gardasil. Subsequently the patients experienced pain at the injection site. Unspecified medical attention was sought. Subsequently, the patients recovered.
Attempts are being made to obtain additional identifying information regarding the patients mentioned in this report. Additional information will be provided
when available.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

272587-1

01-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 866
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
01-Mar-2007
Status Date

CA
State

WAES0701USA04695
Mfr Report Id

Information has been received from a registered nurse concerning an adolescent female (age not reported) who on an unspecified date was vaccinated with
the first dose of Gardasil vaccine. Subsequently, the patient passed out or was unconscious (date unknown). It was reported that the vaccination was
"somewhat painful". The patient sought unspecified medical attention. At the tiem of this report, the patient has recovered from the event (date unknown). the
nurse reported that there were total of 4 cases of adolescent females that passed out or were unconscious after receiving the first dose of Gardasil out of 130
total doses administered by the office. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

272588-1

01-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness, Pain

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 867
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
01-Mar-2007
Status Date

CA
State

WAES0701USA04696
Mfr Report Id

Information has been received from a registered nurse concerning an adolescent female (age not reported) who on an unspecified date was vaccinated with
the first dose of Gardasil. Subsequently, the patient passed out or was unconscious (date unknown). It was reported that the vaccination was "somewhat
painful". The patient sought unspecified medical attention. At the time of this report, the patient has recovered from the event (date unknown). The nurse
reported that there were total of 4 cases of adolescent females that passed out or were unconscious after receiving the first dose of Gardasil out of 130 total
doses administered by the office. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

272589-1

01-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness, Pain

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 868
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
01-Mar-2007
Status Date

CA
State

WAES0701USA04697
Mfr Report Id

Information has been received from a physician concerning a female who on an unspecified date was vaccinated intramuscularly with the second dose of
Gardasil. Subsequently, following the second vaccination, the patient experienced irregular periods. Unspecified medical attention was sought. At the time of
this report, the outcome of the event was unknown. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

272590-1

07-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Menstruation irregular

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 869
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
01-Mar-2007
Status Date

PA
State

WAES0701USA04698
Mfr Report Id

Information has been received from two nurses at a physician's office concerning one of the nurses' daughter (age not reported). On an unspecified date, the
patient was vaccinated with the first dose of Gardasil. Subsequently, the patient developed excessive vaginal bleeding (during her period). At the time of this
report, the outcome of the event was unknown. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

272591-1

01-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Vaginal haemorrhage

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 870
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Jan-2007
Vaccine Date

Unknown
Onset Date Days

01-Mar-2007
Status Date

CA
State

WAES0701USA04758
Mfr Report Id

Information has been received from a physician concerning a female (age not reported) on approximately 15-JAN-2007 was vaccinated with Gardasil.
Subsequently, the patient developed a weakened immune system, yeast infection, sore throat, sinusitis and had a rash on her leg that was lasting several
days. At the time of this report, the outcome of the events were unknown. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

272592-1

07-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Fungal infection, Immune system disorder, Pharyngolaryngeal pain, Rash, Sinusitis

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 871
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Jan-2007
Vaccine Date

25-Jan-2007
Onset Date

-4
Days

01-Mar-2007
Status Date

GA
State

WAES0701USA04778
Mfr Report Id

Information has been received from a physician concerning a 21 year old female on antibiotics for condition unspecified, and pertinent medical history and drug
reactions/allergies unspecified who on approximately 29-JAN-2007 was vaccinated with first dose of Gardasil (lot # not reported) IM. Concomitant suspect
therapy included Antimicrobial (unspecified). The physician reported that the patient sought medical attention (called the office) to report that she had hives (on
approximately 25-JAN-2007). The patient had been on antibiotics for a couple of days prior to receiving Gardasil. The physician felt the hives may be related
more to the antibiotics than the vaccine. The outcome of the hives was unspecified. no further information was available at the time of reporting. Additional
information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

272593-1

09-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 872
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Jan-2007
Vaccine Date

28-Jan-2007
Onset Date

3
Days

01-Mar-2007
Status Date

KY
State

WAES0701USA04781
Mfr Report Id

Information has been received from a certified medical assistant concerning a 21 year old female with penicillin allergy who on 25-JAN-2007 was vaccinated
with first dose of Gardasil (lot #654702/0011U), 0.5 ml IM in the deltoid. Concomitant therapy included Yasmin and Wellbutrin. On 28-JAN-2007, three days
later, the patient woke up with a rash on her entire body. The patient sought medical attention. The patient took Benadryl, but it had not improved. The medical
assistant reported that the patient stated the rash is the same over her entire body, the injection site is not any worse than the rest of her body. At the time of
reporting, the patient's rash persisted. No further information was available at the time of reporting. Additional information has been requested.

Symptom Text:

Yasmin, WellbutrinOther Meds:
Lab Data:
History:
Prex Illness:

UNK
Penicillin allergy.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

272594-1

07-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash generalised

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0011U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 873
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Jan-2007
Vaccine Date

27-Jan-2007
Onset Date

11
Days

23-Feb-2007
Status Date

NY
State

WAES0701USA04794
Mfr Report Id

Information has been received from a physician concerning a 24 year old female with no pertinent medical history and no known adverse drug reactions or
allergies reported. On 16-JAN-2007, the patient was vaccinated with the first dose of Gardasil (yeast). There were no concomitant medications reported. On 27-
JAN--2007, the patient developed a rash on her arms and legs. At the time of this report, the outcome of the event was unknown. Additional information has
been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

272595-1

26-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 874
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Dec-2006
Vaccine Date

16-Dec-2006
Onset Date

15
Days

23-Feb-2007
Status Date

IN
State

WAES0701USA04857
Mfr Report Id

information has been received from a physician concerning a 17 year old female with amenorrhea, hirsutism and a CECLOR allergy who on 01-DEC-2006 was
vaccinated IM with a first dose of Gardasil (yeast). The patient received Menactra concomitantly. Other concomitant therapy included Ovcon 50. On 16-DEC-
2006 the patient developed erythema nodosum. The patient sought unspecified medical attention. The patient was treated with a course of steroids and has
fully recovered. No laboratory diagnostic tests were performed. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

OVCON 50Other Meds:
Lab Data:
History:

Amenorrhea, Hirsutism, Allergic reaction to antibioticsPrex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

272596-1

26-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema nodosum

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

AVENTIS PASTEUR
MERCK & CO. INC.

NULL
NULL 0

Unknown
Unknown

Unknown
Intramuscular



10 JUN 2008 06:27Report run on: Page 875
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jan-2007
Vaccine Date

28-Jan-2007
Onset Date

10
Days

23-Feb-2007
Status Date

CA
State

WAES0701USA04897
Mfr Report Id

Information has been received from a physician concerning his 20 year old female daughter with no other pertinent medical history reported. On 18-JAN-2007,
the patient was vaccinated IM with the first 0.5 ml dose of Gardasil (yeast). There were no concomitant medications reported. On 28-JAN-2007, the patient
developed unilateral supraclavicular lympadenopathy. There were no other symptoms reported. The patient sought unspecified medical attention. At the time of
this report, the patient had not recovered from the event. Additional information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

272597-1

26-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Lymphadenopathy

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 876
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Jan-2007
Vaccine Date

27-Jan-2007
Onset Date

2
Days

23-Feb-2007
Status Date

GA
State

WAES0701USA04926
Mfr Report Id

Information has been received from a physician concerning a female patient who on 26-JAN-2007 was vaccinated with a dose of Gardasil (yeast). On 27-JAN-
2007 the patient developed a rash on her arm, chest and back. The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

272598-1

26-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 877
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Jan-2007
Vaccine Date

29-Jan-2007
Onset Date

0
Days

23-Feb-2007
Status Date

SD
State

WAES0701USA04931
Mfr Report Id

Information has been received from a healthcare provider concerning her 20 year old daughter with a penicillin allergy who on 29-JAN-2007, in the morning,
was vaccinated with a second IM dose of Gardasil (yeast). Concomitant therapy included Ortho Tri Cyclen, Advair. On 29-JAN-2007 "later in the day" the
patient was driving and developed dizziness and nausea. She could no longer drive so the passenger took over driving. As of 29-JAN-2007 she still did not feel
well when she got back to school. A first dose of Gardasil (yeast) was given IM on 22-NOV-2006. Additional information has been requested.

Symptom Text:

albuterol, ORTHO TRI-CYCLEN, ADVAIROther Meds:
Lab Data:
History:

Penicillin allergyPrex Illness:

UNK
Ovarian cyst, Asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

272599-1

26-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Malaise, Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 878
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Nov-2006
Vaccine Date

01-Dec-2006
Onset Date

18
Days

23-Feb-2007
Status Date

PA
State

WAES0701USA04984
Mfr Report Id

Information has been received from a 22 year old female certified medical assistant who on 12-SEP-2006 was vaccinated IM with the first dose of Gardasil
(yeast) (Lot#653735/0688F). On 13-NOV-2006 the patient received the second dose of Gardasil (yeast) (Lot#653735/0688F). Concomitant therapy included
Depo-Provera. On an unspecified date in December 2006, the patient began with vaginal bleeding "on and off for several weeks. On 13-JAN-2007 the patient
started with a flow that was very heavy lasting seven days, with cramping and shortness of breath. At the time of this report it was unknown if the patient had
recovered from the events. Additional information has been requested.

Symptom Text:

DEPO-PROVERAOther Meds:
Lab Data:
History:
Prex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

272600-1

26-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dyspnoea, Muscle spasms, Vaginal haemorrhage

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0688F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 879
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jan-2007
Vaccine Date

18-Jan-2007
Onset Date

0
Days

23-Feb-2007
Status Date

VA
State

WAES0701USA04996
Mfr Report Id

Information has been received from a physician concerning a female (age not reported) with pertinent medical history and drug reactions/allergies unspecified
who on approximately 18-JAN-2007 was vaccinated with Gardasil (yeast) (lot # not reported). On approximately 18-JAN-2007, the patient experienced a rash
all over her body. The outcome of the rash was unknown. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

272601-1

26-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash generalised

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 880
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Jan-2007
Vaccine Date

29-Jan-2007
Onset Date

0
Days

23-Feb-2007
Status Date

--
State

WAES0701USA05003
Mfr Report Id

Information has been received from a 23 year old female emergency medical attention with a penicillin allergy who on 29-JAN-2007 was vaccinated IM with a
second 0.5 ml dose of Gardasil (yeast). On 29-JAN-2007 the patient reported feeling "weird or slow in the head" and "can not concentrate or think clearly". The
patient received a first IM 0.5 dose of Gardasil (yeast) on 12-DEC-2006. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:

Penicillin allergyPrex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

272602-1

26-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Disturbance in attention, Feeling abnormal

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 881
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
23-Feb-2007
Status Date

PA
State

WAES0701USA05006
Mfr Report Id

Information has been received from a pharmacist concerning a 10 year old female vaccinated with a first 0.5 ml dose of Gardasil (yeast). Two days later, the
patient developed a rash behind her knees and on her chest. Unspecified medical attention was sought. At the time eof this report, the patient's outcome was
unknown. No product quality was involved. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
10.0

272603-1

26-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 882
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
23-Feb-2007
Status Date

NJ
State

WAES0701USA05007
Mfr Report Id

Information has been received from a registered nurse concerning a female, pediatric patient who was vaccinated with Gardasil (yeast), (lot not reported).
Subsequently the patient experienced severe injection site pain. It was reported that the pain was in the muscle and started at the time of injection that the pain
was in the muscle and started at the time of injection. The pain lasted for 2 days and then resolved. The patient was treated with warm compresses. The patient
sought unspecified medical attention. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

272604-1

26-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Myalgia

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 883
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
23-Feb-2007
Status Date

--
State

WAES0701USA05035
Mfr Report Id

Information has been received from a physician concerning a patient who was vaccinated with Gardasil (yeast). Subsequently the patient experienced dry
mouth. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

NONE
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

272605-1

26-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dry mouth

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 884
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Dec-2006
Vaccine Date

26-Jan-2007
Onset Date

29
Days

21-Feb-2007
Status Date

PA
State

WAES0701USA05041
Mfr Report Id

Information has been received from a health professional concerning a 12 year old white female who on 28-DEC-2006 was vaccinated intramuscularly with the
first dose of HPV vaccine (yeast) (lot# 653735/0688F). Concomitant therapy included varicella virus vaccine live (MSD) received on 08-DEC-2006 and
Menactra vaccine received on 27-NOV-2006.  On approximately 26-JAN-2007 the patient experienced an extremely heavy menstrual cycle with more cramps
than previous cycles, one episode of pain in the groin area and shortness of breath while at basketball practice.  At the time of this report it was unknown if the
patient had recovered from these events.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

272606-1

09-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dysmenorrhoea, Dyspnoea, Groin pain, Menorrhagia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

VARCELHPV4 MERCK & CO. INC. 653735/0688F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 885
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Jan-2007
Vaccine Date

28-Jan-2007
Onset Date

2
Days

23-Feb-2007
Status Date

--
State

WAES0701USA05044
Mfr Report Id

Information has been received from a nurse concerning a female with diabetes who on 26-JAN-2007 was vaccinated with the second dose of Gardasil (yeast).
On 28-JAN-2007 the patient experienced a big knot, redness and puffiness at the injection site. The patient sought medical attention. The patient is recovering
from a big knot, redness and puffiness at the injection site. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:

DiabetesPrex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

272607-1

26-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site induration, Injection site swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 886
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Jan-2007
Vaccine Date

29-Jan-2007
Onset Date

0
Days

23-Feb-2007
Status Date

RI
State

WAES0701USA05047
Mfr Report Id

Information has been received from a Certified Nurse Midwife concerning a 20 year old female who is "prone to panic attacks" who on 29-JAN-2007 at 11:15
am was vaccinated IM with the first dose of Gardasil (yeast) (Lot # not provided). At 7:30 pm that same evening the patient experienced a panic attack with
severe nausea, vomiting and difficulty breathing and went to the emergency room. The patient was not admitted to the hospital. At the time of this report it was
unknown if the patient had recovered from the events. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:

Panic attackPrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

272608-1

26-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dyspnoea, Nausea, Panic attack, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 887
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
23-Feb-2007
Status Date

WA
State

WAES0701USA05074
Mfr Report Id

Information has been received from a receptionist at a physician's office concerning a 23 year old female who "about a month ago" in approximately December
2006 was vaccinated with a first dose of Gardasil. Subsequently, the patient developed a sore arm. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

272609-1

26-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 888
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Jan-2007
Vaccine Date

26-Jan-2007
Onset Date

0
Days

23-Feb-2007
Status Date

--
State

WAES0702USA00039
Mfr Report Id

Information has been received from a physician concerning a female patient who on 26-JAN-2007 was vaccinated with a first dose of Gardasil (yeast). On 26-
JAN-2007 the patient experienced itching and a rash around the area of the arm and the back of the knee. The rash continued to worsen and medication was
ordered to treat the rash. At the time of this report, the patient's outcome was unknown. It was noted that the patient will not receive the second and third dose
of the vaccine. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

272610-1

26-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus, Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 889
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
23-Feb-2007
Status Date

--
State

WAES0702USA00126
Mfr Report Id

Information has been received from a registered nurse concerning an approximately 23 year old female (patient 2 of 4) who was vaccinated with Gardasil
(yeast). The registered nurse reported that she another nurse had given "numerous" Gardasil vaccinations. Subsequently this patient experienced a "trickle of
blood down her arm when the needle withdrawn". The nurse further commented that there was "nothing wrong with the patient, she didn't even notice" and,
"there was no blood in the syringe when the plunger was pulled back before injecting the patient". Bleeding resolved and the patient was sent home. Additional
information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

NONE
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

272611-1

26-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site haemorrhage

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 890
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
01-Mar-2007
Status Date

--
State

WAES0702USA00127
Mfr Report Id

Information has been received from a registered nurse concerning an approximately 23 year old female (patient 3 of 4) who was vaccinated with Gardasil. The
registered nurse reported that she and another nurse had given "numerous" Gardasil vaccinations. Subsequently this patient experienced a "trickle of blood
down her arm when the needle withdrawn". The nurse further commented that there was "nothing wrong with the patient, she didn't even notice" and, "there
was no blood in the syringe when the plunger was pulled back before injecting the patient". Bleeding resolved ant the patient was sent home. Additional
information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

NONE
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

272612-1

01-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site haemorrhage

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 891
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
28-Feb-2007
Status Date

--
State

WAES0702USA00128
Mfr Report Id

Information has been received from a registered nurse concerning an approximately 23 year old female (patient 4 of 4) who was vaccinated with HPV vaccine
(yeast). The registered nurse reported that she and another nurse had given "numerous" Gardasil vaccinations.  Subsequently this patient experienced a
"trickle of blood down her arm when the needle withdrawn".  The nurse further commented that there was "nothing wrong with the patient, she didn't even
notice" and, "there was no blood in the syringe when the plunger was pulled back before injecting the patient".  Bleeding resolved and the patient was sent
home. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

NONE
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

272613-1

09-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site haemorrhage

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 892
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Jan-2007
Vaccine Date

22-Jan-2007
Onset Date

0
Days

28-Feb-2007
Status Date

MA
State

WAES0702USA00129
Mfr Report Id

Information has been received from a physician concerning a female patient who in "the week of 22-JAN-2007" was vaccinated IM with a 0.5 ml dose of HPV
vaccine (yeast). After vaccination, the patient fainted.  Unspecified medical attention was sought.  Subsequently, the patient recovered.  No product quality
complaint was involved.  Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

272614-1

09-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 893
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Jan-2007
Vaccine Date

22-Jan-2007
Onset Date

0
Days

28-Feb-2007
Status Date

MA
State

WAES0702USA00130
Mfr Report Id

Information has been received from a physician concerning a female patient who in "the week of 22-JAN-2007" was vaccinated IM with a 0.5 ml dose of HPV
vaccine (yeast). After vaccination, the patient fainted.  Unspecified medical attention was sought.  Subsequently, the patient recovered.  No product quality
complaint was involved.  Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

272615-1

09-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 894
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Jan-2007
Vaccine Date

29-Jan-2007
Onset Date

7
Days

28-Feb-2007
Status Date

NY
State

WAES0702USA00144
Mfr Report Id

Information has been received from a physician concerning a 15 year old female with no past medical history who on 22-JAN-2007 was vaccinated IM with a
second 0.5 ml dose of HPV vaccine (yeast) (lot #655617/1447F). There was no concomitant medication. On 29-JAN-2007 the patient developed erythema and
mild tenderness at the site of injection. There was no fever. She sought unspecified medical attention.  Additional information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

272616-1

09-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 655617/1447F Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 895
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Jan-2007
Vaccine Date

21-Jan-2007
Onset Date

10
Days

28-Feb-2007
Status Date

MA
State

WAES0702USA00147
Mfr Report Id

Information has been received from a physician concerning an approximately 20 year old female, with no medical history, who on 11-JAN-2007 was vaccinated
intramuscularly with a first dose of HPV vaccine (yeast). Concomitant therapy included hormonal contraceptives (unspecified). On approximately 21-JAN-2006
the patient developed bilateral tender lymph nodes and malaise.  Unspecified medical attention was sought.  At the time of the report, the patient's bilateral
tender lymph nodes and malaise persisted. There were no laboratory or diagnostic tests performed.  Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

272617-1

09-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Lymph node pain, Malaise

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 896
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Jan-2007
Vaccine Date

26-Jan-2007
Onset Date

3
Days

28-Feb-2007
Status Date

--
State

WAES0702USA00149
Mfr Report Id

Information has been received from a physician concerning a 19 year old female who on 23-JAN-2007 was vaccinated with a 0.5 ml first dose Gardasil (lot
#654702/011U). On 26-JAN-2007 the patient developed a rash on her stomach.  Medical attention was sought and the patient was told to take
diphenhydramine hydrochloride (BENADRYL). There were no laboratory or diagnostic tests performed.  Subsequently, the patient recovered from rash on her
stomach.  Additional information is not expected.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

NONE
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

272618-1

09-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 654702/0011U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 897
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Jan-2007
Vaccine Date

27-Jan-2007
Onset Date

1
Days

28-Feb-2007
Status Date

PA
State

WAES0702USA00160
Mfr Report Id

Information has been received from a registered nurse from a hospital infusion center concerning a 22 year old female with sulfa allergy and no pertinent
medical history who on 26-JAN-2007 was vaccinated with first dose of Gardasil (lot# 655619/1427F), 0.5 ml, IM in left deltoid.  There was no concomitant
medication. On 27-JAN-2007, Saturday morning, the patient called and reported she experienced pain at the injection site and the pain had increased.  The
patient sought medical attention. No diagnostic tests were performed. On 31-JAN-2007, the patient experienced pain and tingling down her left arm. At the time
of reporting, the patient had no recovered. The patient was referred to her primary physician for follow-up.  Additional information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

NONE
sulfonamide allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

272619-1

09-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Pain in extremity, Paraesthesia

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 655619/1427F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 898
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Jan-2007
Vaccine Date

28-Jan-2007
Onset Date

0
Days

28-Feb-2007
Status Date

--
State

WAES0702USA00167
Mfr Report Id

Information has been received from a registered nurse concerning a female (age not reported) with pertinent medical history and drug reactions/allergies
reported as unspecified who on 28-JAN-2007 was vaccinated with Gardasil (lot# not reported), 0.5 ml IM. Concomitant therapy was unspecified.  On
approximately 28-JAN-2007, the patient experienced redness at the injection site with tingling in her arms. The condition progressed to tingling in her fingers
with numbness in both arms and fingers. The patient sought medical attention. At time of reporting, the patient had not recovered.  Additional information has
been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

272620-1

09-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Injection site erythema, Paraesthesia

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 899
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Jan-2006
Vaccine Date

Unknown
Onset Date Days

01-Mar-2007
Status Date

--
State

WAES0702USA00193
Mfr Report Id

Information has been received from a consumer concerning her 19 year old daughter who on approximately 17-JAN-2006 was vaccinated with a dose of
Gardasil. Subsequently the patient developed a "rash from head to toe." It was reported that the patient had followed up with her physician. At the tiem of the
report, the patient's rash persisted. Additional information is not expected.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

272621-1

07-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash generalised

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 900
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
01-Mar-2007
Status Date

MD
State

WAES07002USA00197
Mfr Report Id

Information has been received from a nurse practitioner concerning a 21 year old female who on unspecified dates was vaccinated intramuscularly with the first
and second doses of Gardasil. Subsequently, the patient experienced dizziness and injection site stinging following the first vaccination and injection site
stinging following the second vaccination. It was reported that the events occurred immediately after vaccination and resolved after about 5 minutes.
Unspecified medical attention was sought. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

272622-1

01-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Injection site pain, Similar reaction on previous exposure to drug

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 901
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
01-Mar-2007
Status Date

MD
State

WAES0702USA00207
Mfr Report Id

Information has been received from a nurse practitioner concerning a 16 year old female who on an unspecified date was vaccinated intramuscularly with the
first dose of Gardasil. Concomitant therapy included a tetanus toxoid shot. Immediately with vaccination, the patient developed injection site stinging and the
patient passed out for a few seconds. The patient sought unspecified medical attention. The nurse practitioner reported that the patient was fine after a few
seconds and was able to drive home. Thee was no lot number provided. Additional information has been requested.

Symptom Text:

Tetanus toxoidOther Meds:
Lab Data:
History:
Prex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

272623-1

01-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 902
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
01-Mar-2007
Status Date

PA
State

WAES0702USA00208
Mfr Report Id

Information has been received from a nurse practitioner concerning a 17 year old female who was vaccinated, intramuscularly with HPV vaccine.  The nurse
reported that the patient was having "neurological problems" after receiving the vaccine. The reporter stated that the patient explained she was having "pain
and numbness" in her extremities.  The reporter stated the patient was going to see a neurologist. At the time eof the report, it was unknown, if the patient
recovered.  Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

272624-1

01-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Nervous system disorder, Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 903
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
01-Mar-2007
Status Date

--
State

WAES0702USA00262
Mfr Report Id

Information has been received from a registered nurse concerning a female patient who on an unspecified date was vaccinated with HPV vaccine.
Subsequently, following vaccination, the patient fainted.  The patient fully recovered.  No further details were provided.  Additional information has been
requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

272625-1

01-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 904
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
01-Mar-2007
Status Date

--
State

WAES0702USA00263
Mfr Report Id

Information has been received from a registered nurse concerning a female patient who on an unspecified date was vaccinated with HPV vaccine.
Subsequently, following vaccination, the patient fainted.  The patient fully recovered.  No further details were provided.  Additional information has been
requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

272626-1

01-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 905
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
01-Mar-2007
Status Date

--
State

WAES0702USA00264
Mfr Report Id

Information has been received from a registered nurse concerning a female patient who on unspecified dates was vaccinated with the first and second doses of
HPV vaccine.  Subsequently, following each vaccination, the patient vomited. The patient fully recovered. No further details were provided.  Additional
information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

272627-1

01-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 906
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Jan-2007
Vaccine Date

14-Jan-2007
Onset Date

2
Days

01-Mar-2007
Status Date

--
State

WAES0702USA00274
Mfr Report Id

Information has been received from a physician concerning a female patient who on 12-JAN-2007 was vaccinated with a dose of HPV vaccine.  On 14-JAN-
2007 the patient experienced painful raised lesions on the arm where the vaccine was administered.  Unspecified medical attention was sought.  The patient's
outcome was unknown.  Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

272628-1

01-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pain, Skin lesion

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 907
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Jan-2007
Vaccine Date

14-Jan-2007
Onset Date

2
Days

01-Mar-2007
Status Date

CA
State

WAES0702USA00304
Mfr Report Id

Information has been received from a physician concerning a 25 year old female who on 12-JAN-2007 was vaccinated IM in the right deltoid, with a first 0.5 ml
dose of HPV vaccine (lot#655619/1427F). There was no concomitant medication. On 14-JAN-2007 the patient developed skin eruptions, lesions, on the axilla
of the right arm.  It was reported that the patient was treated with Benadryl. The patient reported the patient's lesions continued for two weeks and were
worsening.  At the time of the report, the patient had not recovered.  Additional information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

272629-1

01-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash, Skin lesion

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 655619/1427F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 908
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Jan-2007
Vaccine Date

24-Jan-2007
Onset Date

0
Days

01-Mar-2007
Status Date

TX
State

WAES0702USA00307
Mfr Report Id

Information has been received from the mother of a 22 year old female, via a consumer (friend), who on approximately 24-JAN-2007 was vaccinated in the
buttock with the first dose of HPV vaccine. On approximately 24-JAN-2007 the patient developed an initial rash at the injection site, which went away.  A few
days later, approximately 27-JAN-2007 the patient developed a rash on her entire trunk, spreading form her crotch to her shoulders.  The patient's mother was
thought to be a nurse, who administered the injection to her daughter at home after she picked up the vaccine from her daughter's physician. It was also
reported that the mother of the patient had picture of her daughter's rash. At the time of the report the patient had not recovered from the rash on her trunk.
The patient sought unspecified medical attention.  Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

272630-1

01-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug administered at inappropriate site, Injection site rash, Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Gluteous maxima Unknown



10 JUN 2008 06:27Report run on: Page 909
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Jan-2007
Vaccine Date

31-Jan-2007
Onset Date

1
Days

01-Mar-2007
Status Date

--
State

WAES0702USA00321
Mfr Report Id

Information has been received from a registered nurse concerning a female (age not reported) who on 30-JAN-2007 was vaccinated with the second 0.5 mL
dose of HPV vaccine.  Concomitant therapy included unspecified hormonal contraceptives. On 31-JAN-2007, the patient developed a rash under skin that
covered entire body except her legs.  The patient sought unspecified medical attention.  At the time of this report, the patient had not recovered from the event.
The nurse did mention that the patient "did not have a reaction to the first injection of HPV vaccine. Additional information has been requested.

Symptom Text:

hormonal contraceptiveOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

272631-1

01-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash generalised

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 910
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Jan-2007
Vaccine Date

26-Jan-2007
Onset Date

0
Days

01-Mar-2007
Status Date

CA
State

WAES0702USA00348
Mfr Report Id

Information has been received from a 22 year old female healthcare worker who on 26-JAN-2007 was vaccinated with HPV vaccine.  The patient stated that the
"HPV stung a lot as it was being administered." Unspecified medical attention was sought.  The patient recovered. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

272632-1

01-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 911
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
01-Mar-2007
Status Date

NJ
State

WAES0702USA00596
Mfr Report Id

Information has been received from a registered nurse concerning a female, pediatric patient, who was vaccinated by HPV vaccine, (lot not reported).
Subsequently the patient experienced severe injection site pain. It was reported that the pain was in the muscle and started at the time of injection.  The pain
lasted for 2 days and then resolved.  The patient was treated with warm compresses. The patient sough unspecified medical attention.  Additional information
has been requested

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

272633-1

01-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Myalgia

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 912
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
01-Mar-2007
Status Date

NJ
State

WAES0702USA00597
Mfr Report Id

Information has been received from a registered nurse concerning a female, pediatric patient, who was vaccinated with Gardasil, (lot not reported).
Subsequently the patient experienced severe injection site pain. It was reported that the pain was in the muscle and started at the time of injections. The pain
lasted for 2 days and then resolved. The patient was treated with warm compresses. The patient sought unspecified medical attention. Additional information
has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

272634-1

01-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Myalgia

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 913
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
01-Mar-2007
Status Date

NJ
State

WAES0702USA00598
Mfr Report Id

Information has been received from a registered nurse concerning a female, pediatric patient, who was vaccinated with Gardasil, (lot not reported).
Subsequently the patient experienced severe injection site pain. It was reported that the pain was in the muscle and started at the time of injection. The pain
lasted for 2 days and then resolved. The patient was treated with warm compresses. The patient sought unspecified medical attention. Additional information
has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

272635-1

07-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Myalgia

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 914
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
01-Mar-2007
Status Date

NJ
State

WAES0702USA00599
Mfr Report Id

Information has been received from a registered nurse concerning a female, pediatric patient, who was vaccinated with Gardasil, (lot not reported).
Subsequently the patient experienced severe injection site pain. It was reported that the pain was in the muscle and started at the time of injection. The pain
lasted for 2 days and then resolved. The patient was treated with warm compresses. The patient sought unspecified medical attention. Additional information
has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

272636-1

07-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Myalgia

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 915
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
01-Mar-2007
Status Date

NJ
State

WAES0702USA00600
Mfr Report Id

Information has been received from a registered nurse concerning a female, pediatric patient, who was vaccinated with Gardasil, (lot not reported).
Subsequently the patient experienced severe injection site pain. It was reported that the pain was in the muscle and started at the time of injection. The pain
lasted for 2 days and then resolved. The patient was treated with warm compresses. The patient sought unspecified medical attention. Additional information
has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

272637-1

07-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Myalgia

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 916
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
01-Mar-2007
Status Date

NJ
State

WAES0702USA00601
Mfr Report Id

Information has been received from a registered nurse concerning a female, pediatric patient, who was vaccinated with Gardasil, (lot not reported).
Subsequently the patient experienced severe injection site pain. It was reported that the pain was in the muscle and started at the time of injection. The pain
lasted for 2 days and then resolved. The patient was treated with warm compresses. The patient sought unspecified medical attention. Additional information
has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

272638-1

07-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Myalgia

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 917
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Feb-2007
Status Date

NJ
State

WAES0702USA00602
Mfr Report Id

Information has been received from a registered nurse concerning a female, pediatric patient, who was vaccinated with Gardasil, (lot not reported).
Subsequently the patient experienced severe injection site pain. It was reported that the pain was in the muscle and started at the tiem of injection. The pain
lasted for 2 days and then resolved. The patient was treated with warm compresses. The patient sought unspecified medical attention. Additional information
has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

272639-1

21-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Myalgia

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 918
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Feb-2007
Status Date

NJ
State

WAES0702USA00603
Mfr Report Id

Information has been received from a registered nurse concerning a female, pediatric patient, who was vaccinated with Gardasil, (lot not reported).
Subsequently the patient experienced severe injection site pain. It was reported that the pain was in the muscle and started at the time of injection. The pain
lasted for 2 days and then resolved. The patient was treated with warm compresses. The patient sought unspecified medical attention. Additional information
has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

272640-1

21-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Myalgia

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 919
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Feb-2007
Status Date

--
State

WAES0702USA00604
Mfr Report Id

Information has been received from a registered nurse concerning a female, pediatric patient, who was vaccinated with Gardasil, (lot not reported).
Subsequently the patient experienced severe injection site pain. It was reported that the pain was in the muscle and started at the time of injection. The pain
lasted for 2 days and then resolved. The patient was treated with warm compresses. The patient sough unspecified medical attention. Additional information
has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

272641-1

21-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Myalgia

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 920
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Oct-2006
Vaccine Date

29-Oct-2006
Onset Date

0
Days

21-Feb-2007
Status Date

FR
State

WAES0612AUS00040
Mfr Report Id

Information has been received from a physician concerning a 17 year old female who on 29-OCT-2006 was vaccinated with Gardasil (lot No 654672/0444F,
batch no NE01680, Expiry date 23-FEB-2009) on her left deltoid muscle. The patient is needle phobic and had nothing to eat on 29-OCT-2006 until the patient
received vaccination on 12:02pm. On 29-OCT-2006 the patient experienced syncope and bronchospasm. Four minutes after injection, the patient had syncope.
The symptoms included light headedness, pallor, feeling like fainting and palpitation. The patient had no chest pain but had bronchospasm with dyspnoea. The
patient's sitting blood pressure was 110/67 mmHg and pulse rate was 55. Glasgow Coma Score was 15/15. The patient had oxygen mask. The patient was not
hospitalized. The physician considered her diagnosis as phobia, syncope vs drug reaction. Subsequently the patient recovered from syncope and
bronchospasm. The physician considered syncope and bronchospasm were related to therapy with Gardasil and asked the patient to reconsider about
continuing the next dose of Gardasil. Syncope and bronchospasm were considered to be life threatening by the reporting physician. Additional information is
not expected.

Symptom Text:

UNKOther Meds:
Lab Data:

History:
Phobic anxietyPrex Illness:

blood pressure 29Oct06 110/67 mmHg Comment: sitting BP, physical examination 29Oct06 Comment: Pulse rate 55, Glasgow come scale 29Oct06 Comment:
15/15

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

272718-1 (S)

21-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Bronchospasm, Dizziness, Dyspnoea, Oxygen supplementation, Pallor, Palpitations, Syncope

 LIFE THREATENING, SERIOUS

Other Vaccine
20-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0444F Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 921
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Feb-2007
Vaccine Date

01-Feb-2007
Onset Date

0
Days

21-Feb-2007
Status Date

--
State

WAES0702USA02439
Mfr Report Id

Information has been received from a health professional concerning her 13 year old female cousin with pertinent medical history and drug reactions/allergies
not specified who in approximately February 2007, was vaccinated with Gardasil (Lot # not reported) 0.5 ml. Concomitant therapy was unspecified. In
approximately February 2007, the patient experienced "internal bleeding throughout her body" after being vaccinated with Gardasil. The bleeding presented
initially as bruising and most recently as rectal bleeding. Medical attention was sought. On an unspecified date, the patient was hospitalized. At the time of
reporting, the patient had not recovered. The patient's internal bleeding, bruising, and rectal bleeding were reported as immediately life threatening and
disabling events No further information was available at the tiem of reporting. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

272720-1 (S)

07-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Contusion, Haemorrhage, Rectal haemorrhage

 ER VISIT, HOSPITALIZED, LIFE THREATENING, PERMANENT DISABILITY, SERIOUS

Other Vaccine
20-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 922
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Feb-2007
Vaccine Date

11-Feb-2007
Onset Date

1
Days

21-Feb-2007
Status Date

PA
State Mfr Report Id

Nausea and vomiting 4:30 am 2-11-07 to 5:00 pmSymptom Text:

Other Meds:
Lab Data:
History:

NONEPrex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.8

272739-1

21-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Nausea, Vomiting

 NO CONDITIONS, NOT SERIOUS

Related reports:   272739-2

Other Vaccine
20-Feb-2007

Received Date

high Fever~DTaP (unknown mfr)~2~0~In PatientPrex Vax Illns:

HPV4 MERCK & CO. INC. 0688F 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 923
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
01-May-2007
Status Date

--
State

WAES0703USA00617
Mfr Report Id

Information has been received from a health professional concerning a female who was vaccinated with the first dose of HPV rL1 6 11 16 18 VLP vaccine
(yeast). Subsequently, the patient vomited the day after receiving HPV rL1 6 11 16 18 VLP vaccine (yeast). The patient sought medical attention.
Subsequently, the patient recovered. Additional information is not expected.

Symptom Text:

unknownOther Meds:
Lab Data:
History:
Prex Illness:

unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

272739-2

01-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Vomiting

 ER VISIT, NOT SERIOUS

Related reports:   272739-1

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 924
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Feb-2007
Vaccine Date

08-Feb-2007
Onset Date

0
Days

21-Feb-2007
Status Date

KY
State Mfr Report Id

Generalized itching started the evening of vaccine. Increased in sensitivity, esp in scalp over next 3 days. Broke out in hives 3 days after vaccine-both arms
and face.  Given po Benadryl with improvement.  Hives gone after 2 doses of Benadryl.  Rx for Zyrtec started.

Symptom Text:

Other Meds:
Lab Data:
History:

NONEPrex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

272740-1

21-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hyperaesthesia, Pruritus, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0954F 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 925
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Feb-2007
Vaccine Date

09-Feb-2007
Onset Date

2
Days

21-Feb-2007
Status Date

FL
State Mfr Report Id

AFEBRILE ERYTHEMATOUS FINE PAPULAR PRURITIC RASH ON CHEST, LEGS, BACK AND ABDOMEN BEGINNING 2 DAYS POST VACCINATION.
PRURITITS AND ERYTHEMA RESPONDED TO ORAL BENADRYL.

Symptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

THROAT CULTURE TO RULE OUT STREP PN 2/13/07.  RESULTS WERE NEGATIVE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

272771-1

21-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash erythematous, Rash papular, Rash pruritic

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0962F 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 926
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Feb-2007
Vaccine Date

19-Feb-2007
Onset Date

0
Days

21-Feb-2007
Status Date

PA
State Mfr Report Id

5 minutes after Pt received vaccines, fainted LOC lasted about 5 seconds then pt dizzy and lightheaded for about 5-10 min and relieved by 10 min resting
supine then 5 min sitting and drinking gatorade/eating cheese crackers.

Symptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

NONE
Keartosis Pilaris

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

272785-1

21-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Loss of consciousness, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Feb-2007

Received Date

Prex Vax Illns:

VARCEL
TDAP
HPV4

MERCK & CO. INC.
AVENTIS PASTEUR
MERCK & CO. INC.

0942R
C2644AA
0954F

1
0
0

Left arm
Right arm
Right arm

Subcutaneously
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 927
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Feb-2007
Vaccine Date

11-Feb-2007
Onset Date

0
Days

22-Feb-2007
Status Date

ME
State

WAES0702USA02702
Mfr Report Id

Information has been received from a licensed practical nurse concerning an 18 year old female with a penicillin allergy and allergy to BENADRYL who on 11-
FEB-2007 was vaccinated at another practice with a first dose of Gardasil. There was no concomitant medication. On 11-FEB-2007, 30 minutes after the
vaccination, the patient "felt lethargic and could not stand on her own". "She looked like she was drunk and she did not make any sense when she spoke". The
patient went to an emergency department and was released. She was reported to have no rash or breathing problems. It was also reported that a urinalysis
was clear and drug test was normal. She was reported to have recovered 12 hours after the vaccination./ The reporter felt that the patient's symptoms were
disabling. Additional information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:

Penicillin allergy, Drug hypersensitivityPrex Illness:

urinalysis 02/11/07 clear, urine drug screen 02/11/07 normal

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

272792-1 (S)

23-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dysstasia, Feeling drunk, Incoherent, Lethargy

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Other Vaccine
21-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 928
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Aug-2006
Vaccine Date

Unknown
Onset Date Days

22-Feb-2007
Status Date

PA
State

WAES0702USA01359
Mfr Report Id

Information has been received from a medical assistant concerning her 18 year old daughter with family history free from abnormalities who in August 2006,
was vaccinated with Gardasil (lot # not reported) injection, IM. Concomitant therapy included varicella virus vaccine live (lot # not reported) given in September
2006). The patient sought medical attention. At the time of reporting, the patient was 4 months pregnant (estimated last menstrual period 03-NOV-2006 and
estimated date of delivery 10-AUG-2007). Her unborn child has fetal abnormalities which were detected shortly after vaccination with Gardasil and varicella
virus vaccine live. On an unspecified date, the patient had ultrasounds and amniocentesis  performed. Additional information was received from the patient's
mother via telephone call who reported that her daughter is currently under the care of perinatologist. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 11/3/2006)Prex Illness:

Amniocentesis, Ultrasound

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

272793-1

07-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Foetal disorder, Pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 929
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Feb-2007
Vaccine Date

06-Feb-2007
Onset Date

1
Days

22-Feb-2007
Status Date

CA
State Mfr Report Id

Pt received Gardasil on Feb 5 2007 in pm. She went home the next day she woke up 6:00 am with dizziness, legs shaking, nauseated, feeling faint lasting 3
days unable to go to school.  The fourth day she felt better.

Symptom Text:

Other Meds:
Lab Data:
History:

came in for lump on stomach, was hit while playing basketballPrex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

272821-1

22-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Nausea, Tremor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1424F 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 930
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Feb-2007
Vaccine Date

18-Feb-2007
Onset Date

3
Days

23-Feb-2007
Status Date

CO
State Mfr Report Id

HPV vaccine given 2/15/07. PT called office 2/20/07 with reports of "breaking out from vaccine". States on 2/18 she had hives on waist up, dry and flaky. Only
"pain and pimple" at injection site (R arm). Pt denied any other changes in detergents, soap, food, perfume, lotion, etc. Pt told to take Benadryl.

Symptom Text:

Other Meds:
Lab Data:
History:

Routine Pap smearPrex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

272847-1

26-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Injection site rash, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0962F 0 Right arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Feb-2007
Vaccine Date

Unknown
Onset Date Days

22-Feb-2007
Status Date

KS
State Mfr Report Id

The HPV vaccine was given to a 7 yr. old girl.Symptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
8.0

272851-1

22-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Feb-2007

Received Date

Prex Vax Illns:

VARCEL
FLU
HPV4

MERCK & CO. INC.
AVENTIS PASTEUR
MERCK & CO. INC.

1301F
U2272AA
1208F

1
0
1

Left arm
Left arm
Left arm

Subcutaneously
Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Jan-2007
Vaccine Date

12-Jan-2007
Onset Date

1
Days

23-Feb-2007
Status Date

MI
State Mfr Report Id

Vaginal bleeding started day after receiving Gardasil vaccine. Bleeding is persistent (Moderate-severe) and still present LMP 12/28/02 ended 01/02/07. Onset
menses 10 year age.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Denies sexual activity, PG test neg.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

272865-1

09-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Vaginal haemorrhage

 ER VISIT, NOT SERIOUS

Other Vaccine
22-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1425F 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 933
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Feb-2007
Vaccine Date

08-Feb-2007
Onset Date

0
Days

23-Feb-2007
Status Date

--
State Mfr Report Id

Patient received partial dose of vaccine in left deltoid due to defective syringe.  Pt immediately complained of a burning sensation on her arm where the
medication ran (down her arm) I cleansed her entire upper arm with alcohol-pt relieved little relief.  The she stated it was sore at about a 2 inch radius from the
injection site. Pt was discharged in mother's care to monitor her. Pt's mother was contacted around 10:00 am the next day-stated-evening of 02/08/07, pt had
severe pain at site and gave 2 500mg doses of Acetaminophen to relieve pain.  Mother stated site looked red and raised-similar to a bee sting reaction. She
also stated it was gone  upon waking and pt now only complaining of moderate site pain with little swelling and redness. Pt to return in 3 days for reevaluation.

Symptom Text:

Ortho-tricyclen, SynthroidOther Meds:
Lab Data:
History:
Prex Illness:

NONE
egg allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

272876-1

26-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Burning sensation, Incorrect dose administered, Injection site erythema, Injection site pain, Injection site rash, Vaccination complication

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 00134 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Feb-2007
Vaccine Date

12-Feb-2007
Onset Date

0
Days

23-Feb-2007
Status Date

--
State

WAES0702USA02754
Mfr Report Id

Information has been received from a nurse practitioner concerning a 17 year old female with penicillin allergy who on 12-FEB-2007 was vaccinated with
Gardasil 0.5ml intramuscularly (lot number 653736/0014U). There was no concomitant medication. On 12-FEB-2007, 45 to 60 minutes post vaccination, the
patient called the physician's office stating that she had hives on her arms and legs. The treatment was Benadryl. On 13-FEB-2007, the patient was seen at the
physician's office and still had hives on her arms and legs but no shortness of breath. No other treatment was given. The hives were improving. Hives on arms
and legs were considered an other important medical event. Additional information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:

Penicillin allergyPrex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

272889-1

23-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
22-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0014U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 935
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Jan-2007
Vaccine Date

29-Jan-2007
Onset Date

12
Days

23-Feb-2007
Status Date

PA
State Mfr Report Id

This was a second varicella immunization. She received her first 6/9/97. She recieved both varicella and Gardacil on 1/17/07 about 10 days later she developed
a rash consistant with varicella. The rash was over her entire body with greater than 20 sites. The rash followed the course of varicella and has dried up. She
also developed papilledema and needed to be placed on prednisone by an opthalmologist.  The rash is resolving but she is still being treated for papilledema
by another physician

Symptom Text:

Asmanex, Nasonex, albuterol inhaler,Other Meds:
Lab Data:
History:

NonePrex Illness:

None
allergies, asthma, Eczema

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

272893-1

26-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Papilloedema, Rash generalised, Varicella

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-Feb-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

1046F
1427F

1
0

Left arm
Left arm

Subcutaneously
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Feb-2007
Vaccine Date

20-Feb-2007
Onset Date

0
Days

23-Feb-2007
Status Date

MD
State Mfr Report Id

I received the vaccination at approximately 8:20 AM and felt nothing (my arm slightly ached where the vaccine had been injected, but I felt nothing out of the
ordinary post-injection). I walked over to the check-in counter to schedule my third a final injection in the series and put on my jacket. I remember the nurse
saying 8:00 AM on Wednesday, June 20 and then the next thing I remember is being surrounded by people on the floor of the office. I blacked out while
standing up and hit the left side of my body (mainly my lower jaw, neck, and clavicle) and when my body hit the floor the center, back of my head slammed to
the floor. No one actually saw what parts of my body hit where during the fall because the nurse was behind the counter sitting at the computer (below eyesight
of my fall) and patients in the waiting room were seated behind a wall. Based on where I remember standing before blacking out and where my body hurt after
waking up, I think I am pretty certain I know what was hit.  After waking up the doctor and several nurses helped me sit up and recommended calling an
ambulance to have my head checked out. At first I declined because I did not think I had any serious problems, but after I tried standing and could not, I agreed
to the ambulance. My face was tingly, I had trouble breathing (when I first woke up I was hyperventilating), I was sweating, and my legs were not stable. The
EMT arrived and took my blood pressure and decided I should go to the emergency room for a check-up.  When we arrived at the ER my head and lower jaw
were throbbing from the fall. The ER staff gave me an IV for hydration and ran the typical tests (blood pressure, heart rate, etc.), an EKG, and later received a
CAT scan.   After returning from the CAT Scan I was still a bit shaken but was breathing normal. My left arm ached from the injection (my right arm ached after
the first injection in series, so I ignored that aches). After being in the hospital for at least two hours I suddenly blacked out again. My sister was sittin

Symptom Text:

I take Ortho Try Cyclen Lo, daily and a multi-vitaminOther Meds:
Lab Data:
History:

NonePrex Illness:

CAT Scan, EKG, blood pressure, heart rate
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

272895-1

26-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arrhythmia, Dyspnoea, Dysstasia, Fall, Feeling hot, Fluid replacement, Hyperhidrosis, Hyperventilation, Injury, Loss of consciousness, Nausea, Paraesthesia

 ER VISIT, NOT SERIOUS

Related reports:   272895-2

Other Vaccine
22-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 02634 1 Right arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Feb-2007
Vaccine Date

20-Feb-2007
Onset Date

0
Days

21-Mar-2007
Status Date

MD
State

WAES0702USA03759
Mfr Report Id

Information has been received from a health professional concerning a 23 year old female who on 19-DEC-2006 was vaccinated with a first dose of Gardasil.
On 20-FEB-2007, the patient was vaccinated IM, into the right deltoid, with a second 0.5 ml dose of Gardasil (lot #655849/0263U). There was no concomitant
medication. On 20-FEB-2007, approximately 2 to 3 minutes after the vaccination, the patient fainted for 30 to 45 seconds. It was reported that the rescue squad
was called because the patient developed leg numbness spreading to the shoulders after recovering from the fainting spell. It was reported that the numbness
lasted from a few minutes. The patient was transported to the emergency room of a local hospital. At the emergency room, the patient had a second episode of
syncope at 12:20 p.m. At the time of the report the patient was in the emergency room and had not recovered from the second event of syncope. Additional
information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

272895-2

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Syncope

 ER VISIT, NOT SERIOUS

Related reports:   272895-1

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0263U 1 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Feb-2007
Vaccine Date

17-Feb-2007
Onset Date

0
Days

23-Feb-2007
Status Date

NY
State Mfr Report Id

none-realized Dtap was given instead of TdapSymptom Text:

Other Meds:
Lab Data:
History:

NONEPrex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
1.1

272911-1

09-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 No adverse effect, Wrong drug administered

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-Feb-2007

Received Date

Prex Vax Illns:

MNQ
DTAP

HPV4

AVENTIS PASTEUR
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

U1948AA
AC14B008AA

1447F

0
0

0

Right arm
Right arm

Left arm

Unknown
Unknown

Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Dec-2006
Vaccine Date

22-Dec-2006
Onset Date

0
Days

26-Feb-2007
Status Date

FL
State

WAES0702USA03448
Mfr Report Id

Information has been received from a physician and an office manager concerning a 17 year old female with asthma who on 22-DEC-2006 was vaccinated IM,
into the left arm, with a 0.5 ml first dose of Gardasil (lot#654540/0800P). It was reported that at the end of the administration the "safety spring plunger snapped
back and caused the patient pain." The office manager explained that this incident was due to human error, the physician was unfamiliar with safety
mechanism. On 22-DEC-2006, the patient experienced left shoulder pain and difficulty sleeping on her left arm. On approximately 12-FEB-2007, the patient
saw an orthopedic surgeon. The patient underwent an X-ray which revealed no bony abnormality. The orthopedic surgeon recommended that the patient go to
physical therapy. At the time of the report, the patient had not recovered. The physician considered the left shoulder pain and difficulty sleeping on her left arm
to be disabling events. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:

AsthmaPrex Illness:

X-ray 02/12?/07 - No bony abnormalities

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

272940-1 (S)

26-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Insomnia, Medical device complication, Musculoskeletal pain, Pain, Physiotherapy

 PERMANENT DISABILITY, SERIOUS

Other Vaccine
23-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0800F 0 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Feb-2007
Vaccine Date

09-Feb-2007
Onset Date

1
Days

26-Feb-2007
Status Date

KS
State

WAES0702USA01732
Mfr Report Id

Information has been received from a certified registered nurse anesthetist concerning her daughter, a 16 year old female on contraceptive therapy, who on 08-
FEB-2007 was vaccinated with the first dose of Gardasil, 0.5 ml, IM in the left arm. Concomitant therapy included Yasmin for birth control. On approximately 09-
FEB-2007 (within 24 hours), the patient experienced a sore arm and itching. By 11-FEB-2007 the patient developed "huge hives crawling up both arms and
hives to the jaw down around the face." Treatment included Benadryl, 50mg. The patient's mother called the hospital triage nurse, "but child was not
hospitalized." A second dose of Benadryl, 25 mg  was administered on the evening of 11-FEB-2007. The patient was reported to be recovering. The reporter
considered the hives, sore arm and itching to be an other important medical event. Additional information has been requested.

Symptom Text:

YasminOther Meds:
Lab Data:
History:

ContraceptionPrex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

272941-1

26-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pain in extremity, Pruritus, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
23-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
26-Feb-2007
Status Date

PA
State

WAES0702USA02738
Mfr Report Id

Information has been received from a nurse concerning her niece (age not reported) who on an unspecified date was vaccinated with Gardasil injection.
Concomitant therapy was unspecified. Subsequently, the patient experienced "immune system shut down" after receiving the vaccination. The patient had
sought medical attention. On an unspecified date, the patient was hospitalized and at the time of reporting it was unknown how long the patient was
hospitalized or if she was still in the hospital. It was unspecified if the patient had recovered. The nurse felt that the "immune system shut down" was
considered to be immediately life-threatening. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

272942-1 (S)

26-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Immune system disorder

 HOSPITALIZED, LIFE THREATENING, SERIOUS

Other Vaccine
23-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Feb-2007
Vaccine Date

16-Feb-2007
Onset Date

1
Days

26-Feb-2007
Status Date

MD
State Mfr Report Id

2-22-07 pt reported feeling dizzy and tired, nauseous, and arm just stopped hurting yesterday, symptoms started day after injection, no lump, no bump at siteSymptom Text:

YasminOther Meds:
Lab Data:
History:

coldPrex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

272976-1

27-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Fatigue, Nausea, Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
23-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0187U 0 Right arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Feb-2007
Vaccine Date

16-Feb-2007
Onset Date

0
Days

26-Feb-2007
Status Date

VA
State Mfr Report Id

Approx. 2 hours after receiving HPV vaccine pt. developed tingling in left arm (vaccine given in left arm) and then in left leg. At times both extremities felt slight
"weak". Pt developed severe right sided headache with nausea and photophobia

Symptom Text:

Mircette-28Other Meds:
Lab Data:
History:

mild viral URIPrex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

272978-1

27-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Muscular weakness, Nausea, Paraesthesia, Photophobia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
23-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1424F 0 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Feb-2007
Vaccine Date

20-Feb-2007
Onset Date

1
Days

28-Feb-2007
Status Date

NY
State Mfr Report Id

Patient received Gardasil vaccine in P.M. during night, nausea, vomited x 1, then fainted. Temperature 100.7Symptom Text:

Other Meds:
Lab Data:
History:

NONEPrex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

272983-1

28-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Body temperature increased, Nausea, Syncope, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
23-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 00116 0 Left arm Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Jan-2007
Vaccine Date

Unknown
Onset Date Days

28-Feb-2007
Status Date

VA
State Mfr Report Id

Patient has positive pregnancy test on 2-22-07. Cancel all future doses.Symptom Text:

Prenatal vitaminOther Meds:
Lab Data:
History:

NONEPrex Illness:

(+) pregnancy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

272989-1

28-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pregnancy test positive

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
23-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0012U 0 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Feb-2007
Vaccine Date

22-Feb-2007
Onset Date

2
Days

27-Feb-2007
Status Date

CT
State Mfr Report Id

ON 2/22/07 PATIENT STARTED WITH TINGLY,ITCHY AREA ON BACK THAT BECAME A RAISED ,RED RASH ON BACK. IT IS MOSTLY ON ONE SIDE
MORE THAN THE OTHER AND IS VERY PAINFUL AND CAUSES HER LEFT SIDE TO BE TINGLY. SHE WENT TO THE WALK-IN BECAUSE IT WAS THE
WEEKEND AND THEY DIAGNOSED HER WITH SHINGLES. SHE WAS STARTED ON A COURSE OF VALTREX TO TAKE TID FOR ONE WEEK. SHE IS
FOLLOWING UP WITH HER PRIMARY CAE M.D. WHO IS POSSIBLY TO DO LAB WORK.

Symptom Text:

LOOVRALOther Meds:
Lab Data:
History:

NONE KNOWNPrex Illness:

NONE KNOWN

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

273013-1

27-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Herpes zoster, Pain, Paraesthesia, Pruritus, Rash

 NO CONDITIONS, NOT SERIOUS

Related reports:   273013-2

Other Vaccine
26-Feb-2007

Received Date

Prex Vax Illns:

HPV4HPV4 MERCK & CO. INC. ? 0 Right arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Feb-2007
Vaccine Date

22-Feb-2007
Onset Date

2
Days

29-Mar-2007
Status Date

CT
State

WAES0702USA04416
Mfr Report Id

Information has been received from a Licensed Practical Nurse (L.P.N.) concerning a 16 year old female patient with a possible allergy to AUGMENTIN who on
20-FEB-2007 was vaccinated with her second dose of Gardasil. She was seen at Urgent care on 22-FEB-2007, with a raised red tingling rash on her back, and
side. The diagnosis was shingled. Patient was treated with VALTREX TID for a week. She had no adverse symptoms after the first dose of Gardasil. The
patient was reported as not recovered at the time of this report. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

273013-2

29-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Herpes zoster, No adverse effect, Paraesthesia, Rash

 ER VISIT, NOT SERIOUS

Related reports:   273013-1

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Feb-2007
Vaccine Date

12-Feb-2007
Onset Date

0
Days

27-Feb-2007
Status Date

TN
State

WAES0702USA02831
Mfr Report Id

Information has been received from a physician and a nurse in the physician's office concerning a 14 year old female who on 12-FEB-2007 was vaccinated with
the first 0.5ml dose of Gardasil. within two minutes of receiving the shot, the patient passed out. it was reported that as she was falling to the ground, it was
observed that she was having a seizure. The seizure was described as a "drawing of the right arm". The patient did not have full body tremors. The seizure
lasted approximately one minute. The patient was sent to the emergency room, however, was reported as being "Fine" when she left the office. The patient was
not admitted to the hospital. The nurse did not know of any treatment given in the ER and believed that the patient was just observed and released. The
physician reported that the patient was fine after being released from the emergency room. On 12-FEB-2007, the patient has recovered from the events. It was
reported that the patient had no history of seizures and the nurse stated that the patient will continue with the Gardasil series. Upon internal reviews, seizure
was considered to be an other important medical event. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

273026-1

28-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Fall, Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
26-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Feb-2007
Vaccine Date

10-Feb-2007
Onset Date

2
Days

28-Feb-2007
Status Date

ND
State Mfr Report Id

2 days after receiving vaccines started having sharp, stabbing pain, and bruising in cervix area. Muscles ache and burn also inner thighs. No fever, no vaginal
discharge. Still having discomfort 12 days afterwards. No sexually active.

Symptom Text:

Other Meds:
Lab Data:
History:

NONEPrex Illness:

Depression, low back pain

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

273065-1

28-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cervix disorder, Contusion, Discomfort, Myalgia, Pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
26-Feb-2007

Received Date

Prex Vax Illns:

MNQ
HPV4
FLU
HEPA

AVENTIS PASTEUR
MERCK & CO. INC.
CHIRON CORPORATION
MERCK & CO. INC.

U1822AA
0955F
72004
1282F

0
0
0
0

Left arm
Right arm
Left arm

Right arm

Intramuscular
Intramuscular
Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
28-Feb-2007
Status Date

FR
State

WAES0702USA03743
Mfr Report Id

Information has been received from a hospital physician concerning an 18 year old female with rheumatism who was vaccinated with a first dose of Gardasil.
Subsequently the patient experienced juvenile arthritis, which was assumed to be an acute exacerbation of pre existing rheumatism. Beforehand she had been
uncomplaining for a long time. She was admitted to the hospital where a joint puncture was carried out. At the time of the report, the symptoms were ongoing.
No further information is available. Other business partner numbers included E2007-01082.

Symptom Text:

UNKOther Meds:
Lab Data:
History:

RheumatismPrex Illness:

Arthrocentesis

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

273098-1 (S)

28-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Condition aggravated, Juvenile arthritis

 HOSPITALIZED, SERIOUS

Other Vaccine
27-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Feb-2007
Vaccine Date

22-Feb-2007
Onset Date

0
Days

28-Feb-2007
Status Date

NY
State Mfr Report Id

None Stated 03/05/07-records received from facility: seen in ED for allergic reaction to vaccines. HX of cough, wheezing and SOB few hours prior to ED visit,
symptoms began 30 minutes after vaccines. Initially returned to PCP with c/o chest tightness, difficulty breathing, treated with epipen and benadryl and sent to
ED. No swelling of mouth, lips or tongue. Allergies to cat (owns a cat). Uses nasonex for nasal congestion. VS P: 141, resp 20 BP 130/91. Treated with solu
medol and ranitidine. Tremors, difficulty breathing. PE unremarkable. Lungs clear, no rhonchi, no wheezes. Admitted for IV steroid treatment.

Symptom Text:

Other Meds:
Lab Data:
History:

NONEPrex Illness:

records received 4/5/07-CBC:66 neutrophils. 24.6 lymphocytes.
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

273099-1 (S)

05-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chest discomfort, Cough, Dyspnoea, Hypersensitivity, Tremor, Wheezing

 ER VISIT, HOSPITALIZED, LIFE THREATENING, SERIOUS

Other Vaccine
27-Feb-2007

Received Date

Prex Vax Illns:

TDAP

HEPA

HPV4
MNQ

GLAXOSMITHKLINE
BIOLOGICALS
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
AVENTIS PASTEUR

AC52B007AA

AHAVB141AA

1426F
U2158AA

0

0

0
0

Left arm

Right arm

Right arm
Left arm

Intramuscular

Intramuscular

Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Feb-2007
Vaccine Date

Unknown
Onset Date Days

28-Feb-2007
Status Date

TX
State Mfr Report Id

Rash on shoulders, chest and backSymptom Text:

Other Meds:
Lab Data:
History:

NONEPrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

273103-1

28-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
27-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0637F 0 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Dec-2006
Vaccine Date

02-Feb-2007
Onset Date

43
Days

28-Feb-2007
Status Date

IN
State Mfr Report Id

2/2/07 Vesicles near eyebrow, sty in eyelid - found to be possible herpes. Treated with Valtrex.Symptom Text:

Other Meds:
Lab Data:
History:

NONEPrex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

273112-1

13-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blister, Herpes virus infection, Hordeolum

 ER VISIT, NOT SERIOUS

Other Vaccine
27-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0954F 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Feb-2007
Vaccine Date

20-Feb-2007
Onset Date

0
Days

28-Feb-2007
Status Date

MN
State Mfr Report Id

symptoms started 2-20-07 at 7pm.  1st noticed bumps on arms. She now has hives on her abdomen, face, neck and arms.  She also felt faint at times.Symptom Text:

Metronidazole 100 mg/dayOther Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

273116-1

28-Feb-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Rash, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
27-Feb-2007

Received Date

Prex Vax Illns:

HPV4
FLU

MERCK & CO. INC.
AVENTIS PASTEUR

0011U
U2168CA

0
1

Right arm
Left arm

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Dec-2006
Vaccine Date

12-Dec-2006
Onset Date

0
Days

01-Mar-2007
Status Date

--
State

WAES0702USA03479
Mfr Report Id

Information has been received from a licensed practical nurse concerning a 31 year old female with type II diabetes mellitus, sulfa, morphine, DEMEROL and
penicillin allergy and a history of gastric bypass (1994), reverse gastric bypass (1996) and mild asthma who on 12-DEC-2006 was vaccinated with her first dose
of Gardasil (lot #653978/0955F), 0.5 ml, IM. Concomitant therapy included metformin HCL (GLUCOPHAGE). On 12-DEC-2006 less than one hour after
receiving her first dose of Gardasil, the patient developed "Flu-Like" symptoms. The patient stated that she had a headache and nausea but was not sure if she
had a fever. About ten hours after the initial vaccine was administered the patient had a convulsive seizure. The seizure lasted about 2 minutes. The patient
was not coherent and was breathing heavy. After the seizure, the patient continued to fell ill and had no memory of the seizure. The patient did not go to the
hospital. The patient's husband was an EMT, so he attended to her but did not given her any medication. The patient had no prior history of seizures. The next
day the patient felt better. Upon internal review, convulsive seizure was considered to be an other important medical event. Additional information has been
requested.

Symptom Text:

GLUCOPHAGEOther Meds:
Lab Data:
History:

Type II diabetes mellitus, Sulfonamide allergy, Drug hypersensitivity, Penicillin allergyPrex Illness:

Gastric bypass, gastric stapling reversal, asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
31.0

273177-1

07-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Amnesia, Convulsion, Dyspnoea, Headache, Incoherent, Influenza like illness, Malaise, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
28-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0955F 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Feb-2007
Vaccine Date

23-Feb-2007
Onset Date

0
Days

01-Mar-2007
Status Date

MA
State Mfr Report Id

Pt was leaving office c/o being dizzy, extreme pallor, perspiring, tingling both hands, 118-70, P116, O2 Sat 98%, O2 given, kept 45 min color improved. Tingling
of fingers subsided.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

273185-1

01-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Hyperhidrosis, Oxygen supplementation, Pallor, Paraesthesia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
28-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0688F 1 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Jan-2007
Vaccine Date

29-Jan-2007
Onset Date

7
Days

01-Mar-2007
Status Date

UT
State Mfr Report Id

Patient had myalgias at day 7 post vaccine. Severe headache global x <24 hours. Severe muscle weakness. Severe fatigue, symptoms routine except
headache which disappeared in 24 hours.  03/07/8/07-records received from rheumatology consultation for DOS 03/02/07-Impression: Myalgias, dysethesias
hands and feet, increased fatigability, oral ulceration/cankers;possible rare reaction to either flu or Gardasil. Rule out vasculitis, lupus and other connective
tissue disease. C/O severe body pain, weakness, headache lasted 1 day but has had persistent generalized muscle pain. Transient numbness in hand, face
and feet. Eyes feel sore, some twitching of eyelids. PMH: Seizure as infant after pertussis vaccine and never completed the series. No recurrence of seizure
and did not appear to be febrile seizure.  Mother has multiple sclerosis.  PE:Muscles tender to palpation pretty uniform throughout body, not so much in hands
as in forearms, arms, trunks, legs, calves.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Severe reaction Gardasil and Influenza vaccine given. Labs:WNL. Rheumatoid factor negative. CK 64 repeat CK 65.
Pertussis vaccine. 3/7/07 records received Seizure as infant after pertussis vaccine and never completed the series.   Mononucleosis at age 16. Migraines.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

273206-1

16-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Aphthous stomatitis, Asthenia, Blepharospasm, Dysaesthesia, Fatigue, Headache, Hypoaesthesia, Hypoaesthesia facial, Mouth ulceration, Muscular
weakness, Myalgia, Pain

 ER VISIT, NOT SERIOUS

Related reports:   273206-2

Other Vaccine
28-Feb-2007

Received Date

seizure~Vaccine not specified~1~0~In Patient|aeizure~Vaccine not specified~1~0~In SiblingPrex Vax Illns:

HPV4
FLU

MERCK & CO. INC.
UNKNOWN MANUFACTURER

0688F
U2177AA

1 Left arm
Right arm

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Jan-2007
Vaccine Date

22-Jan-2007
Onset Date

0
Days

29-Mar-2007
Status Date

UT
State

WAES0702USA04702
Mfr Report Id

Information has been received from a consumer concerning her daughter, a 19 year old female with a history of a seizure response to pertussis vaccine as an
infant, who on 11-OCT-2006 was vaccinated with the first dose of Gardasil and on 22-JAN-2007 was vaccinated with the second dose of Gardasil. The mother
reported that her daughter "had no adverse experiences" with that vaccination. Concomitant suspect therapy included influenza virus vaccine (unspecified),
also administered on 22-JAN-2007. On 29-JAN-2007 the mother stated that her daughter experienced "severe systemic arthritic response," and further
explained, "she woke up with severe joint pain, severe fatigue, headaches and a red, blotchy facial rash." The mother reported that her daughter had "multiple
lab work" performed, however specific tests or results were not provided. At the time of this report, the patient had not recovered. Additional information has
been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Allergy to vaccinePrex Illness:

Unknown
Convulsion

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

273206-2

29-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Erythema, Fatigue, Headache, Rash, Rash macular

 ER VISIT, NOT SERIOUS

Related reports:   273206-1

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Dec-2006
Vaccine Date

28-Dec-2006
Onset Date

0
Days

01-Mar-2007
Status Date

PA
State Mfr Report Id

2-27-07 Patient stated "I had redness in my right arm that went down to right hand and knuckles, then it started in left arm and hand it was very itchy. Started
30-45 min after injection given.

Symptom Text:

Yaz birth controlOther Meds:
Lab Data:
History:

NONE reportedPrex Illness:

NKDA; no birth defects; no medical conditions

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

273207-1

01-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Pruritus

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
28-Feb-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1208F 0 Right arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Feb-2007
Vaccine Date

20-Feb-2007
Onset Date

4
Days

01-Mar-2007
Status Date

SC
State Mfr Report Id

Legs burning and hurt next a.m. Tuesday, arms heavy was better on Wednesday, still with something that was gone on Thursday, burning feeling was gone on
Wednesday p.m.

Symptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

273209-1

01-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Sensation of heaviness, Skin burning sensation

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
28-Feb-2007

Received Date

Prex Vax Illns:

TDAP
HPV4
MNQ

AVENTIS PASTEUR
MERCK & CO. INC.
AVENTIS PASTEUR

C2689AA
01874
U1968AA

0
0
0

Right arm
Left arm
Left arm

Intramuscular
Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Feb-2007
Vaccine Date

17-Feb-2007
Onset Date

0
Days

02-Mar-2007
Status Date

FR
State

WAES0702POL00004
Mfr Report Id

Information has been received from a physician concerning a 19 year old female who on 17-FEB-2007 was placed on therapy with human papillomavirus
vaccine, 0.5 ml, 0.5 ml prophylaxis. On 17-FEB-2007 the human papillomavirus was administered intramuscular in deltoid muscle according to manufacturer's
recommendation. The reporter felt that the injection was made properly. Immediately after taking human papillomavirus vaccine the patient experienced
weakness. At that moment the blood pressure was 100/70, total heartbeat count was 76/min, temperature was 97.6 deg F. Dyspnoe and changes on the skin
were not observed. The patient was laid down in horizontal position with her legs elevated for 5 minutes. After 4 minutes the regression of symptoms was
observed. Approximately after 20 minutes the patient fell down. The syncope was observed. Head injury and apnoe were observed. Restoring of respiratory
patency by deviation of head and removing of collapsed tongue was performed. Regression of apnoe was observed. The patient experienced disorientation
and retrograde amnesia. The patient remembered only the weakness before syncope, but she did not remember what happened later. Then the patient
regained consciousness. After that the headache was observed in the injured place and later in whole head. At that moment the blood pressure was 100/60.
total heartbeat count was 79/min, temperature was 97.6 deg F, Meningeal signs were negative. After 2 hours no abnormalities were observed. Subsequently,
the patient recovered from syncope, hypotension, weakness, apnoe, disorientation, retrograde amnesia, head injury and headache. The reporter felt that
syncope, hypotension, weakness, apnoe, disorientation, retrograde amnesia, head injury and headache were related to therapy with Gardasil. Syncope and
apnoe were considered by the doctor to be immediately life-threatening. Additional information is not expected.

Symptom Text:

UNKOther Meds:
Lab Data:

History:
Prex Illness:

blood pressure 17Feb07 100/70 mmHg Comment: low, blood pressure 17Feb07 100/60 mmHg, total heartbeat count 17Feb07 76/min, total heartbeat count
17Feb07 79/min, temperature measurement 17Feb07 97.6 deg F
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

273223-1 (S)

23-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Apnoea, Asthenia, Blood pressure decreased, Disorientation, Fall, Head injury, Headache, Hypotension, Retrograde amnesia, Syncope

 LIFE THREATENING, SERIOUS

Other Vaccine
01-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 36970 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Feb-2007
Vaccine Date

28-Feb-2007
Onset Date

1
Days

02-Mar-2007
Status Date

NY
State Mfr Report Id

FEELING ACHY AND FEVER (101.0) 48HRS AFTER ADMINISTRATION ALONG WITH VOMITTING X6 THAT NIGHT AND TWICE THE FOLLOWING
MORNING.  MILD RUNNY NOSE, NO COUGHING, NO WHEEZING, NO HIVES,NO DIARRHEA, MILD ABDOMINAL CRAMPING.  NO LETHARGY, NO
BEHAVIORAL CHANGES, NO JOINT PAIN OR MUSCLE WEAKNESS.  ADMINISTERED IBUPRIFEN 400 MG PO AT 11AM ON 03-01-07.  ADVISED
SYMPTOMATIC CARE AND SEEK EMERGENCY SERVICE IF SYMPTOMS PERSIST OR WORSEN.

Symptom Text:

SINGULAIR 5 MG QHS AND ALBUTEROL MDI 2 INHALATIONS PRN AMD ASMANEX INHALER 1 INHALATION A DAYOther Meds:
Lab Data:
History:

NONEPrex Illness:

TEMP= 101.0
BRONCHIAL ASTHMA;  NO ALLERGIES

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

273263-1

02-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Pain, Pyrexia, Rhinorrhoea, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
01-Mar-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

AVENTIS PASTEUR
MERCK & CO. INC.

U2136AA
1426F

0
0

Right arm
Left arm

Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Jan-2007
Vaccine Date

03-Feb-2007
Onset Date

4
Days

05-Mar-2007
Status Date

NY
State Mfr Report Id

4 days after receiving Gardasil vaccine 1st injection patient c/o red, hot rash on both hands and upper thighs, rash on thighs with small blisters lasted approx 1
hour then subsided this went on daily for the next 10 days each time lasting 1 hour.

Symptom Text:

Combivent inhaler, Advantage inhaler, Spiriva inhaler.Other Meds:
Lab Data:
History:

NONEPrex Illness:

NONE
Asthma, Emphysema

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
67.0

273294-1

05-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blister, Erythema, Rash, Skin warm

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
02-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0011U 0 Right arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Feb-2007
Vaccine Date

16-Feb-2007
Onset Date

0
Days

05-Mar-2007
Status Date

TX
State Mfr Report Id

Pt received Gardasil and within a minute, pt fainted while sitting on table, fell of and hit her head on a drawer handle, pt began to seize. Called 911, she was
stabilized by EMS. 03/05/07-records received from PCP:Five minutes after administration of vaccine episode of eyes rolling back, fell off exam table and struck
neck and head on cabinet drawers. Unresponsive to voice with stiffening of all extremities. Event lasted 30 seconds, afterwards alert oriented and recalled
speaking to urse prior to event. Glucose 76, O2 sats 99% on RA. BP after episode 99/52, pulse 49. Transported to ER.  03/09/07-records received from facility
for DOS 2/16/07-DX:Syncope. Post syncopal seizure.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

UNK labs received 3/9/07.CT head:normal C Spine unremarkable

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

273305-1

09-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Fall, Head injury, Injury, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
02-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0688F 0 Right arm Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Jan-2007
Vaccine Date

05-Jan-2007
Onset Date

0
Days

05-Mar-2007
Status Date

NY
State

WAES0702USA04223
Mfr Report Id

Information has been received from physician concerning a 16 year old female patient who on approximately 05-JAN-2007 ("7 weeks ago") was vaccinated with
the first dose, 0.5ml, IM, of Gardasil. There was no concomitant medication. The physician reported that the patient stated she "did not feel well when checking
out and turned white and fainted when being taken back into the examining room." The physician clarified that the patient "did not lose consciousness or hit her
head because he caught the patient." He confirmed the patient fainted "within 5 minutes" of the vaccination, and remained "groggy for up to 30 minutes" after
the vaccination. The patient was then "considered recovered," and left the office. The physician considered the events to be disabling. Additional information
has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

273357-1 (S)

05-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Malaise, Pallor, Somnolence, Syncope

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Other Vaccine
02-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Feb-2007
Vaccine Date

19-Feb-2007
Onset Date

0
Days

05-Mar-2007
Status Date

CA
State Mfr Report Id

Fever, chills, bradycardia, vomiting.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

NKA

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
10.7

273362-1

05-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Bradycardia, Chills, Pyrexia, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
02-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0186U 0 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Feb-2007
Vaccine Date

01-Feb-2007
Onset Date

0
Days

06-Mar-2007
Status Date

FR
State

WAES0702USA04752
Mfr Report Id

Information has been received from a health authority concerning a 16 year old female who on 01-FEB-2007 was vaccinated with the first dose of Gardasil (lot
#654740/0859F, batch #NE25270), IM into the left deltoid muscle. It was reported that previous vaccinations were well tolerated. On 01-FEB-2007 at 6:15 pm,
the patient experienced anaphylactic reaction with dyspnoea and anxiety reaction and the patient was hospitalized. Subsequently after 75 minutes, the patient
recovered from anaphylactic reaction. Anaphylactic reaction was considered to be immediately life-threatening. Case is closed. Other business partner
numbers include E2007-01238. Additional information is not expected.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

273382-1 (S)

06-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anaphylactic reaction, Anxiety, Dyspnoea

 HOSPITALIZED, LIFE THREATENING, SERIOUS

Other Vaccine
05-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0859F Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Dec-2006
Vaccine Date

21-Dec-2006
Onset Date

0
Days

07-Mar-2007
Status Date

MA
State Mfr Report Id

Mom states patient was fine right after shot #1, but felt faint, looked pale on way out of office - came back to exam room and laid down x 20 minutes then was
fine. Mom reports this today when returning for shot #2.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

273390-1

07-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Pallor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
05-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0688F 0 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Nov-2006
Vaccine Date

Unknown
Onset Date Days

06-Mar-2007
Status Date

CO
State Mfr Report Id

Received first vaccine on 11/08/2006  never reported it until 03/01/. Area where she got Gardasil injection and tender and Hypo-pigmented.    Left Arm 32mm x
24 mm 11/08/2006 Right Arm 22 x 25 mm 01/08/2007

Symptom Text:

Yaz, CelexaOther Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

273415-1

06-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Injection site reaction, Pigmentation disorder

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
05-Mar-2007

Received Date

Prex Vax Illns:

HPV4
FLU
DTP

MERCK & CO. INC.
AVENTIS PASTEUR
AVENTIS PASTEUR

0955F
U2255AAA
C2609AA

0
0
0

Left arm
Left arm

Right arm

Intramuscular
Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Feb-2007
Vaccine Date

04-Mar-2007
Onset Date

20
Days

06-Mar-2007
Status Date

PA
State Mfr Report Id

Vaccine administration date 2/12/2007, varicella dose #2 and Gardisil dose #1 administered concurrently. No symptoms until March 4th when in AM noted by
mother to have a cold/URI symptoms with cough. Emesis at 11 after soup at 10, napping when mom at home at 3 PM but difficult to arouse. Called 911 and
started rescue breathing. Paramedics initially called in stable VS's but required active CPR on gurney by time came into ED.  In disorganized vfib in ER-
resusc'd with PALS then consulted cardiology for ECMO.  Cannulated for VA ECMO - on full flow support after 1.5 hours. Heart completely akinetic. Went to
cath lab to get biopsies, CAD's and assessment of integrity of heart with very poor tone/strength to heart muscle noted; presumed acute viral myocarditis. Has
gotten IVIG. Can't assess neurologic function due to significant drug load. Remains with very disorganized rhythym today; to consider EPS study; also studying
family for possible inherited rhythym disturbances. 03/20/07-partial records received from facility, patient remains in hospital. Received ECMO support for
cardiac arrest secondary to myocarditis. Endomyocardial biopsy: acute lymphocytic myocarditis with scattered eosinophils.  04/25/07-DC Summary received for
DOS 03/04-03/23/07-DC DX: Cardiac arrhythmia. Myocarditis.

Symptom Text:

NoneOther Meds:
Lab Data:

History:
NonePrex Illness:

Echocardiogram:dilated right ventricle. severely decreased biventricular systolic function. mild tricuspid/mitral insufficiency. atrial septum bulges. small pleural
effusion right.
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

273426-1 (S)

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arrhythmia, Cardiac disorder, Cough, Nasopharyngitis, Oxygen supplementation, Respiratory arrest, Somnolence, Viral myocarditis, Vomiting

 HOSPITALIZED, LIFE THREATENING, SERIOUS

Related reports:   273426-2

Other Vaccine
05-Mar-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

1111R
0961F

1
0

Right arm
Right arm

Subcutaneously
Intramuscular



10 JUN 2008 06:27Report run on: Page 971
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Feb-2007
Vaccine Date

04-Mar-2007
Onset Date

20
Days

07-Sep-2007
Status Date

--
State

WAES0705USA05074
Mfr Report Id

Information has been received from an agency concerning a 20 year old female who on 12-FEB-2007 was vaccinated intramuscularly into the right arm with a
first dose of Gardasil (Lot #654389/0961F). Concomitant suspect therapy included Varivax (Lot #652550/1111R) subcutaneously into the right arm. The patient
had no symptoms until 04-MAR-2007 when in the morning, the patient's mother noted that she had a cold/URI symptoms with cough. At 11am, the patient
developed emesis after eating soup at 10am. The patient was napping at 3pm when her mother got home but she was difficult to arouse. The mother called
911 and started rescue breathing. The paramedics initially called in stable vital signs but required active CPR on the gurney by the time they came into the
emergency department. The patient was in disorganized ventricular fibrillation in the emergency room and was resuscitated with PALS and cardiology was
consulted for ECHO. The patient was hospitalized. The patient was cannulated for VA ECMO on full flow support after 1.5 hours. The heart was completely
akinetic. The patient went to the catherization lab to get biopsies, CADs and assessment of integrity of heart with very poor tone/strength to heart muscle noted
which was presumed to be acute viral myocarditis. The patient received IVIG. The patient neurologic function could not be assessed due to significant drug
load. The patient currently remained with very disorganized rhythm. An EPS study was considered as well as the possibility of family inherited rhythm
disturbances. The patient received ECMO support for cardiac arrest secondary to myocarditis. An endomyocardial biopsy showed acute lymphocytic
myocarditis with scattered eosinophils. An echocardiogram revealed dilated right ventricle, severely decreased biventricular systolic function, mild
tricupsid/mitral insufficiency, atrial septum bulges, and small right pleural effusion. The patient was discharged on 23-MAR-2007. At the time of this report, the
outcome was unknown. Cough, emesis, cardiac arrhythmia, ox

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

echocardiography, cardiac biopsy
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

273426-2 (S)

12-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arrhythmia, Cardiac arrest, Cough, Depressed level of consciousness, Immunoglobulins, Myocarditis, Nasopharyngitis, Oxygen supplementation, Respiratory
arrest, Resuscitation, Upper respiratory tract infection, Ventricular fibrillation, Vomiting

 ER VISIT, HOSPITALIZED, LIFE THREATENING, SERIOUS

Related reports:   273426-1

Other Vaccine
06-Sep-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

1111R
0961F

1
0

Right arm
Right arm

Subcutaneously
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Mar-2007
Vaccine Date

02-Mar-2007
Onset Date

1
Days

06-Mar-2007
Status Date

MI
State Mfr Report Id

Patient awakened early 3/2/07 with fever, chills,  nausea and headache.  L arm at injection site was tender and puffy.  Temperatures ranged from 100.8 to
102.0 throughout the day.  3/3/07-c/o nausea, headache and temp of 100.0   3/4/07- c/o headache and stiff neck.  3/5/07-c/o headache

Symptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

273430-1

07-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chills, Headache, Injection site pain, Injection site swelling, Musculoskeletal stiffness, Nausea, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
05-Mar-2007

Received Date

Prex Vax Illns:

TDAP
MNQ
HPV4

AVENTIS PASTEUR
AVENTIS PASTEUR
MERCK & CO. INC.

C2340AA
U1860AA
1208F

0
0
0

Left arm
Right arm
Right arm

Intramuscular
Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Feb-2007
Vaccine Date

02-Mar-2007
Onset Date

4
Days

06-Mar-2007
Status Date

MO
State Mfr Report Id

The 2nd injection in November nearly caused my daughter to pass out.  She had to lie down & drink some water.  The third injection on Feb. 26 was the most
painful, with a burning sensation flowing down her arm toward her hand.  Approximately 5 days after the injection, she began experiencing very sharp pain in
the shoulder she received the injection in.  Continues to be in moderate pain, especially with movement of shoulder.

Symptom Text:

birth control pillOther Meds:
Lab Data:
History:

nonePrex Illness:

No medical treatment sought at this time.  If doesn't resolve, will seek attention.
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

273433-1

07-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Burning sensation, Musculoskeletal pain, Pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
05-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 974
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Mar-2007
Vaccine Date

05-Mar-2007
Onset Date

0
Days

06-Mar-2007
Status Date

CA
State Mfr Report Id

Patient fainted.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

273453-1

07-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
05-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 01884 0 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jan-2007
Vaccine Date

01-Jan-2007
Onset Date

0
Days

07-Mar-2007
Status Date

CA
State

WAES0702USA04695
Mfr Report Id

Information has been received from a physician, via a company representative, concerning a 16 year old female patient who in January 2007 ("last month"),
was vaccinated with the first dose, 0.5ml, of Gardasil. The physician reported that in January 2007 ("last month"), the patient experienced a grand mal seizure
after receiving her first dose. In addition, the physician reported that the "patient has no history of seizures and was taken to the ER. The physician did not
know if the patient was admitted. It was unknown if the patient recovered. Upon internal review, grand mal seizure was determined to be an other medical
event. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

273469-1

07-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Grand mal convulsion

 ER VISIT, NOT SERIOUS

Other Vaccine
06-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Feb-2007
Vaccine Date

28-Feb-2007
Onset Date

1
Days

07-Mar-2007
Status Date

IL
State Mfr Report Id

pain of muscle/nerve, neck, arm, and upper back. Very tender arm at injection site and knot at injection site. Put on Prednisone and Mobic by doctor after exam
of site and pain. 7/19/07-records received-notes from 3/4/07-C/O pain in neck and difficulty moving her head. Received injection in right arm. Symptoms were
worse next day, thought it might be neuritis and was started on Medrol dose pack. Pain also in  left shoulder and her entire body hurts. Instructed if symptoms
increased to go to ED.

Symptom Text:

BCP (YAZ)Other Meds:
Lab Data:
History:

NONEPrex Illness:

records received 7/19/07-HX complication after appedectomy in 2002. HX migraines. Nephrolithiasis.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

273472-1

19-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site mass, Injection site pain, Myalgia, Neck pain, Neuralgia

 NO CONDITIONS, NOT SERIOUS

Related reports:   273472-2

Other Vaccine
06-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 01874 0 Right arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Feb-2007
Vaccine Date

01-Mar-2007
Onset Date

2
Days

17-Jul-2007
Status Date

IL
State

WAES0705USA05719
Mfr Report Id

Information has been received from a physician concerning a 22 year old female medical assistant, who on 27-FEB-2007 was vaccinated in the right arm, with
the first dose of Gardasil (Lot #656049/0187U). On 01-MAR-2007 the patient experienced neck and arm pain, and the physician question possible neuritis two
days later. The patient visited the office and was treated with MEDROL and supportive care, with slow improvement noted. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

273472-2

17-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Neck pain, Neuritis, Pain in extremity

 ER VISIT, NOT SERIOUS

Related reports:   273472-1

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0187U 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Nov-2006
Vaccine Date

01-Dec-2006
Onset Date

11
Days

12-Mar-2007
Status Date

MD
State Mfr Report Id

Patient states she missed her menses the month after administration of her first Gardasil injection. Another nurse says she heard another patient say the same
thing happened to her, but she couldn't remember the second patient's name in order to fill another report.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

273475-1

12-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Amenorrhoea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
06-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Feb-2007
Vaccine Date

26-Feb-2007
Onset Date

0
Days

07-Mar-2007
Status Date

OR
State Mfr Report Id

Ct c/o feeling of throat tightening up and difficulty breathing approx 3 1/2-4 hrs of receiving vaccinations.  Went to bed and next am awake with throat tightness
and breathing trouble, but left eye was swollen shut, right eye puffy, hands and arms swollen bilat., temp 100.9, earlobes also swollen, rash with red blotchness
right hand. No local reaction, no arthralgia, ct saw pcp on 2/27/07.  Treated with Benadryl 50mg a 6 hour x 2-3 days. Improved substantially by 3/27

Symptom Text:

Stratera, Yazmine, 25 mg diphenhydramine QHS prnOther Meds:
Lab Data:
History:

poss. slight CADPrex Illness:

ABN CBC-WBC; Monocytes 12.8%; Lymphocytes 50.7; granulocytes 365; other values WNL
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

273503-1

09-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dyspnoea, Throat tightness

 ER VISIT, NOT SERIOUS

Other Vaccine
06-Mar-2007

Received Date

hives, swelling~~~10~In SiblingPrex Vax Illns:

HPV4
HEPA

HEP

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
GLAXOSMITHKLINE
BIOLOGICALS

1208F
AHBVB261AA

AHAVB113AA

0
2

1

Left arm
Right arm

Right arm

Intramuscular
Intramuscular

Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Feb-2007
Vaccine Date

23-Feb-2007
Onset Date

0
Days

07-Mar-2007
Status Date

MA
State Mfr Report Id

Aftershot, patient developed pain on the side of the body (left) that shot was administered, over left arm, left trunk, and left leg. There was no local redness,
swelling, or pain at site of vaccine itself.  The patient was treated with Motrin and ice and resolved after 24 hours.

Symptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

allergic to strawberries

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

273505-1

07-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
06-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1426F 1 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Dec-2006
Vaccine Date

14-Dec-2006
Onset Date

0
Days

08-Mar-2007
Status Date

NY
State

WAES0703USA00049
Mfr Report Id

Information has been received from a physician concerning a 17 year old female patient with a history of rash after taking amoxicillin, who on 14-DEC-2006
was vaccinated with the first dose, 0.5 ml, in the right arm, of Gardasil. Concomitant therapy included (ORTHO TRI-CYCLEN). In December 2006 (date not
specified), the patient "experienced pain at left angle of jaw, neck pain and mid back pain. "The physician reported that the "mother treated daughter with
ibuprofen and within 36 hours symptoms improved. The physician stated "the client did not report this reaction at the time. "On 20-FEB-2007 a second dose ,
0.5ml, in the left arm, of Gardasil was administered. On 25-FEB-2007, the patient called the office, "complaining of pain at left angle of jaw, mid back pain, and
pain in the right deltoid, upper aspect of the right arm, the opposite arm" of where she received the vaccination. At the time of this report it was unknown if the
patient had recovered. The physician considered the events to be significantly disabling. Additional information has been requested.

Symptom Text:

ORTHO TRI-CYCLENOther Meds:
Lab Data:
History:

Penicillin allergyPrex Illness:

NONE
Drug rash

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

273513-1 (S)

08-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Back pain, Neck pain, Pain in extremity, Pain in jaw

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Related reports:   273513-2

Other Vaccine
07-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Feb-2007
Vaccine Date

20-Feb-2007
Onset Date

0
Days

16-Mar-2007
Status Date

NY
State Mfr Report Id

Gardasil given Left upper arm on 2/20/07 experienced pain within 24 hours starting at Left angle of jaw and extending down to mid low back, accompanied by
right upper outer arm/deltoid pain with shoulder movement and inability to raise Right arm past 90 degrees home prescribed Ibuprofen seen here 2/26/07 and
right arm pain persisted. 1st dose Gardasil 12/14/06 given GYN office, also experienced Left neck/jaw pain down to mid back and Right deltoid pain however
1st dose given in Right arm.

Symptom Text:

ORTHO TRI-CYCLENOther Meds:
Lab Data:
History:

NONEPrex Illness:

NONE
Hx rash on amoxicillin in past

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

273513-2

16-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Back pain, Drug hypersensitivity, Mobility decreased, Pain in extremity, Pain in jaw

 ER VISIT, NOT SERIOUS

Related reports:   273513-1

Other Vaccine
15-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0011U 1 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Feb-2007
Vaccine Date

14-Feb-2007
Onset Date

8
Days

08-Mar-2007
Status Date

FR
State

WAES0703USA00122
Mfr Report Id

Information has been received from a health professional concerning an 18 year old female patient with no past medical history who on 06-FEB-2007 was
vaccinated with a first dose of Gardasil (dosage not provided). There was no concomitant medication. On 14-FEB-2007 the patient developed bizarre
philosophical outlook and claimed to hear the voice of a good entity called "it" which could "redress unbalance in her family." She also described the Gardasil
as poison coursing through her body. The patient was seen by the reporter who described her behavior as overtly sexual by throwing herself back in the chair
with her legs wide open. The reporter stated it was a major psychiatric breakdown and her parents were unable to cope with her at home. The patient was
sectioned to be admitted to the hospital. The patient had not recovered as of 23-FEB-2007. Other business partner numbers included E2007-01291. Additional
information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

UNK
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

273514-1 (S)

08-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abnormal behaviour, Hallucination, auditory, Mental disorder

 HOSPITALIZED, SERIOUS

Other Vaccine
07-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
08-Feb-2007
Onset Date Days

08-Mar-2007
Status Date

FR
State

WAES0702HUN00008
Mfr Report Id

Information ahs been received from a physician concerning a 38 year old female who was vaccinated with Gardasil. On 08-FEB-2007 about two weeks after
vaccination, the patient experienced numbness and was hospitalizes. At the time of vaccination patient had chlamidial infection and had taken Botox
(botullinum injection used for cosmetic reasons).The action taken with regards to therapy with Gardasil was none. The patient is recovering and the causality
reported by treating physician is "possible". No further information is available.

Symptom Text:

UNKOther Meds:
Lab Data:
History:

Chlamydial infectionPrex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
38.0

273519-1 (S)

08-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia

 HOSPITALIZED, SERIOUS

Other Vaccine
07-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Feb-2007
Vaccine Date

09-Feb-2007
Onset Date

0
Days

07-Mar-2007
Status Date

OH
State Mfr Report Id

Teen reports today pain at injection site for 1 week, then pain resolved and noticed numbness at site, which then went down to fingers, and involving entire
arm. Transient, sometimes causing weakness. Site today tender to touch but location varies during exam.  Full ROM

Symptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

sent to ped neurology at clinic
possible migraines-not diagnosed yet by neuro. says right arm numbness with migraines

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

273522-1

08-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Injection site anaesthesia, Injection site pain, Tenderness

 ER VISIT, NOT SERIOUS

Other Vaccine
07-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1427F 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 986
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Feb-2007
Vaccine Date

24-Feb-2007
Onset Date

1
Days

08-Mar-2007
Status Date

MA
State Mfr Report Id

Pt developed arthralgia, swelling and myalgia involving hands, fingers, elbow joint, toes and ankle joints in 2x hrs after vaccination.  Also pt developed sore
throat 4 days after immunization.

Symptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

Strep culture
asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

273538-1

05-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Myalgia, Pharyngolaryngeal pain, Swelling

 NO CONDITIONS, NOT SERIOUS

Related reports:   273538-2

Other Vaccine
07-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 01874 0 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Feb-2007
Vaccine Date

24-Feb-2007
Onset Date

1
Days

01-May-2007
Status Date

--
State

WAES0703USA00619
Mfr Report Id

Information has been received form a registered nurse concerning a 17 year old female, with no pertinent medical history who on 23, Feb 2007 was vaccinated
with the first dose of HPV rL1 6 11 16 18 VLP vaccine (yeast) (lot # 656049/0187U). On 24, Feb 2007. the patient experienced arthralgia, myalgia and sore
throat. Patient outcome was unknown. Additional information has been requested.

Symptom Text:

unknownOther Meds:
Lab Data:
History:
Prex Illness:

unknown
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

273538-2

02-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Myalgia, Pharyngolaryngeal pain

 NO CONDITIONS, NOT SERIOUS

Related reports:   273538-1

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 656049/0187U Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Feb-2007
Vaccine Date

22-Feb-2007
Onset Date

1
Days

12-Mar-2007
Status Date

VA
State Mfr Report Id

Headaches, low grade temp 100 degrees, neck pain, flu-like symptoms. Patient was treated by her family.Symptom Text:

Other Meds:
Lab Data:
History:

NONEPrex Illness:

Amoxicillin, PCN

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

273547-1

12-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Body temperature decreased, Headache, Influenza like illness, Neck pain

 ER VISIT, NOT SERIOUS

Other Vaccine
07-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0187U Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Feb-2007
Vaccine Date

20-Feb-2007
Onset Date

7
Days

08-Mar-2007
Status Date

NC
State Mfr Report Id

C/0 rash/hives starting on arms, wrists spread to face and legs 7-9 days post injection. Treatment prescribed by primary care MD, ----->, Medrol pack --->, ----->
rash/hives disappeared within 24 hours of start of treatment.

Symptom Text:

(Loestrin 24)Other Meds:
Lab Data:
History:

NONEPrex Illness:

NONE
NONE - NKDA, NKA

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

273553-1

08-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
07-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0014U 0 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Mar-2007
Vaccine Date

07-Mar-2007
Onset Date

0
Days

08-Mar-2007
Status Date

IN
State Mfr Report Id

Within 1 hour of receiving vaccination she developed diffuse urticaria.  responded to injected benadryl and depomedrol. 03/09/07-records received. for DOS
3/7/07-developed whole body hives and itching, chest felt heavy. Current medication Ketek. PE: WNL except for confluent hives on arms

Symptom Text:

demulen, ketek, aquatabOther Meds:
Lab Data:
History:

dry skinPrex Illness:

none
allergy Tetracycline record received 3/9/07-prior HX tetracycline allergy.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

273565-1 (S)

09-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chest discomfort, Urticaria

 ER VISIT, LIFE THREATENING, SERIOUS

Other Vaccine
07-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0187U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 991
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Feb-2007
Vaccine Date

26-Feb-2007
Onset Date

0
Days

08-Mar-2007
Status Date

OR
State Mfr Report Id

15 minutes after vaccine - had generalized "itching" feeling every where. She rubbed, hives bright red presented. Took liquid 50 mg Benadryl 1 hr later, no
hives, no itchiness but a bad headache.

Symptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

NONE
Sulfa, noreo, Prednisone

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

273578-1

03-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Pruritus, Urticaria

 NO CONDITIONS, NOT SERIOUS

Related reports:   273578-2

Other Vaccine
07-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 9187U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 992
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Feb-2007
Vaccine Date

26-Feb-2007
Onset Date

0
Days

01-May-2007
Status Date

OK
State

WAES0703USA00992
Mfr Report Id

Information has been received from a nurse practitioner concerning a 20 year old female who on 26, Feb 2007 was vaccinated IM with a 0.5 mL first dose of
HPV rL1 6 11 16 18 VLP vaccine (yeast). There was no  concomitant medication. The nurse reported that 15 minutes after she had her first vaccination. she
came back to the office with generalized hives all over the body where she touched and scratched. The nurse confirmed that there was no reaction at the
injection site and she had no problems breathing. The patient was given diphenhydramine hydrochloride and the reaction was gone, but then she had
headaches. The patient was reported to have gone home, recovered, after an hour of observation on 26, Feb 2007. Additional information has been requested.

Symptom Text:

noneOther Meds:
Lab Data:
History:
Prex Illness:

none
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

273578-2

01-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Urticaria

 ER VISIT, NOT SERIOUS

Related reports:   273578-1

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 993
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Feb-2007
Vaccine Date

22-Feb-2007
Onset Date

1
Days

08-Mar-2007
Status Date

CT
State Mfr Report Id

Pt developed rash over torso following day after vaccine administered. Rash worsened over week (red patches, itching). Referred to dermatologist given RX
clobetasol Propionate and Zyrtec.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

273583-1

08-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Pruritus, Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
07-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0013U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 994
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Dec-2006
Vaccine Date

23-Jan-2007
Onset Date

28
Days

09-Mar-2007
Status Date

--
State

WAES0702USA04566
Mfr Report Id

Information has been received from a physician concerning a 15 year old female with no pertinent medical history and no drug reactions or allergies, who on
26-DEC-2006 was vaccinated with a 0.5 mL dose of Gardasil (Lot not reported). There was no concomitant medication. On 23-Jan-2007 the patient developed
numbness of her face which eventually spread to her hands and legs. The patient was treated with prednisone and acyclovir. The numbness partially cleared
but she then developed double vision, weakness of her right side, unbalance, decreased coordination and clumsiness of her hands. The patient sought
unspecified medical attention. On 23-FEB-2007 the patient had a magnetic resonance imaging (MRI), which revealed demyelination and a spinal tap (results
not available yet). The physician stated that the patient was starting to get better but was told the patient's parents stopped the Gardasil vaccine series. The
dose of Gardasil vaccine was administered by the patient's primary care physician (PCP). The reporter considered the patient's numbness of her face, hands
and legs, double vision, weakness of her right side, imbalance, decreased coordination, clumsiness of her hands and demyelination to be other important
medical events. Additional information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

magnetic resonance 02/23/07 - revealed demyelination (other results not available), spinal tap 02/23/07 - (other results not available)
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

273631-1

09-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Balance disorder, Clumsiness, Coordination abnormal, Demyelination, Diplopia, Hemiparesis, Hypoaesthesia, Hypoaesthesia facial

 ER VISIT, NOT SERIOUS

Related reports:   273631-2

Other Vaccine
08-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 995
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Dec-2006
Vaccine Date

18-Jan-2007
Onset Date

29
Days

13-Mar-2007
Status Date

--
State

WAES0703USA00100
Mfr Report Id

Information has been received from a Nurse practitioner concerning her daughter who on 20-DEC-2006 was vaccinated with her first dose of Gardasil. 4 weeks
later, on 18-JAN-2007 the patient developed numbness and tingling on her face, she could not use her right hand to write and had limited mobility with her right
leg. The patient was seeing a neurologist. Her outcome was unknown. The reporter considered that the event to be disabling. Additional information has been
requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

273631-2 (S)

20-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dysgraphia, Hypoaesthesia facial, Mobility decreased, Paraesthesia

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Related reports:   273631-1

Other Vaccine
12-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 996
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Feb-2007
Vaccine Date

26-Feb-2007
Onset Date

0
Days

08-Mar-2007
Status Date

ME
State Mfr Report Id

Right arm red, swollen, has fever, nausea, body aches, no rash or hives.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

NKDA-Eczema

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

273640-1

08-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Nausea, Pain, Pyrexia, Swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
08-Mar-2007

Received Date

Prex Vax Illns:

PPV
MNQ
HPV4

MERCK & CO. INC.
AVENTIS PASTEUR
MERCK & CO. INC.

0889F
U1932AB
0011U

Right arm
Right arm
Left arm

Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 997
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Jan-2007
Vaccine Date

12-Jan-2007
Onset Date

0
Days

09-Mar-2007
Status Date

TX
State Mfr Report Id

At one month post injection pt was having continued pain at injection site. At two months, not much improvement.  Difficulty moving arm. Refused 2nd and 3rd
injection because of this reaction.

Symptom Text:

Yasmin, Zyrtec prnOther Meds:
Lab Data:
History:

NONEPrex Illness:

NONE
seasonal allergies

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

273677-1

09-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypokinesia, Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
08-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1427F 0 Left arm Subcutaneously



10 JUN 2008 06:27Report run on: Page 998
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Dec-2006
Vaccine Date

21-Dec-2006
Onset Date

10
Days

09-Mar-2007
Status Date

NY
State Mfr Report Id

First seizure 10 days after first gardasil vaccine.  Two months later, second seizure episode 16 days after second gardasil.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

MRI and EEG.
Developmental delay

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

273691-1

09-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion

 ER VISIT, NOT SERIOUS

Other Vaccine
08-Mar-2007

Received Date

seizure~Human Papillomavirus Recombinant Vaccine, Quadrivalent (Gardasil)~2~12~In PatientPrex Vax Illns:

HPV4
FLU

MERCK & CO. INC.
AVENTIS PASTEUR

1163F
U2166MA

0
1

Left arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 999
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Dec-2006
Vaccine Date

15-Feb-2007
Onset Date

46
Days

12-Mar-2007
Status Date

--
State

WAES0702USA04624
Mfr Report Id

Information has been received from the mother of a 18 year old female consumer who in late December 2006, was vaccinated 0.5 mL IM with her first dose of
Gardasil. The patient came down with mononucleosis on 15-FEB-2007. Unspecified Blood work was performed. The patient was reported as recovered on 19-
FEB-2007. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

NONE
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

273705-1 (S)

12-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blood test, Infectious mononucleosis

 ER VISIT, HOSPITALIZED, SERIOUS

Other Vaccine
09-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1000
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Nov-2006
Vaccine Date

24-Nov-2006
Onset Date

0
Days

12-Mar-2007
Status Date

--
State

WAES0703USA00022
Mfr Report Id

Information has been received from a physician at health conference, concerning her 15 year old daughter with a history of bleeding gums (attributed to
orthodontic braces) previous 7 days, menstruation heavier 7 days earlier, slight sore throat approximately 1 week prior, and infectious mononucleosis showed
possible acute infection, but seroconversion did not occur until 05-FEB-2007, possibly delayed by prolonged steroid treatment.  On 03-OCT-2006, the patient
was vaccinated with first dose of HPV vaccine. No reaction occurred. On 24-NOV-2006, the patient was vaccinated with second dose of HPV vaccine (lot # not
reported), one month after the first dose. No reaction occurred.  On 12-DEC-2006, poliovirus vaccine boosterix injection was given. A 5cm bruise developed
within 4 hours. On 12-DEC-2006, the patient was hospitalized with a platelet count greater than 5. Signs included: 4 cm hematoma at the site of immunization
left upper arm, few petechiae on lower abdomen, no hepato-splenomegaly. Provisional diagnosis of immune thrombocytopenia (ITP) was made. The patient
was treated with Prednisone 75 mg stat, 3 weeks of 50 mg Prednisone, followed by decreasing dose over the next month. By 29-JAN-2007, the patient's
platelet count slowly returned to normal.  The physician commented: "This is case of ITP, probably due to infectious mononucleosis, but diagnosed 18 days
after the second dose of HPV vaccine (symptoms started approximately 10 days after the vaccine). I am hopeful it was due to Glandular fever but an interesting
co-incidence and an unusual presentation of "IW." Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:

Gingival bleeding; Heavy periods; Sore throat; Steroid therapy; infectious mononucleosisPrex Illness:

platelet count 12/12/06  >5  150-400, platelet count 01/29/07 150-400 normal

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

273706-1 (S)

12-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Condition aggravated, Contusion, Idiopathic thrombocytopenic purpura, Infectious mononucleosis, Injection site haematoma, Petechiae

 HOSPITALIZED, SERIOUS

Other Vaccine
09-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1001
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Jan-2007
Vaccine Date

Unknown
Onset Date Days

09-Mar-2007
Status Date

AZ
State Mfr Report Id

1 hour after injection, pt passed out in class x 15 seconds.  Felt "sick and exhausted" rest of the day. Coordination was off.  Has experienced night sweats since
injection and feels hair is thinning.

Symptom Text:

Tricycline LoOther Meds:
Lab Data:
History:

NONEPrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

273722-1

12-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Fatigue, Hypotrichosis, Loss of consciousness, Malaise, Night sweats

 NO CONDITIONS, NOT SERIOUS

Related reports:   273722-2

Other Vaccine
09-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1208F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1002
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Jan-2007
Vaccine Date

29-Jan-2007
Onset Date

0
Days

20-Mar-2007
Status Date

NJ
State

WAES0702USA00378
Mfr Report Id

Information has been received from a physician concerning his 22 year old female cousin with no known drug allergies, who on 29 Jan 2007 was vaccinated IM
into the arm with a  first dose of Gardasil. There was no concomitant medication. On 29 2007, the patient became dizzy, nauseous and collapsed about 1 hour
after vaccination. The patient recovered rapidly and went home to bed. It was noted that the patient's weakness continued for 24 hours. Unspecified medical
attention was sought. No diagnostic laboratory studies were performed. On 31 Jan 2007 the patient recovered. No product quality complaint was involved.
Additional information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

NONE
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

273722-2

20-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Circulatory collapse, Dizziness, Nausea

 ER VISIT, NOT SERIOUS

Related reports:   273722-1

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1003
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Mar-2007
Vaccine Date

05-Mar-2007
Onset Date

0
Days

12-Mar-2007
Status Date

CO
State Mfr Report Id

Right upper arm red, hot, swollen 18 cm x 18 cm the circumference of arm. 5 small fluid filled vesicles around injection site. Patient c/o pain in effected arm. No
systemic s/s. Doctor name reported examined patient and recommended Advil for pain ice to effected area. Advised to go to E.R. if symptoms worsened or
systemic involvement occurs and contact PCP.

Symptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

273740-1

12-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Injection site vesicles, Oedema peripheral, Pain in extremity, Skin warm

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-Mar-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
HEPA

MERCK & CO. INC.
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

1062F
1427F
AHAVB143BK

1
0
0

Right arm
Left arm

Right arm

Subcutaneously
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 1004
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Mar-2007
Vaccine Date

08-Mar-2007
Onset Date

0
Days

12-Mar-2007
Status Date

ID
State Mfr Report Id

Patient started intching, mostly on trunk, last night; woke up itching all over and has rash (fine maculopapular rash) all over; given hydroxyzine for itching;Symptom Text:

OrthocyclenOther Meds:
Lab Data:
History:

NonePrex Illness:

N/A
Allergy to sulfa

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

273750-1

12-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus generalised, Rash maculo-papular

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Mar-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

1249F
0012U

0
0

Left arm
Right arm

Subcutaneously
Intramuscular



10 JUN 2008 06:27Report run on: Page 1005
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
M

Gender
02-Mar-2007
Vaccine Date

03-Mar-2007
Onset Date

1
Days

12-Mar-2007
Status Date

NC
State Mfr Report Id

Wrong Vaccination was give.  My son was given the HPV vaccine which is for women 18-26 years old.  So far just normal post vaccine responses.  Some
blotching of skin, fever, and vomiting.  Pediatric office contacted me on March 8th to report the wrong vaccination administration

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

n/a

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
0.3

273751-1

12-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pyrexia, Rash macular, Vomiting, Wrong drug administered

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-Mar-2007

Received Date

Prex Vax Illns:

HPV4
DTAPH

MERCK & CO. INC.
UNKNOWN MANUFACTURER

NA
NA

0
0

Right leg
Right leg

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 1006
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Mar-2007
Vaccine Date

05-Mar-2007
Onset Date

0
Days

12-Mar-2007
Status Date

CA
State Mfr Report Id

Patient complained of abdominal pain about 3 hours after receiving vaccines then the next day had nausea and dizziness.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

273768-1

12-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Dizziness, Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Mar-2007

Received Date

Prex Vax Illns:

MNQHPV4 MERCK & CO. INC. 0181U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 1007
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Mar-2007
Vaccine Date

10-Mar-2007
Onset Date

1
Days

13-Mar-2007
Status Date

MI
State Mfr Report Id

Elevated temp and chills approx. 16 hours after vaccine givenSymptom Text:

Prevacid 30mg Q day / AllegraOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

273789-1

13-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Body temperature increased, Chills

 ER VISIT, NOT SERIOUS

Other Vaccine
12-Mar-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

AVENTIS PASTEUR
MERCK & CO. INC.

U1968AA
00130

0
0

Left arm
Right arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 1008
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Jan-2007
Vaccine Date

20-Jan-2007
Onset Date

1
Days

13-Mar-2007
Status Date

MI
State

M12007004
Mfr Report Id

1/31/07 tc from mother-states patient had HPV vaccine 1/19/07 on 1/20/07 c/o achy arms.  Developed headache that comes and goes and blurred vision the
comes and goes.  On 1/26/07 c/o weakness-couldn't move-went to hosp ER-was in ER for 8 hours. No convulsion for use of symptoms.  Able to move now but
has charge of sensation of left side. Mom states had been sleeping a lot.  2/21/07-Return call from mom. Completed form with available info, lasted 6 days-
numbness/tingling. 03/30/07-records received from reporter. PE:WNL Pain when walking able to walk with some poor effort on examination but grossly normal
musculoskeletal exam. Dehydration, musculoskeletal pain. Orthostatic blood pressure mostly likely due to poor oral intake. Sore throat and nasal congestion.
Numbness in toes and feel and intermittent blurring of vision and seemed confused. Tired. Mother concerned about possible bipolar disorder. Multiple stressors
in home life. Recommended mental health care provider

Symptom Text:

Other Meds:
Lab Data:
History:

NONEPrex Illness:

all tests came back normal records received 3/30/07-EKG normal. CXR normal.
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

273808-1

30-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Confusional state, Dehydration, Diplopia, Headache, Hypersomnia, Hypoaesthesia, Hypokinesia, Musculoskeletal pain, Nasal congestion,
Orthostatic hypotension, Pain in extremity, Paraesthesia, Pharyngolaryngeal pain, Sensory disturbance, Stress, Vision blurred

 ER VISIT, NOT SERIOUS

Other Vaccine
12-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1009
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Feb-2007
Vaccine Date

20-Feb-2007
Onset Date

0
Days

13-Mar-2007
Status Date

WI
State Mfr Report Id

Adult dose of Hepatitis A given (1440 elu) instead of pediatric dose of Hepatitis A (720 elu)Symptom Text:

Adderall XR 20 mg daily ADD, Tetracycline 500 mg BID acneOther Meds:
Lab Data:
History:

ADD, Right ankle sprain, AcnePrex Illness:

NONE
left elbow cracking

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

273813-1

13-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Incorrect dose administered

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
12-Mar-2007

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

0637F
AHAVB129AA

0
0

Right arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 1010
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Feb-2007
Vaccine Date

26-Feb-2007
Onset Date

0
Days

14-Mar-2007
Status Date

VA
State Mfr Report Id

Within 1/2 hr of receiving injection pt complained of face itching.  Within 1 hour face and neck burning red and itchy. Given Benadryl at school. Slept several
hours, still complaining of itching when she woke up.  Resolved without further treatment.

Symptom Text:

Other Meds:
Lab Data:
History:

NONEPrex Illness:

NONE
Psoriasis

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

273817-1

15-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Burning sensation, Erythema, Pruritus

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
12-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1424F 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 1011
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
28-Feb-2007
Onset Date Days

14-Mar-2007
Status Date

--
State

WAES0703USA00274
Mfr Report Id

Information has been received from a registered nurse through a pregnancy registry concerning a female (age not reported) who on an unspecified date was
vaccinated intramuscularly with a 0.5 ml first dose of Gardasil. The patient was pregnant, and on 28-FEB-2007 the patient had a miscarriage or abortion after
receiving the first dose of Gardasil. The patient sought unspecified medical attention. At the time of this report, the nurse was unsure if the patient had a
miscarriage or abortion. Upon internal review, the patient's miscarriage or abortion was considered an other important medical event. Additional information has
been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = unknown).Prex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

273848-1

03-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion, Abortion spontaneous, Drug exposure during pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Jan-2007
Vaccine Date

16-Jan-2007
Onset Date

14
Days

14-Mar-2007
Status Date

FR
State

WAES0703USA00872
Mfr Report Id

Information has been received from a physician concerning a 25 year old female who on 02-JAN-2007 was vaccinated with the first dose of Gardasil (lot # not
reported), IM in the left arm. Concomitant medication was not reported. On approximately 16-JAN-2007, two to three weeks post vaccination, the patient
experienced extreme fatigue. On approximately 06-FEB-2007, five weeks post vaccination, the patient experienced cephalgia. The patient was hospitalized for
check-up, but no diagnosis could be established. The patients extreme fatigue and cephalgia persisted. Other business partner numbers included E2007-
01394. Additional information is not expected.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

273849-1 (S)

15-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Fatigue, Headache

 HOSPITALIZED, SERIOUS

Other Vaccine
13-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1013
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Feb-2007
Vaccine Date

27-Feb-2007
Onset Date

1
Days

14-Mar-2007
Status Date

FL
State Mfr Report Id

Patient had Gardasil (1st injection of series) on 2/26/07 10:00 am, 24 hours later developed pink rash on arms. torso and neck. Patient complain of itching,
denies using any new meds or products. Patient came in for OV with doctor, was given Medrol dose pack.

Symptom Text:

YasminOther Meds:
Lab Data:
History:

NONEPrex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

273852-1

15-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus, Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 00116 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 1014
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Feb-2007
Vaccine Date

02-Mar-2007
Onset Date

2
Days

14-Mar-2007
Status Date

PA
State Mfr Report Id

Approximately 10 cm local reaction of redness and swelling Left arm. Treatment: warm soaks.Symptom Text:

ImipramineOther Meds:
Lab Data:
History:

NONEPrex Illness:

Enuresis

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

273861-1

15-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
13-Mar-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

AVENTIS PASTEUR
MERCK & CO. INC.

U2172AA
0960F

0
0

Left arm
Right arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 1015
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Jan-2007
Vaccine Date

22-Jan-2007
Onset Date

0
Days

15-Mar-2007
Status Date

VA
State

WAES0701USA04414
Mfr Report Id

Information has been received from a licensed practical nurse, for the Pregnancy Registry for Gardasil concerning a 25 year old female with drug
hypersensitivity to ENTEX, erythromycin, codeine, LORTAB, and IMITREX and a history of pregnancy who on 21-NOV-2006 was vaccinated with first dose of
Gardasil (lot # 654702/0011U) IM. On 22-JAN-2007, the patient was vaccinated with second dose of Gardasil (lot # 654702/0011U), IM. Concomitant therapy
included amitriptylline hydrochloride. The patient sought medical attention. On an unspecified date, urine beta-human chorionic gonadotropin test was positive
for pregnancy. The patient's last menstrual period was December 2006 (gestation: first trimester), expected date of delivery is approximately September 2007.
No other information was available at the time of reporting. Additional information was received from a health professional from the physician's office via
telephone. It was reported that the patient terminated her pregnancy (date not reported), not because of Gardasil but for other reasons. The outcome of the
induced abortion was not reported. Upon internal review, abortion induced was determined to be an Other Important Medical Event. No additional information is
expected.

Symptom Text:

amitriptyline hydrochlorideOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = Unknown) Drug hypersensitivityPrex Illness:

urine beta-human - positive for pregnancy
Pregnancy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

273907-1

15-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion induced, Drug exposure during pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
14-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0011U 1 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Jan-2007
Vaccine Date

11-Feb-2007
Onset Date

39
Days

15-Mar-2007
Status Date

IL
State

WAES0703USA00867
Mfr Report Id

Information has been received from a registered nurse concerning a 16 year old female who on 03-JAN-2007 was vaccinated with Gardasil (lot # not reported).
On 11-FEB-2007, the patient experienced neck pain, and headache. Medical attention was sought. The patient was hospitalized. The patient had an
"eosinophil type reaction" also. Laboratory evaluation revealed elevated eosinophils. The outcome of the neck pain, headache, and eosinophil type reaction
was snot reported. No further information was available at the time of reporting. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

eosinophil count 02/11/07 - elevated
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

273908-1 (S)

15-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Eosinophil count increased, Headache, Neck pain

 ER VISIT, HOSPITALIZED, SERIOUS

Other Vaccine
14-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Mar-2007
Vaccine Date

05-Mar-2007
Onset Date

0
Days

15-Mar-2007
Status Date

OH
State

WAES0703USA01199
Mfr Report Id

Information has been received from a physician concerning a 17 year old female who on 05-MAR-2007 was vaccinated IM with the first dose of Gardasil.
Concomitant therapy included hormonal contraceptives (unspecified). On 05-MAR-2007, two hours post-vaccination, the patient developed swollen eyes and
face and went to an emergency room. The patient underwent sinus films, which were noted to be negative, and was administered BENADRYL and unspecified
antibiotics for a possible eye infection. The patient was released that same evening. On 07-MAR-2007, the physician contacted the patient and reported that
there was "not much improvement." The patient's swollen eyes and face persisted. Eye and face swelling were reported as other important medical events.
Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

nasal sinus X-ray 03/05/07 - negative
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

273909-1

15-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Eye infection, Eye swelling, Swelling face

 ER VISIT, NOT SERIOUS

Other Vaccine
14-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Mar-2007
Vaccine Date

05-Mar-2007
Onset Date

0
Days

15-Mar-2007
Status Date

FL
State Mfr Report Id

Appeared patient fainted just after vaccine was given, sl diaphoretic pale, recovered quickly after ammonia inhaler was used. Patient rested water was given,
left office feeling well.

Symptom Text:

LOESTRIN 24Other Meds:
Lab Data:
History:

NONEPrex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

273915-1

15-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hyperhidrosis, Pallor, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 02634 0 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Aug-2006
Vaccine Date

31-Aug-2006
Onset Date

0
Days

15-Mar-2007
Status Date

ND
State Mfr Report Id

Patient walked to lobby after shot and passed out, then body shook. She was helped back to exam room and observed. She hit back of head and no bump
forward. Iced area for 30 minutes. She left in 45 minutes in good condition. Ct scan normal next day.

Symptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

CT- brain - normal
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

273916-1

20-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness, Tremor

 NO CONDITIONS, NOT SERIOUS

Related reports:   273916-2;  273916-3

Other Vaccine
14-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0640F 0 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Aug-2006
Vaccine Date

31-Aug-2006
Onset Date

0
Days

19-Mar-2007
Status Date

ND
State Mfr Report Id

Patient fainted and went into a seizure in the reception area of the clinic 10 minutes after the 1st Gardasil shot was administered. The seizure lasted
approximately 2-3 minutes. Several nurses and doctor propped her in a wheelchair at which time she woke up for a few seconds and replaced her shoe that
had fallen off. She immediately went into another seizure, losing conciousness, stiffened out like a board raising out of the seat of the wheelchair. The nurses
and doctor hurried her back to the exam room and lifted her, still stiff and unconcious, onto the exam table. My best estimate is that this second seizure lasted a
minimum of 3-4 minutes. Patient continued to feel week and slightly nauseated for several hours, also experiencing extreme pain at the sight of the injection
and dizziness and double or blurred vision for 2-3 days later. When she told us about her dizziness and blurred vision the day after the 1st shot, we called
doctor and he had us come to the emergency room to give her a CT scan. The 2nd Gardasil shot was administered with patient reclining on the exam table.
She again complained of the painfulness at the site of the injection (this continued for several days), and approximately 5-10 minutes after receiving the shot
felt faint and the room got very bright for a few seconds, then returned to normal.

Symptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

273916-2

26-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Computerised tomogram, Convulsion, Diplopia, Dizziness, Injection site pain, Loss of consciousness, Musculoskeletal stiffness, Nausea, Syncope,
Vision blurred

 ER VISIT, NOT SERIOUS

Related reports:   273916-1;  273916-3

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. UNKNOWN 0 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Aug-2006
Vaccine Date

31-Aug-2006
Onset Date

0
Days

19-Mar-2007
Status Date

ND
State Mfr Report Id

Patient fainted and went into a seizure in the reception area of the clinic 10 minutes after the 1st Gardasil shot was administered. The seizure lasted
approximately 2-3 minutes. Several nurses and doctor propped her in a wheelchair at which time she woke up for a few seconds and replaced her shoe that
had fallen off. She immediately went into another seizure, losing conciousness, stiffened out like a board raising out of the seat of the wheelchair. The nurses
and doctor hurried her back to the exam room and lifted her, still stiff and unconcious, onto the exam table. My best estimate is that this second seizure lasted a
minimum of 3-4 minutes. Patient continued to feel week and slightly nauseated for several hours, also experiencing extreme pain at the sight of the injection
and dizziness and double or blurred vision for 2-3 days later. When she told us about her dizziness and blurred vision the day after the 1st shot, we called
doctor and he had us come to the emergency room to give her a CT scan. The 2nd Gardasil shot was administered with patient reclining on the exam table.
She again complained of the painfulness at the site of the injection (this continued for several days), and approximately 5-10 minutes after receiving the shot
felt faint and the room got very bright for a few seconds, then returned to normal.

Symptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

273916-3

27-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Computerised tomogram, Convulsion, Diplopia, Dizziness, Injection site pain, Loss of consciousness, Musculoskeletal stiffness, Nausea, Syncope,
Vision blurred

 ER VISIT, NOT SERIOUS

Related reports:   273916-1;  273916-2

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. UNKNOWN 0 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Feb-2007
Vaccine Date

28-Feb-2007
Onset Date

12
Days

09-Aug-2007
Status Date

--
State

WAES0703USA01953
Mfr Report Id

Information has been received from a physician concerning a 14 month old female, on 16-FEB-2007 (AM), was vaccinated in the left thigh with MMRV (Lot #
655267/0971E) There was no concomitant medication. On 28-FEB-2007 the patient developed papular lesions, one day prior to being seen by the doctor, and
they continued to appear over her body. Unspecified medical attention was sought. At the time of the report the final outcome was unknown. Additional
information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
1.2

273918-2

05-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, Rash papular

 ER VISIT, NOT SERIOUS

Related reports:   273918-1

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0971F 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Feb-2007
Vaccine Date

26-Feb-2007
Onset Date

3
Days

15-Mar-2007
Status Date

NY
State Mfr Report Id

Two days after injection, complained of joint pains, myalgia not relieved with use if Ibuprofen missed 2 days of school.Symptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

273919-1

15-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Myalgia

 NO CONDITIONS, NOT SERIOUS

Related reports:   273919-2

Other Vaccine
14-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0012U 1 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Feb-2007
Vaccine Date

01-Mar-2007
Onset Date

6
Days

16-Mar-2007
Status Date

NY
State Mfr Report Id

Generalized myalgia, arthralgia after 2nd injection (HPV). TX with Motrin 200 mg - 400 mg Q 4 hours x 2 days. Pt missed 2 days of school.Symptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

273919-2

20-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Myalgia

 NO CONDITIONS, NOT SERIOUS

Related reports:   273919-1

Other Vaccine
14-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0012U 1 Left arm Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Sep-2006
Vaccine Date

30-Sep-2006
Onset Date

1
Days

15-Mar-2007
Status Date

WY
State Mfr Report Id

1st Injection with slight erythema and edema. 2nd Injection noted slight edema and erythema, then next am woke with swollen area over most of deltoid area,
continue to increase over next 24 hours - arm swollen from elbow to shoulder and continues for 8 days. Resolved completely.

Symptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

NONE
Allergy to Keflex and Motrin

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

273920-1

15-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Oedema, Oedema peripheral

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. P0688F 1 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Mar-2007
Vaccine Date

05-Mar-2007
Onset Date

0
Days

15-Mar-2007
Status Date

MI
State Mfr Report Id

Six hours s/p injections developed fever, rash up right arm, right side of neck and face. Also developed sore throat in 24 hours. Temp = 102. Rash responded
to Benadryl except for local injection sites. Is having RLQ pain but that started before injections. Generally feels fatigued as well. No rash on left arm.

Symptom Text:

ZYRTECOther Meds:
Lab Data:
History:

Vague RLQ abd painPrex Illness:

NONE
Depression, seasonal allergies

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

273922-1

15-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Body temperature increased, Fatigue, Pharyngolaryngeal pain, Pyrexia, Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
14-Mar-2007

Received Date

Prex Vax Illns:

TDAP
HPV4
MMRV

AVENTIS PASTEUR
MERCK & CO. INC.
MERCK & CO. INC.

C2720AA
1424F
1397F

Left arm
Right arm
Right arm

Intramuscular
Intramuscular

Subcutaneously
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Nov-2006
Vaccine Date

29-Nov-2006
Onset Date

7
Days

15-Mar-2007
Status Date

NY
State Mfr Report Id

Patient c/o arm swelling 7 days after 1st injection.Symptom Text:

Birth ControlOther Meds:
Lab Data:
History:

NONEPrex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

273925-1

15-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Oedema peripheral

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0961F 0 Left arm Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-Mar-2007
Status Date

NY
State Mfr Report Id

Hives come days after vaccine, red on arm.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

273927-1

15-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-Mar-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

AVENTIS PASTEUR
MERCK & CO. INC.

U1974AM
0263U

Unknown
Unknown

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Mar-2007
Vaccine Date

05-Mar-2007
Onset Date

0
Days

15-Mar-2007
Status Date

SC
State Mfr Report Id

"Dizziness, ringing in ears" per patient. Treatment: Patient laid down for 15-20 minutes, sx's resolved. Vital signs were stable before, during and after sx's.Symptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

273929-1

16-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Tinnitus

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0868F 1 Right arm Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Mar-2007
Vaccine Date

07-Mar-2007
Onset Date

1
Days

15-Mar-2007
Status Date

PA
State Mfr Report Id

Swelling and redness of arm. Swelling approximately 5 cm, erythema > 26cm also nausea, vomiting, increase temp.Symptom Text:

Other Meds:
Lab Data:
History:

NONEPrex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

273930-1

15-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Body temperature increased, Erythema, Nausea, Oedema peripheral, Vomiting

 NO CONDITIONS, NOT SERIOUS

Related reports:   273930-2

Other Vaccine
14-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0263U 0 Left arm Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Mar-2007
Vaccine Date

06-Mar-2007
Onset Date

0
Days

01-May-2007
Status Date

PA
State

WAES0703USA01341
Mfr Report Id

Information has been received from a 24 year old female who on 06, Mar 2007 was vaccinated intramuscularly with a 0.5 mL third dose of HPV rL1 6 11 16 18
VLP vaccine (yeast). Concomitant therapy included drospirenone (+) ethinyl estradiol (YASMIN). The patient mentioned that she did not have any problems
with dose 1 or 2 and that these doses were were given in the outer part of her arm. She reported that the third dose was given less in the outer area and more
towards the inner arm but still in the muscle. On 06, Mar 2007, the patient started to throw up. and she developed a fever. On 09, Mar 2007, the patient went to
the emergency room due to continued vomiting and dizziness. She was treated with intravenous fluid and was released at approximately 04:00 pm. As of 12,
Mar 2007, the patient continued to experience dizziness and nausea.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

unknown
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

273930-2

01-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Fluid replacement, Nausea, Pyrexia, Vomiting

 ER VISIT, NOT SERIOUS

Related reports:   273930-1

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Jan-2007
Vaccine Date

05-Jan-2007
Onset Date

1
Days

15-Mar-2007
Status Date

NY
State Mfr Report Id

Pt stated she had slight fever after 1st shot.Symptom Text:

Birth ControlOther Meds:
Lab Data:
History:

NONEPrex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

273935-1

16-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1425F 0 Right arm Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Mar-2007
Vaccine Date

06-Mar-2007
Onset Date

0
Days

15-Mar-2007
Status Date

MA
State Mfr Report Id

Nausea extreme fatigue also fatigue after #1 Gardasil and Menactra on 1/3/07 (not reported).Symptom Text:

Other Meds:
Lab Data:
History:

NONEPrex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

273937-1

16-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Fatigue, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0688F 1 Left arm Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Nov-2006
Vaccine Date

22-Nov-2006
Onset Date

2
Days

21-Mar-2007
Status Date

NY
State

200603463
Mfr Report Id

Initial report received from a health care professional on 12 December 2006. A 19 year old, female patient (with a medical history of no known allergies)
developed a flushed, red and itchy face, 2 days after she received Fluzone (lot number U2240AA) intramuscularly in the left deltoid, Menactra (lot number
U2159AA) intramuscularly in the right deltoid and Gardasil (lot number unknown) on 20 November 2006. On 23 November 2006, the patient called to report red
spots on hands. The patient did not have any illness at the time of vaccination. She was treated with Benadryl. She was not seen at the doctors office and has
moved. It was reported that she recovered.

Symptom Text:

Nevacor, Birth control pills, Celexa, ClonitinOther Meds:
Lab Data:
History:
Prex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

273959-1

03-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Flushing, Pruritus, Rash macular

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-Mar-2007

Received Date

Prex Vax Illns:

MNQ
HPV4
FLU

AVENTIS PASTEUR
MERCK & CO. INC.
AVENTIS PASTEUR

U2159AA
NULL
U2240AA

0
0
1

Right arm
Unknown
Left arm

Intramuscular
Unknown

Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Feb-2007
Vaccine Date

09-Feb-2007
Onset Date

0
Days

16-Mar-2007
Status Date

CT
State Mfr Report Id

C/O pain in extremities and headaches since administration of Gardasil (HPV Vaccine), constant pain, rated 6-7/10 on pain scale. Does not interfere with daily
activity.

Symptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

CBC, ESR, Lyme, WB, ANA, DS DNA pending
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

273969-1

16-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Pain, Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0013U 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Feb-2007
Vaccine Date

27-Feb-2007
Onset Date

13
Days

15-Mar-2007
Status Date

SD
State Mfr Report Id

erythema, pruritis, edema of palms, soles, fingertips,  Pain with flexion of fingers, skin taut & shiny.  symptoms started 2/27/07 continued though 3/1/07.
Treated with ibuprofen 200 mg two tabs every 4-6 hours and diphenhyrdamine 25 mg at bedtime.

Symptom Text:

Ortho-tryclen LoOther Meds:
Lab Data:
History:

nonePrex Illness:

allergies to cedar wood products & Demerol

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

273976-1

15-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Oedema peripheral, Pain, Pruritus, Skin tightness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0011U 0 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Feb-2007
Vaccine Date

23-Feb-2007
Onset Date

14
Days

16-Mar-2007
Status Date

AL
State Mfr Report Id

Area of induration and questionable muscle atrophy appeared 2 weeks after vaccine was administered.  Increased to 1 inch diameter over 7-10 day period.Symptom Text:

Celebrex  MinocyclineOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

274024-1

16-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site induration, Muscle atrophy

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0012U 0 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Mar-2007
Vaccine Date

14-Mar-2007
Onset Date

0
Days

16-Mar-2007
Status Date

NY
State Mfr Report Id

Approximately 30 secs after vaccine was administered, pt became light headed and dizzy. Nurse had pt lay flat and administered ice pack to back of neck.
Pulse normal. Ten minutes later, nurse asked how pt was feeling, she complained of still being dizzy and that both arms felt numb/ tingly. Pulse rechecked, left
arm slower than right. Both of patient's arms began to shake. Red blotches noted on patient's chest and neck. The nurse practioner in the office was called and
came to eval patient. Nurse practioner ordered Benedryl 25mg to be given.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

274035-1

16-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Heart rate normal, Hypoaesthesia, Paraesthesia, Rash macular, Tremor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0188U 0 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Mar-2007
Vaccine Date

15-Mar-2007
Onset Date

0
Days

16-Mar-2007
Status Date

WI
State Mfr Report Id

About 2 minutes after vaccine (Gardasil, 2nd dose), patient noticed pain, swelling/tightness of upper arm near vaccine, and streaks of slightly swollen reddened
skin out to about 4 cm surrounding injection site.  Subsided within 8 minutes.  Treatment was MD assessment and Claritin 10mg reditab.

Symptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

none
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

274044-1

16-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site pain, Injection site swelling, Skin tightness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1447F 1 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Feb-2007
Vaccine Date

28-Feb-2007
Onset Date

0
Days

19-Mar-2007
Status Date

--
State

WAES0703USA00641
Mfr Report Id

Information has been received from a pharmacist concerning an 18 year old female patient who on 28-FEB-2007 was vaccinated with a first dose of Gardasil,
Lot #653735/0688F. Concomitant therapy included Menomune. The patient fainted 10 minutes after injection Gardasil. The patient fell and hit her head when
she fainted. The patient then had a seizure for 30 seconds after she  fell after fainting. The patient was slow to wake and was Orthostatic (time line was
unspecified). The patient also vomited twice (no time line). The patient recovered later in the day. The reporter considered the events to be disabling. Upon
internal review, seizure was considered to be an other important medical event. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

274068-1 (S)

19-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Fall, Head injury, Orthostatic intolerance, Syncope, Vomiting

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Related reports:   274068-2;  274068-3

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

MEN
HPV4

AVENTIS PASTEUR
MERCK & CO. INC.

NULL
0688F 0

Unknown
Unknown

Unknown
Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Feb-2007
Vaccine Date

28-Feb-2007
Onset Date

0
Days

30-Mar-2007
Status Date

--
State

200700888
Mfr Report Id

Initial report received on 22 March 2007 from an other manufacturer, reference, reference number WAES 0703USA00641. This manufacturer had received the
original report from a pharmacist. Verbatim from report: Information has been received from a pharmacist concerning an 18 year old female patient who on 28-
FEB-2007 was vaccinated with a  first dose of Gardasil lot # 653735-0688F. Concomitant therapy included Menomune. The patient fainted 10 minutes after
injection Gardasil. The patient fell and hit her head when she fainted. The patient then had a seizure for 30 seconds after she fell after fainting. The patient was
slow to wake and was orthostatic (time line was unspecified. The patient also vomited twice (no time line). The patient recovered later in the day. The reporter
considered the events to be disabling. "Upon internal review, seizure was considered to be an other important medical event." Additional information has been
requested."

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

It was unknown if the patient had any pre-existing medical conditions at the time of the vaccinations on 28 February 2007.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

274068-2 (S)

30-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Fall, Head injury, Orthostatic hypotension, Syncope, Vomiting

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Related reports:   274068-1;  274068-3

Other Vaccine
29-Mar-2007

Received Date

Prex Vax Illns:

MEN
HPV4

AVENTIS PASTEUR
MERCK & CO. INC.

NULL
0688F 0

Unknown
Unknown

Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Feb-2007
Vaccine Date

28-Feb-2007
Onset Date

0
Days

14-Feb-2008
Status Date

--
State

200700888
Mfr Report Id

Initial report received on 22 March 2007 and follow-up on 07 June 2007 from another manufacturer, reference number WAES 0703USA00641, this
manufacturer had received the original report from a pharmacist. Verbatim from report: "Information has been received from a pharmacist concerning an 18
year old female patient who on 28-FEB-2007 was vaccinated with a first dose of Gardasil, lot # 635735-0888F. Concomitant therapy included Menomune. The
patient fainted 10 minutes after Gardasil injection. The patient fell and hit her head when she wake and was orthostatic (time line was unspecified). The patient
also vomited twice (no time line). The patient recovered later in the day. The reporter considered the events to be disabling. "Upon internal review, seizure was
considered to be another important medical event." Additional information has been requested." "Additional information was obtained on request by the
company from the government under the Freedom of Information Act. There is no additional information."

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

It was unknown if the patient had any pre-existing medical conditions at the time of the vaccinations on 28 February 2007.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

274068-3 (S)

14-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Fall, Head injury, Orthostatic hypotension, Syncope, Vomiting

 PERMANENT DISABILITY, SERIOUS

Related reports:   274068-1;  274068-2

Other Vaccine
22-Jan-2008

Received Date

Prex Vax Illns:

MEN
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
0888F

Unknown
Unknown

Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Feb-2007
Vaccine Date

18-Feb-2007
Onset Date

10
Days

19-Mar-2007
Status Date

WA
State

WAES0703USA01160
Mfr Report Id

Information has been received from a medical assistant and a nurse practitioner concerning an 11 year old female with no relevant medical history reported
who on 08-FEB-2007 was vaccinated intramuscularly in the right deltoid wit a 0.5 ml dose of Gardasil (lot 654702/0011U). Concomitant therapy included
METADATE. On approximately 18-FEB-2007 or 19-FEB-2007, the patient developed upper right arm pain. The patient was seen on 21-FEB-2007 and 02-MAR-
2007 for the upper arm pain. The pain occurred on the whole outer portion of the upper arm. The patient has no fever. Office notes indicated that "normal
flexion of the elbow without problems with bilateral strength. Normal anterior and posterior rotation of shoulder. Normal internal and external rotation of
shoulder. Active abduction of only 90 degrees, stopping due to pain. Able to rotate full 180 degrees with passive range but crying due to tears. Diagnosis was
arm pain without reduction of strength, secondary to HPV injection. "The patient was treated with ibuprofen 350mg every 6 hours for 4 to 5 days. The nurse
practitioner reported that she assumed the patient recovered from the arm pain because the patient did not return for a follow-up visit scheduled on 08-MAR-
2007. The nurse practitioner considered the patient's upper arm pain an other important medical event as the patient's pain lasted longer that the indicated time
frame of 48 hours for this experience. Additional information has been requested.

Symptom Text:

METADATEOther Meds:
Lab Data:
History:
Prex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

274069-1

19-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Crying, Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0011U 0 Right arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Mar-2007
Vaccine Date

07-Mar-2007
Onset Date

0
Days

19-Mar-2007
Status Date

IN
State

WAES0703USA01336
Mfr Report Id

Information has been received from a physician concerning a female (age not reported) with a history of allergic reaction to antibiotics who on 07-MAR-2007
was vaccinated with first dose of Gardasil (lot # not reported) injection. On 07-MAR-2007, after being vaccinated, the patient broke out in severe hives and her
airway began to close. Medical attention was sought. The physician administered an injection of Benadryl. The patient was admitted to the emergency room, it
was unknown if the patient was admitted to the hospital. On 08-MAR-2007, the patient recovered. No further information was provided. Upon internal review,
airway began to close was considered to be an other important medical event. No further information is available.

Symptom Text:

UNKOther Meds:
Lab Data:
History:

Allergic reaction to antibioticsPrex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

274070-1

03-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Throat tightness, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Mar-2007
Vaccine Date

05-Mar-2007
Onset Date

0
Days

19-Mar-2007
Status Date

OH
State

WAES0703USA01473
Mfr Report Id

Information has been received from a physician concerning a 17 year old female who on 05-MAR-2007 was vaccinated by injection with the first dose of
Gardasil. It was reported that the patient experienced an adverse experienced 2 hours after receiving Gardasil. The patient went to the emergency room with a
swollen face and eyes, no fever reported. The patient received eye drops and BENADRYL. On 06-MAR-2007 the patient returned to the clinic with tender and a
"little puppy eyes". On 07-MAR-2007 the patient had an itchy throat and her eyes were still tender. On 08-MAR-2007, the patient sounded "nasal". The pat6ient
sought unspecified medical attention. The physician added an antibiotic and the patient was still taking diphenhydramine hydrochloride. The patient has a
"respiratory panel". The physician reported that the patient will not continue the series. At the time of the report, it was unknown if the patient recovered. The
physician considered swollen face and eyes, tender eyes, itchy throat, and sounded "nasal" to be other important medical events.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory - respiratory panel
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

274071-1

19-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dysphonia, Eye swelling, Nasal congestion, Swelling face, Tenderness, Throat irritation

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Mar-2007
Status Date

FR
State

WAES0703USA02259
Mfr Report Id

Information has been received from a dermatologist concerning a female with a sore throat (developed at the time of vaccination) who was vaccinated with
primary dose of Gardasil. Concomitant therapy included acetaminophen. Subsequently, four days post vaccination, the patient developed a urticarial rash and
joint swelling with arthralgia. The patient was hospitalized for three days, and was treated with erythromycin and CORTISONE. On 07-MAR-2007, the patient
contacted the the dermatologist and reported that symptoms had improved notedly. On an unspecified date, the patient had recovered, although, was still
receiving CORTISONE therapy. No further information is available. Other business partner number included E2007-01485.

Symptom Text:

acetaminophen  Unk - UnkOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

274072-1 (S)

19-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Joint swelling, Urticaria

 HOSPITALIZED, SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Feb-2007
Vaccine Date

19-Feb-2007
Onset Date

0
Days

19-Mar-2007
Status Date

FL
State Mfr Report Id

2-19-07 child had well check up, received vaccines of Gardasil, Hep A, Menactra, Varicella. Approx at 3:00pm had syncopal episode on the way out of the
office. First aid rendered for lip laceration. B/P and vital signs checked, reverse trendelenburg position. Sent to dental office for tooth repair.

Symptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

PO2 99%

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

274084-1

19-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Laceration, Syncope, Tooth repair

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
HEPA
MNQ

UNKNOWN MANUFACTURER
MERCK & CO. INC.
UNKNOWN MANUFACTURER
AVENTIS PASTEUR

NULL
NULL
NULL
NULL

Unknown
Unknown
Unknown
Unknown

Unknown
Unknown
Unknown
Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Mar-2007
Vaccine Date

05-Mar-2007
Onset Date

0
Days

19-Mar-2007
Status Date

OH
State Mfr Report Id

Syncope episode at checkout window 4 min after Gardasil vaccine given. Upon forward fall, pt sustained blow to anterior aspect of neck on our counter top.
Unconscious for approx 30-60 sec, then alert but confused as to what happened for about 1 min. Labored breathing and anxiety approx 4-5 min then relaxed.
Red raised mark on soft tissue of anterior neck. Remained in supine position with neck neutral at still. EMS here within 10 min. To ER pre EMS with cervical
collar and neck immobilizer on.

Symptom Text:

Yaz birth controlOther Meds:
Lab Data:
History:
Prex Illness:

In emergency room CT head, brain, CT neck soft tissue, BMP, CBC, EKG.
Abnormal uterine bleeding, irregular menstruation, Menorrhagia, Pelvic pain.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

274087-1

19-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anxiety, Confusional state, Dyspnoea, Erythema, Fall, Loss of consciousness, Neck injury, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0187U 0 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Nov-2006
Vaccine Date

08-Nov-2006
Onset Date

0
Days

21-Mar-2007
Status Date

NY
State

WAES0611USA02972
Mfr Report Id

Initial and follow up information has been received from a nurse practitioner concerning a 22 year old female student with no acute illness or chronic disease
and food allergy to eggplant who on 08 Nov 2006, at 14:00, was vaccinated witha second dose of Gardasil. It was reported that the patient pulled away during
adminstration due to "strange sensation" and a significant amount medication went down the patient's arm. It was estimated that only one third to one half of
the dose was administered. It was reported that the patient had to repeat the second. On 08 Nov 2006, the patient recovered from the event.  No further
information is available.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

NONE
food allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

274109-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Accidental exposure, Incorrect dose administered, Sensory disturbance, Vaccination complication

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Jan-2007
Vaccine Date

25-Jan-2007
Onset Date

0
Days

21-Mar-2007
Status Date

NH
State

WAES0702USA00386
Mfr Report Id

Informatio has been received from a physician's assistant concerning a 22 year old female who on 25 Jan 2007 was vaccinated IM with a second 0.5 ml dose
of Gardasil. On approximately 25 Jan 2007, the patient experienced a 1.3 inch area of swelling, redness, tenderness and itchiness at the injection site. The
patient notified the physician's assistant 5 days after vaccination. It was unknown when the events started. The patient was treated with cool compresses and
antihistamines with unknown results. No diagnostic laboratory studies were performed. At the time of this report, the patient's outcome was unknown. It was
also reported that on 07 Nov 2006, the patient was vaccinated with a first dose of Gardasil. No product quality complaint was involved. Additional information
has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

NONE
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

274110-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cold compress therapy, Injection site erythema, Injection site pain, Injection site pruritus, Injection site swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1424F 1 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Jan-2007
Vaccine Date

31-Jan-2007
Onset Date

5
Days

21-Mar-2007
Status Date

MD
State

WAES0702USA00395
Mfr Report Id

Information has been received from a licensced practical nurse concerning a 25 year old female with no medical history or allergies, who on 26 Jan 2007 was
vaccinated a first dose of with Gardasil (yeast) (lot#653736/0014U). Concomitant therapy included hormonal contraceptives (unspecified). On 31 Jan 2007
(also reported as four to five days later), the patient developed hives. The patient went to her primary care physician for treatment of the hives. She was
prescribed prednisone and Benadryl. Later that day, she went to the emergency room. On 01 Feb 2007 the patient told the nurse her hives were worse. At the
time of this report, the patient had not recovered. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

UNK
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

274111-1

03-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1052
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Jan-2007
Vaccine Date

Unknown
Onset Date Days

21-Mar-2007
Status Date

UT
State

WAES0702USA00416
Mfr Report Id

Information has been received from a physician concerning a 19 year old female with penicillin allergy who on 02 Nov 2006 was vaccinated intramuscularly in
the right arm with Gardasil. Concomitant therapy included Yasmin. On 14 Jan 2007 the patient received her second vaccination of Gardasil intramuscularly in
the left arm. On approximately 09 Nov 2006 the patient experienced a lighter coloring of the skin at the injection site. It was reported that the patient did not
experience any itching or swelling. On approximately 21 Jan 2007 the patient experienced lighter coloring of the skin at the injection site. At the time of this
report the patient's skin discoloration in both arms had not resolved. Additional information has been requested.

Symptom Text:

YasminOther Meds:
Lab Data:
History:
Prex Illness:

Penicillin allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

274112-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site discolouration

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0688F 1 Right arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Feb-2007
Vaccine Date

01-Feb-2007
Onset Date

0
Days

20-Mar-2007
Status Date

NY
State

WAES0702USA00435
Mfr Report Id

Information has been received from a physician concerning a 21 year old female with no known allergies who on 01-FEB-2007 was vaccinated intramuscularly
in the right deltoid with Gardasil (lot # not provided). The physician reported that after administering the injection she "turned around literally for a second" and
when she turned back to the patient she found her "on the floor, with her rear in the air". The physician stated that she called for her assistant for help and the
patient was already conscious, "she was only out for a second". The patient reported to the physician that she felt dizzy and felt like she instantly went to sleep.
The physician reported that the patients blood pressure and pulse were normal (actual measurements not provided). The physician reported that the patient
was observed in the office, had no additional episodes and considered to have recovered from the event and sent home. The physician stated that she did not
feel the event was disabling and would continue the series of vaccination of Gardasil with the patient, but would have her reclined when administering future
vaccinations. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

274113-1

20-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure normal, Dizziness, Fall, Heart rate normal, Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Jan-2007
Vaccine Date

11-Jan-2007
Onset Date

0
Days

20-Mar-2007
Status Date

NJ
State

WAES0702USA00437
Mfr Report Id

Information has been received from a physician concerning a 26 year old female with a history of syncope when giving blood, who on 11-Jan-2007 was
vaccinated with Gardasil (lot #653978/0955F). It was reported that the patient fainted 15 minutes after vaccination. The patient subsequently recovered. No
further details were provided. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
Syncope

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

274114-1

20-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0955F Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Jan-2007
Vaccine Date

11-Jan-2007
Onset Date

0
Days

20-Mar-2007
Status Date

WV
State

WAES0702USA00457
Mfr Report Id

Information has been received from a physician concerning a "23 or 24" year old female with no pertinent medical history or drug reactions/allergies, who on
approximately 11-Jan-2007 was vaccinated with Gardasil (0.5 ml). The physician reported that 30 seconds following vaccination, the patient experienced an
intense metal taste in her mouth, however immediately recovered. No further details were provided. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

274115-1

20-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dysgeusia

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Dec-2006
Vaccine Date

02-Dec-2006
Onset Date

0
Days

20-Mar-2007
Status Date

IN
State

WAES0702USA00487
Mfr Report Id

Information has been received from a physician via a company representative, concerning a 16 year old female who on approximately 02-Dec-2006 was
vaccinated IM in the left arm with Gardasil. After receiving the injection, the patient went to school and later during the day, she got very dizzy "that she almost
passed out.". She also developed a red rash and bumps all over the site of the left arm where the dose was administered and had to go home. Subsequently,
the patient recovered. The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

NONE
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

274116-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Injection site erythema, Injection site rash, Presyncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
20-Mar-2007
Status Date

--
State

WAES0702USA00560
Mfr Report Id

Information has been received from an office staff member concerning a 14 year old female relative who, on an unspecified date, was vaccinated with a first
dose of Gardasil. A couple of days after vaccination, the patient was diagnosed with scleroderma, an autoimmune disease. The patient was referred to a
specialist and was currently being treated. At the time of this report, the patient's scleroderma persisted. No product quality complaint was involved. Additional
information is not expected.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

274117-1

20-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Scleroderma

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1058
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
20-Mar-2007
Status Date

--
State

WAES0702USA00572
Mfr Report Id

Information has been received from a nurse practitioner, via a company representative, concerning an approximately 22 year old female who was 6 weeks post
partum and had completed a pelvic exam followed by the vaccination of the first dose (dose unspecified) of Gardasil. The nurse reported that 45 minutes after
the appointment, the patient began to experience dizziness. The sensation of movement/dizziness" made it difficult for the patient to walk and persisted for
about four hours, then abruptly resolved with no lingering effects. The patient sought unspecified medical treatment. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

274118-1

20-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Gait disturbance

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Dec-2006
Vaccine Date

01-Jan-2007
Onset Date

24
Days

20-Mar-2007
Status Date

TX
State

WAES0702USA00582
Mfr Report Id

Information has been received from a physician concerning a 22 year old female with a history of human papilloma virus infection who on 08-DEC-2006 was
vaccinated with Gardasil. In January 2007, the patient experienced swelling of her vaginal walls. The patient sought unspecified medical attention. At the time
of this report, the patient had not recovered. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
Human papilloma virus infection.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

274119-1

20-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Vaginal swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1060
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Nov-2006
Vaccine Date

21-Nov-2006
Onset Date

0
Days

20-Mar-2007
Status Date

IL
State

WAES0702USA00593
Mfr Report Id

Information has been received from a Certified Medical Assistant concerning a 24 year old female patient with neurocardiogenic syncope who on 21-NOV-2006
was vaccinated IM with her first dose of Gardasil, lot #653938/0954F. Concomitant therapy included INDERAL. On 21-NOV-2006 the patient experienced
insomnia for one month following the administration of Gardasil. She later had the flu from being run down and lack of sleep. Unspecified medical attention was
sought. The patient was reported as recovered. Additional information has been requested.

Symptom Text:

InderalOther Meds:
Lab Data:
History:

SyncopePrex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

274120-1

03-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Influenza, Insomnia

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0954F 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
20-Mar-2007
Status Date

FL
State

WAES0702USA00609
Mfr Report Id

Information has been received from a physician concerning a female (age not reported) who on an unspecified date, was vaccinated with a second dose of
Gardasil. Subsequently the patient became dizzy and had some vomiting. The patient sought unspecified medical attention. At the time of this report, the
outcome was unknown. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:

UNKPrex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

274121-1

20-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Feb-2007
Vaccine Date

01-Feb-2007
Onset Date

0
Days

21-Mar-2007
Status Date

PA
State

WAES0702USA00724
Mfr Report Id

Initial and follow up information has been received from an LPN and the mother of a 12 year old female patient with aortic insufficiency and migraine
headaches who on 01-FEB-2007 was vaccinated IM with her first dose of Gardasil, lot #654741/0013U. There was no concomitant medication. Subsequently,
the patient experienced dizziness and developed an elevated temperature. It was also reported that the patient felt weak and had muscle aches for several
days. The side effects eventually disappeared. However on 21-FEB-2007, the patient woke up with breast rashes. As of 21-FEB-2007 breast rashes persisted.
Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:

Aortic incompetence, MigrainePrex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

274122-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Body temperature increased, Dizziness, Myalgia, Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0013U 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Feb-2007
Vaccine Date

01-Feb-2007
Onset Date

0
Days

20-Mar-2007
Status Date

NJ
State

WAES0702USA00727
Mfr Report Id

Information has been received from a registered nurse concerning a 19 year old female with a penicillin allergy. On 01-FEB-2007, at 11:00 AM, the patient was
vaccinated in the left arm with the first 0.5 mL dose of HPV (lot# 655619/1427F). Concomitant therapy included Yasmin. On that same day, at 4:00 PM, the
patient developed a rash on her left arm from the injection site to the elbow and a rash also on her right arm (unspecified where on her right arm). The patient
sought unspecified medical attention. The physician prescribed over-the-counter Benadryl and contacted the patient the next day for follow up. The patient
reported that she was fine. At the time of this report, the patient had recovered from the event (date unknown). Additional information has been requested.

Symptom Text:

YasminOther Meds:
Lab Data:
History:
Prex Illness:

NONE
Penicillin allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

274123-1

21-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site rash, Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1427F 0 Left arm Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Feb-2007
Vaccine Date

05-Feb-2007
Onset Date

0
Days

20-Mar-2007
Status Date

NY
State

WAES0702USA00744
Mfr Report Id

Information has been received from a licensed practical nurse concerning a 15 year old female who on 05-FEB-2007 was vaccinated with a dose of HPV (lot#
654540/1162F). On 05-FEB-2007 the nurse reported that the vaccine prefilled syringe malfunctioned. The nurse pushed the plunger down, the spring never
activated and when she pulled the syringe out of the patient's arm some of the liquid sprayed on the table and on the wall. The patient was not re-activated
because of her reactions which were she "felt woozy" and her eyes were fluttering, and her whole body was shaking. It was noted that the patient did not lose
consciousness. The patient will come back in two months to get re-vaccinated. Unspecified medical attention was sought. At the time of this report, the patient's
outcome was unknown. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

274124-1

20-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Eye movement disorder, Incorrect dose administered, Medical device complication, Tremor

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1162F Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
20-Mar-2007
Status Date

NY
State

WAES0702USA00772
Mfr Report Id

Information has been received from medical assistant via a company representative concerning the 26 year old female medical assistant who, on an
unspecified date, was vaccinated with a dose of HPV. The medical assistant reported that after her vaccination with HPV, "her face turned very red and hot".
The medical assistant recovered on an unspecified date. The patient (medical assistant) sought unspecified medical attention. Additional information has been
requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

274125-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Flushing, Hot flush

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Jan-2007
Vaccine Date

31-Jan-2007
Onset Date

2
Days

20-Mar-2007
Status Date

CA
State

WAES0702USA00785
Mfr Report Id

Information has been received from a medical assistant concerning a 16 year old female who on 29-JAN-2007 was vaccinated IM in the right arm with a first
0.5mL dose of HPV. There was no concomitant medication. On approximately 31-JAN-2007 the developed bruises located on her right forearm and right upper
arm. The reporter stated that "the patient noticed the bruises 2 days after the day of vaccination." At the time of the report, the patient had not recovered. The
patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

274126-1

21-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Contusion

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Jan-2007
Vaccine Date

06-Jan-2007
Onset Date

0
Days

20-Mar-2007
Status Date

TX
State

WAES0702USA00858
Mfr Report Id

Information has been received from a registered nurse concerning a female who on 06-JAN-2007 was vaccinated with a first dose of Gardasil (yeast) (0.5 ml),
intramuscularly. On 06-JAN-2007 the patient had a lump at injection site. It was reported that one month later the patient still had lump at injection site.
Unspecified medical assistant was sought. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

274127-1

05-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site mass

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Dec-2006
Vaccine Date

01-Dec-2006
Onset Date

0
Days

20-Mar-2007
Status Date

--
State

WAES0702USA00866
Mfr Report Id

Information has been received from a pharmacy student concerning a 16 year old female who on December 2006, was vaccinated IM with a first 0.5 ml dose of
HPV. Concomitant therapy included given the same day included a dose of influenza and a dose of Menactra. Seven days after vaccination, the patient
experienced headache, nausea, vomiting and diarrhea. The patient was treated with Nexium and Phenergan tablets/suppositories. On 13-DEC-2006 the patient
experienced a sinus infection and was placed on a Z-pack. All symptoms resolved except the headache. On 19-JAN-2007, the patient was seen by a
neurologist and was placed on Prednisone for 10 days. He also ordered Tazepam to help her sleep since the headaches were keeping her awake and Endocet
for the headache pain. The patient has missed a lot of school and is sedentary. She was also complaining of tingling in the hands and legs. The following tests
have come back negative: CAT scan, MRI, Lyme and "mono" workup. At the time of this report, the patient had not recovered from tingling in the hands and
legs and headache. No product quality complaint as involved. Additional information has been requested. 04/10/07-records received from neurologists for DOS
2/6/07-DX: muscular headaches with some functional overlay. Doubt side effect of Gardasil. C/O headaches, back pain, GI problems recent urinary symptoms,
difficulty urinating and dysuria. C/O visual symptoms including blurry vision and spots before her eyes. PE: pain in neck, pain with deep palpation of right
popliteal fossa. Walks normally. 05/01/07-records received from facility for DOS 02/09-02/12/07-DC DX: Vomiting and Abdominal Pain. HX 2month of chronic
somatic complaints including nausea, epigastric discomfort, diffuse soft tissue and joint pain, vomiting, periodic shortness of breath and recent urinary
symptoms. Labs, liver enzymes elevated in context of multiple Tylenol usage as an outpatient due to her pain.Hospital course included discontinuance of
Tylenol and Percocet. LFTs steadily trended downward and sh

Symptom Text:

Other Meds:
Lab Data:

History:
Prex Illness:

computed axial, 12/06; magnetic resonance, 12/06 records received 5/1/07-MRI negative, lab work normal. CT head and MRI of head negative. Normal
abdominal ultrasound. Doppler normal of kidneys, normal upper GI series. negative lyme, negati
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

274128-1

02-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Arthralgia, Decreased activity, Diarrhoea, Dyspnoea, Dysuria, Epigastric discomfort, Headache, Nausea, Neck pain, Pain in extremity,
Paraesthesia, Sinusitis, Vision blurred, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

MNQ
FLU
HPV4

AVENTIS PASTEUR
UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL
NULL 0

Unknown
Unknown
Unknown

Unknown
Unknown

Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Dec-2006
Vaccine Date

01-Dec-2006
Onset Date

0
Days

20-Mar-2007
Status Date

IL
State

WAES0702USA00905
Mfr Report Id

Information has been received from a physician concerning a 20 year old female with allergy to unspecified medications who in approximately December 2006,
around 2 months ago, was vaccinated with the first dose of HPV (lot #not reported). Concomitant medications were unspecified. In approximately December
2006, five minutes after receiving the first dose of the vaccine, the patient experienced tingling around her mouth and numbness that lasted for 20 minutes. The
patient sought medical attention. The patient was then sent home and had no further problems. The patient did not continue the vaccination series because of
the reaction. At the time of reporting, the patient had recovered. No further information was available at the time of reporting. Additional information has been
requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
Drug hypersensitivity

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

274129-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Paraesthesia oral

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1070
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Feb-2007
Vaccine Date

06-Feb-2007
Onset Date

1
Days

20-Mar-2007
Status Date

--
State

WAES0702USA00914
Mfr Report Id

Information has been received from a certified medical assistant concerning a 24 year old female that works in the same office On 05-FEB-2007, the patient
was vaccinated with a first dose of HPV. There were no concomitant medications. On 06-FEB-2007 the patient developed severe nausea, vomiting and chills.
Unspecified medical attention was sought. At the time of the reporter, the patient's outcome was unknown. Additional information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

274130-1

21-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chills, Nausea, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1071
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
20-Mar-2007
Status Date

--
State

WAES0702USA00920
Mfr Report Id

Information has been received from a certified medical assistant (C.M.A) concerning approximately 19 female patients who were vaccinated with 0.5 mL dose
of Gardasil (yeast). (Lot # not reported). Subsequently the patient experienced pain at the injection site lasting for about a week. The C.M.A also reported that
another patient experienced pain at the injection site lasting for about a week and reported that she almost passed out from the pain (WAES0702USA04000).
Attempts are being made to obtain additional identifying information to distinguish the individual patients mentioned in this report. Additional information will be
provided if available.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

274131-1

05-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Presyncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1072
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Feb-2007
Vaccine Date

01-Feb-2007
Onset Date

0
Days

20-Mar-2007
Status Date

--
State

WAES0702USA00923
Mfr Report Id

Information has been received from an office manager who was the mother of an 18 year old female patient with an unspecified auto immune disorder who in
approximately February 2007 was vaccinated with a dose of HPV. The patient developed a "huge" red circle a few inches in diameter on her arm where she
was vaccinated. There was a "lot" of swelling and the patient put ice on it all week. Medical attention was sought. The patient was recovering as of the report
date. No further information is available.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
Autoimmune disorder

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

274132-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1073
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Jan-2007
Vaccine Date

05-Feb-2007
Onset Date

10
Days

20-Mar-2007
Status Date

NC
State

WAES0702USA00992
Mfr Report Id

Information has been received from a physician, via a company representative concerning a 25 year old female with a history of allergies to "many products,"
who on 26-JAN-2007 was vaccinated with the first dose of Gardasil (yeast). On 05-FEB-2007 the patient called the physician after she developed hives. The
patient believed the hives were "caused by the vaccination," though the development and timing of the onset of the hives was unclear. The patient was
instructed to take BENADRYL as treatment. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:

Multiple allergiesPrex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

274133-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1074
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Feb-2007
Vaccine Date

05-Feb-2007
Onset Date

0
Days

20-Mar-2007
Status Date

CT
State

WAES0702USA00994
Mfr Report Id

Information has been received from a registered nurse, via a company representative, concerning a female who on 05-FEB-2007 was vaccinated with a dose of
Gardasil (yeast) in one arm and possibly a meningococcal vaccine (unspecified) in the other arm. Subsequently the patient felt faint, experienced a temporary
loss of hearing, and also experienced pain from the injection. The nurse indicated that the patient's "fair hair (red or blonde) made them more susceptible to the
adverse events." The patient was observed in the office and after a short time recovered and left. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

274134-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Deafness, Dizziness, Injection site pain, Sudden hearing loss

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

MNC
HPV4

UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 1075
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Mar-2007
Vaccine Date

14-Mar-2007
Onset Date

1
Days

19-Mar-2007
Status Date

FL
State Mfr Report Id

Blister, area looks burned. Pain at blistered site.    Appears to be lower than site of injection.  Patient denies other injury.  Treated with tylenol #3 and omnicef.
Will follow up with doctor next week.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

N/A
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

274136-1

19-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blister, Pain

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 02434 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 1076
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Mar-2007
Vaccine Date

08-Mar-2007
Onset Date

0
Days

19-Mar-2007
Status Date

MD
State Mfr Report Id

Patient Seen on 3/14/07 for complaints of pain and swelling at the site of the Gardasil vaccine given on the left upper arm. Injection administered on 3/8/07Symptom Text:

Psych meds not prescribed by this MDOther Meds:
Lab Data:
History:

None - Was here for a physical/Well checkPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

274146-1

19-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Injection site swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1447F 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 1077
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Mar-2007
Vaccine Date

14-Mar-2007
Onset Date

0
Days

19-Mar-2007
Status Date

CA
State Mfr Report Id

Received Gardasil #2, developed swelling around injection site after 2-5 minutes. That evening she developed hives on body and extemities-Mom gave
Benadryl. Rash subsided but left side of face swollen but improved later in the day. 2 months ago 1st Gardasil given; she developed hives. Mom thought it was
due to other allergies. Has been getting all over rash and swollen face since then.

Symptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

274169-1

05-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site swelling, Rash generalised, Similar reaction on previous exposure to drug, Swelling face, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0181U 1 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 1078
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Jan-2007
Vaccine Date

23-Jan-2007
Onset Date

0
Days

20-Mar-2007
Status Date

FL
State

WAES0702USA00996
Mfr Report Id

Information has been received from a registered nurse, concerning a 13 year old female with multiple allergies, who on 23-JAN-2007 was vaccinated IM in the
right arm, with the first dose of Gardasil (yeast) (Lot # 655165/1425F). There was no concomitant medication. Approximately five to ten minutes later, the
patient developed a rash that "started at the injection site and then spread to the arm and the whole body." Treatment with ZYRTEC was immediately given in
the office, and the patient was instructed to take BENADRYL at home, if needed. The nurse reported that "rash was mild and self-limiting," and remarked "it
was easily treated with antihistamine and resolved soon after treatment was given." He clarified that "this was a mild reaction," and he did not feel the patients
condition would have required hospitalization or threatened her safety. The mother of the patient wanted her daughter to receive the subsequent doses of the
vaccine, however the nurse stated he felt the patient's system was "sensitized" and believed a second dose would be "too risky." Additional information has
been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:

Multiple allergiesPrex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

274180-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site rash, Rash generalised

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1425F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1079
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Feb-2007
Vaccine Date

02-Feb-2007
Onset Date

1
Days

20-Mar-2007
Status Date

PA
State

WAES0702USA00999
Mfr Report Id

Initial and follow up information has been received from a physician via a company representative, and the mother if the patient, concerning a 12 year old
female who on 01-FEB-2007 was vaccinated with the first dose of Gardasil (yeast). On approximately 02-FEB-2007 (within 24 hours), the patient developed
nausea, a low grade fever, and experienced "muscle weakness that hurt." On approximately 06-FEB-2007 ("lasted for 4-5 days"), the patient recovered. Follow
up information received from the mother of the patient, reported that on the morning of 21-FEB-2007, her daughter woke up with " a rash on her breasts, looks
like pimples." The mother reported her daughter did not experience fever or itching with the rash, and the rash was "not on any other part of her body." The
mother added that her daughter went to school, but "has not recovered from the rash." The patient sought unspecified medical attention. Additional information
has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

274181-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Muscular weakness, Myalgia, Nausea, Pyrexia, Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1080
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
29-Jan-2007
Onset Date Days

20-Mar-2007
Status Date

NY
State

WAES0702USA01031
Mfr Report Id

Information has been received from a nurse concerning a female who was vaccinated with Gardasil. Subsequently, "within last week or week and a half," the
patient developed a fever and was admitted to the hospital for 24 hours. Additional information is not expected.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

274182-1 (S)

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pyrexia

 ER VISIT, HOSPITALIZED, SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1081
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Feb-2007
Vaccine Date

06-Feb-2007
Onset Date

0
Days

20-Mar-2007
Status Date

IL
State

WAES0702USA01062
Mfr Report Id

Information has been received from a registered nurse concerning an 18 year old female, with no pertinent medical history with allergies to erythromycin and
sulfamethoxazole (+) SEPTRA who on 06-FEB-2007 was vaccinated with Gardasil (yeast), (Lot # 654885/1424F). There was no concomitant medication. On
06-FEB-2007 the patient developed chest pain when taking deep breaths. No other symptoms. The patient sought unspecified medical attention. At the time of
the report, the patient had not recovered. Additional information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:

Allergic reaction to antibioticsPrex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

274183-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chest pain

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1424F Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1082
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Dec-2006
Vaccine Date

01-Dec-2006
Onset Date

0
Days

20-Mar-2007
Status Date

MT
State

WAES0702USA01074
Mfr Report Id

Information has been received from a licensed practical nurse concerning a female (age not reported) who in December 2006, was vaccinated with Gardasil
(yeast) which may have been given by the SQ route or a partial SQ route. Subsequently, the patient developed slight injection site soreness (date unknown).
The nurse reported that the nurse who administered this vaccination was left handed and his technique appeared "odd" and it may have looked like a SQ
injection when it was really intramuscular. The patient sought unspecified medical attention. At the time of this report, the patient had recovered from the event
(date unknown). Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

274184-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Incorrect route of drug administration, Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Subcutaneously



10 JUN 2008 06:27Report run on: Page 1083
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
20-Mar-2007
Status Date

CA
State

WAES0702USA01078
Mfr Report Id

Information has been received from a female medical assistant who was vaccinated IM, into the arm, with a first dose of Gardasil (yeast). Subsequently the
patient experienced had pain in the arm that lasted a few minutes after vaccination. Unspecified medical attention was sought. Subsequently, the patient
recovered. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

274185-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1084
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
20-Mar-2007
Status Date

--
State

WAES0702USA01091
Mfr Report Id

Information has been received from a nurse practitioner concerning a 15 year old female who was vaccinated IM with a first dose of Gardasil (yeast) (lot#
653938/0954F). Subsequently, the patient experienced diaphoresis, and felt faint moments after the injection. The patient;s lungs were clear and her pulse was
82. The patient went to the emergency room and was evaluated as being normal. The patient was released from the emergency room; however, the patient
went to her primary care physician for evaluation. The physician determined that the patient was fine. The patient's mother called the nurse practitioner and
said that her daughter gets extremely anxious with injections which may have contributed to the symptoms. In addition, the patient also had an empty stomach
at the time of vaccination. The patient's mother and the felt that the patient is eligible to receive the subsequent doses of the vaccine. Subsequently, the patient
recovered. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

respiratory rate - clear, total heartbeat count - 82
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

274186-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anxiety, Dizziness, Hyperhidrosis

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0954F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1085
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Feb-2007
Vaccine Date

06-Feb-2007
Onset Date

0
Days

20-Mar-2007
Status Date

--
State

WAES0702USA01096
Mfr Report Id

Information has been received from a health professional concerning a 16 year old female with no medical history who on 06-FEB-2007 was vaccinated IM in to
the right deltoid with a 0.5 ml dose of Gardasil (yeast) (lot # 654535/0960F). There was no concomitant medication. On 06-FEB-2007 after vaccination the
patient developed a local reaction. She experienced 30 seconds of dizziness. The local reaction started with pain at the injection site that radiated down her
arm and her entire arm was red. After the patient subsided the arm went numb and then the patient was fine. The entire episode lasted only 5 minutes and the
patient seemed fully recovered. Additional information is not expected.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

274187-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Erythema, Hypoaesthesia, Injection site pain, Local reaction

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0960F 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 1086
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
20-Mar-2007
Status Date

PA
State

WAES0702USA01154
Mfr Report Id

Information has been received from a physician via a company representative, concerning a female patient who was vaccinated with either a first dose or
second of Gardasil (yeast). Subsequently the patient experienced nausea after vaccination. The patient recovered within a day. The patient sought unspecified
medical attention.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

274188-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1087
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Nov-2006
Vaccine Date

06-Nov-2006
Onset Date

0
Days

21-Mar-2007
Status Date

VA
State

WAES0702USA01175
Mfr Report Id

Initial and follow up information has been received from a licensed practical nurse via a company representative, concerning a 12 year old white female
student, who on 06 Nov 2006 was vaccinated in the right deltoid with 0.5 ml of the first dose of Gardasil. There was no concomitant medication. There was no
illness at the time of vaccination. The patient passed out in the physician's waiting room after receiving the vaccination. The patient stated she did not eat
breakfast. Upon awakening, the patient was given crackers and soda, and stated she felt better. On 05 Feb 2007, three months after the first dose, the patient
was vaccinated in the left deltoid with the second dose of Gardasil. After the second vaccination, the mother called and reported her daughter had passed out
at home and hit her head. The patient did not receive medical attention, but her physician was informed. The patient recovered the same day, 05 Feb 2007.
Additional information is not expected.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

274189-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Head injury, Inappropriate schedule of drug administration, Loss of consciousness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0013U 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1088
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Feb-2007
Vaccine Date

07-Feb-2007
Onset Date

0
Days

21-Mar-2007
Status Date

NY
State

WAES0702USA01180
Mfr Report Id

Information has been received from a physician via a company representative, concerning a 19 year old female who on 07 Feb 2007 was vaccinated with an
0.5 ml dose of Gardasil. By the evening of the same day, the patient developed a "rash from head to toe and itching." The patient has not recovered at the time
of this report. The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

274190-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus, Rash generalised

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0011U Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1089
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Jan-2006
Vaccine Date

25-Jan-2007
Onset Date

365
Days

21-Mar-2007
Status Date

MD
State

WAES0702USA01217
Mfr Report Id

Information has been received from a 22 year old female health professional who on 25 Jan 2006 was vaccinated with a first dose of Gardasil. The patient
reported that within 24 hours of vaccination she experienced a yeast infection. It was reported that the patient sought medical attention for this event. The
patient recovered after approximately 2 days. Patient would complete her vaccination series. Additional informatio has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

274191-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Fungal infection

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1090
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Nov-2006
Vaccine Date

01-Nov-2006
Onset Date

0
Days

21-Mar-2007
Status Date

MD
State

WAES0702USA01225
Mfr Report Id

Information had been received from a physician and a Registered Nurse concerning a 16 year old female who was sexually active. In August 2006, the patient
was vaccinated with the first dose of Gardasil, at the end of November 2006 with the second dose. She received the vaccination at the pediatrician's office. The
patient was tested for syphilis " a couple of days" later. The patient's Rapid Plasma Reagin (RPR) test titers were 1-256 (high), with a negative Fluorescent
Antibody Absorption (FTA) test.  The patient was tested again approximately one week later and the RPR titers were still high but lower. The physician
mentioned that the patient underwent other antibody tests such as serum antinuclear antibodies (ANA) test, and Lyme disease test. The results were normal for
those tests. The physician stated that the patient had not been sick with the flu nor mononucleosis, and that the patient had tested negative for other sexually
transmitted diseases. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:

History:
Prex Illness:

Diagnostic laboratory, 11/06, negative, sexually transmitted disease; lyme disease assay, 11/06, Normal; rapid plasma reagin, 11/06, 1-256, High; serum ANA,
11/06, Normal; rapid plasma reagin, 11/06, positive but lower; FTA-ABS, 11/06, Nega
sexually active

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

274192-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syphilis test positive

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1091
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Nov-2006
Vaccine Date

13-Nov-2006
Onset Date

0
Days

21-Mar-2007
Status Date

CA
State

WAES0702USA01274
Mfr Report Id

Information has been received from a health professional concerning a 15 year old female on 13 Nov 2006 was vaccinated with a first dose of Gardasil. There
were no concomitant medications. On approximately 13 Nov 2006 the patient experienced nausea, lethargy and "mono like symptoms." Subsequently, the
patient recovered. On 03 Feb 2007, the patient was vaccinated with a second dose of Gardasil. On 03 Feb 2007 the patient experienced nausea, marked
lethargy, "mono like symptoms" and diarrhea for 2 days after the vaccination. On 05 Feb 2007, the patient returned to the doctors office and underwent a
complete blood cell count and an Epstein-Barr virus antibodies screen. It was reported that "mono" was ruled out. At the time of the report, the patient was
recovering. Additional information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

Epstein-Barr virus, 2/5/07; complete blood cell, 2/5/07
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

274193-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Diarrhoea, Lethargy, Nausea, Pseudomononucleosis

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1092
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Jan-2007
Vaccine Date

31-Jan-2007
Onset Date

0
Days

21-Mar-2007
Status Date

CT
State

WAES0702USA01291
Mfr Report Id

Information has been received from a registered nurse, via a company representative, concerning a female who on approximately 31 Jan 2007 was vaccinated
with a dose of Gardasil in one arm and possibly a meningococcal vaccine (unspecified) in the other arm. Subsequently the patient felt faint, experienced a
temporary loss of hearing, and also experienced pain from the injection. The nurse indicated that the patient's "fair hair (red or blonde) made them more
susceptible to the adverse events." The patient was observed in the office and after a short time recovered and left. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

274194-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Injection site pain, Sudden hearing loss

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

MEN
HPV4

UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 1093
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Jan-2007
Vaccine Date

04-Jan-2007
Onset Date

0
Days

21-Mar-2007
Status Date

PA
State

WAES0702USA01321
Mfr Report Id

Information has been received from a registered nurse concerning a 21 year old white female with no known drug allergies or illness at the time of vaccination
who on 01 Jan 2007 was vaccinated in the right deltoid with a 0.5 mL first dose of Gardasil. Concomitant therapy included Yaz, Zelnorm and Miralax. On 04 Jan
2007, the patient became lightheaded and had to lie down after receiving Gardasil vaccination. The patient stated that she had gotten lightheaded after
injections in the past. She also did not have much to eat that morning. The patient did not lose consciousness and remained alert and responsive. The patient
was given some peanut butter crackers and coke and subsequently felt better and recovered. Additional information is not expected.

Symptom Text:

Yaz, Miralax, ZelnormOther Meds:
Lab Data:
History:
Prex Illness:

UNK
dizziness

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

274195-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1425F 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1094
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Jan-2007
Vaccine Date

26-Jan-2007
Onset Date

0
Days

21-Mar-2007
Status Date

WI
State

WAES0702USA01324
Mfr Report Id

Information has been received from a physician concerning a 17 year old female who on 26 Jan 2007 was vaccinated intramuscularly with a first 0.5 mL dose
of Gardasil. On 26 Jan 2007 the patient developed a rash at her injection site. The patient sought unspecified medical attention. On 27 Jan 2007 the patient
recovered. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

274196-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site rash

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1095
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Feb-2007
Vaccine Date

08-Feb-2007
Onset Date

0
Days

21-Mar-2007
Status Date

TX
State

WAES0702USA01341
Mfr Report Id

Information has been received from a licensed visiting nurse concerning a 14 year old female with no medical history and no known drug allergies, who on 08
Feb 2007 was vaccinated IM with a dose of Gardasil.  Concomitant therapy included Ortho Tri Cyclen Lo and Synthroid. The patient inadvertently received less
than the recommended dose and experienced an injection site reaction. The nurse withdrew the vaccine from a vial and the medication leaked near the hub of
the syringe while administering it to the patient. The patient complained of irration on the left deltoid about a two inch radius from the injection site. She also
reported that the pain "ran down" her left arm. Unspecified medical attention was sought. No diagnostic laboratory studies were performed. At the time of this
report, the patient's outcome was unknown. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

Ortho Tri Cyclen Lo, SynthroidOther Meds:
Lab Data:
History:
Prex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

274197-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Incorrect dose administered, Injection site reaction, Medical device complication, Pain in extremity, Skin irritation

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0013U Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 1096
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Dec-2006
Vaccine Date

01-Dec-2006
Onset Date

0
Days

21-Mar-2007
Status Date

IA
State

WAES0702USA01347
Mfr Report Id

Information has been received from a licensed practical nurse concerning a female with pertinent medical history unspecified and drug reaction/allergies
unspecified who in December 2006, two months ago, was vaccinated with first dose of Gardasil 0.5 ml IM.  Concomitant therapy was unspecified. In December
2006, one day after receiving the injection, the patient experienced redness, swelling, itching, and bumps on her arm at the injection site. The patient also
experienced light-headedness, and dizziness. The patient sought medical attention. Subsequently, the patient recovered. No other information was available at
the time of reporting. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

NONE
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

274198-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Injection site erythema, Injection site mass, Injection site pruritus, Injection site swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1097
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Mar-2007
Status Date

PA
State

WAES0702USA01353
Mfr Report Id

Information has been received from an office manager concerning a female (age not reported) with a history of passing out when receiving shots who on an
unspecified date was vaccinated with Gardasil (lot # not reported) 0.5 ml injection. On an unspecified date, the patient passed out after the shot of Gardasil,
unknown which dose. Unspecified medical attention was sought. The patient recovered later in the day. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
passed out

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

274199-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1098
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
20-Mar-2007
Status Date

CA
State

WAES0702USA01367
Mfr Report Id

Information has been received from a female receptionist who was vaccinated with a dose of Gardasil. Subsequently the injection site became swollen after a
week, "about the size of a half dollar." It was reported that there were "rings around the swelling an it was painful. "Unspecified medical attention was sought. At
the time of the report, the patient had not recovered. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

274200-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Injection site swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1099
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Dec-2006
Vaccine Date

01-Dec-2006
Onset Date

0
Days

20-Mar-2007
Status Date

--
State

WAES0702USA01375
Mfr Report Id

Information has been received from a physician concerning a 16 year old female with asthma who in December 2006, was vaccinated with the first dose of
Gardasil. Concomitant therapy included FLOVENT, albuterol and ZYRTEC. In December 2006, a few hours following vaccination with Gardasil, the patient
experienced itchiness and redness of her face. The patient sought unspecified medical attention. Subsequently on an unspecified date, the patient recovered
from itchiness and redness of her face. Additional information has been requested.

Symptom Text:

albuterol, Zyrtec, FloventOther Meds:
Lab Data:
History:

AsthmaPrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

274201-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Pruritus

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1100
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Nov-2006
Vaccine Date

26-Nov-2006
Onset Date

0
Days

21-Mar-2007
Status Date

--
State

WAES0702USA01383
Mfr Report Id

Information has been received from a physician concerning a female (age not reported) who on 26-NOV-2006 was vaccinated with the first dose of Gardasil
and on 31-JAN-2007 was vaccinated with the second dose of Gardasil. Concomitant medication was not reported. On approximately 26-NOV-2006 the patient
experienced headache after the first dose of Gardasil, which lasted about one month. The outcome and causality of the headache was not reported. On 07-
FEB-2007, about 7 days after the second dose of Gardasil, the patient developed a "lump," redness and pain in her arm, at the injection site. The physician
reported that the injection site reaction was approximately one half centimeter which was extremely tender and painful. On an unspecified date, the patient
sought unspecified medical attention. The patient's events persisted. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

274202-1

03-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Injection site erythema, Injection site mass, Injection site pain, Injection site reaction

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1101
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Aug-2006
Vaccine Date

01-Aug-2006
Onset Date

0
Days

20-Mar-2007
Status Date

--
State

WAES0702USA01391
Mfr Report Id

Information has been received from a physician concerning a 26 female who in August 2006, "in the morning" was vaccinated with Gardasil. By nighttime, the
patient experienced burning sensation in cheeks. The next morning she developed an itchy rash on her cheeks. The patient sought unspecified medical
attention. Subsequently, the patient recovered from burning sensation in cheeks and itchy rash on her cheeks. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

NONE
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

274203-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Burning sensation, Rash pruritic

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1102
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
02-Feb-2007
Onset Date Days

21-Mar-2007
Status Date

--
State

WAES0702USA01396
Mfr Report Id

Information has been received from a nurse practitioner concerning a female (age unknown) who, on an unspecified date, was vaccinated intramuscularly with
a 0.5 ml dose of Gardasil. The patient was administered Gardasil in one arm ant Tetanus vaccine in the other arm on the same day. On approximately 02-FEB-
2007 the patient developed a rash on her whole body. The patient sought unspecified medical attention. No laboratory diagnostic studies were performed. At
the time of this report, the outcome was unknown. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

NONE
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

274204-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash generalised

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1103
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Mar-2007
Status Date

MI
State

WAES0702USA01403
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with a dose of Gardasil. Subsequently the patient experienced
dizziness and sought unspecified medical attention. No further information was provided. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

274205-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1104
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Jan-2007
Vaccine Date

10-Feb-2007
Onset Date

19
Days

21-Mar-2007
Status Date

CA
State

WAES0702USA01736
Mfr Report Id

Information has been received from a registered nurse via a company representative, concerning a 25 year old female who on approximately 22-JAN-2007
(about three weeks ago), was vaccinated with the second dose of Gardasil, 0.5 ml. Concomitant therapy included ZELNORM. On approximately 10-FEB-2007
("within the past day or two"), the patient developed "a bump and bruise at injection site, and nausea. It was reported that the patient had "no ill effects after the
first dose" (date not provided). At the time of this report, the patient had not yet recovered. The patient sought unspecified medical attention. Additional
information has been requested.

Symptom Text:

ZelnormOther Meds:
Lab Data:
History:
Prex Illness:

NONE
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

274206-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site bruising, Injection site rash, Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1105
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Mar-2007
Status Date

CA
State

WAES0702USA01781
Mfr Report Id

Information has been received from a nursing supervisor concerning a female (age not reported) who on an unspecified date was vaccinated with Gardasil.
Subsequently, the patient reported that her arm felt dead. At the time of this report, the outcome of the event was unknown. Additional information has been
requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

274207-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Sensory disturbance

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1106
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Feb-2007
Vaccine Date

Unknown
Onset Date Days

21-Mar-2007
Status Date

FL
State

WAES0702USA01826
Mfr Report Id

Information has been received from a physician concerning an 11 year old female who on 08-FEB-2007 was vaccinated with her first dose of Gardasil and
experienced flu-like symptoms after the vaccination. Concomitant therapy included Menactra. Unspecified medical attention was sought by the patient. The
patient's outcome was unknown. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

274208-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Influenza like illness

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

AVENTIS PASTEUR
MERCK & CO. INC.

NULL
NULL 0

Unknown
Unknown

Unknown
Intramuscular



10 JUN 2008 06:27Report run on: Page 1107
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
M

Gender
07-Feb-2007
Vaccine Date

12-Feb-2007
Onset Date

5
Days

21-Mar-2007
Status Date

NJ
State

WAES0702USA01859
Mfr Report Id

Information has been received from the mother of an 11 year old male with severe acid reflux and possibly a hiatal hernia, severe allergies to many different
things such as pollen, dust, and various foods, mild asthma, anxiety problems and a history of seizure as an infant after DPT vaccination, who on 07-FEB-2007
was vaccinated with a dose of Gardasil by mistake. Concomitant therapy included ZYRTEC, PAXIL, PRILOSEC and different allergy shots. The report stated
that her son was supposed to have received an unspecified hepatitis vaccine. On 12-FEB-2007 the patient was feeling achy, weak, tired and nauseous. She
also stated that she was not sure that these symptoms were related to the vaccine. Medical attention was sought. The patient was reported as not recovered at
the time of this report. Additional information has been requested.

Symptom Text:

Allergenic extract, Zyrtec, Prilosec, PaxilOther Meds:
Lab Data:
History:

Pollen allergy, House dust allergy, Food allergy, Acid reflux (Oesophageal), hypersensitivity, asthma, anxiety disorder.Prex Illness:

UNK
Convulsion

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

274209-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Fatigue, Nausea, Pain, Wrong drug administered

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1108
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Jan-2007
Vaccine Date

04-Jan-2007
Onset Date

1
Days

20-Mar-2007
Status Date

FL
State

WAES0702USA01925
Mfr Report Id

Information has been received from a physician concerning a 14 year old female patient with possible allergy to penicillin and erythromycin who on 03-JAN-
2007 was vaccinated with a first dose of Gardasil (yeast), lot # 653938/0954F. The patient was not on any medication. On 04-JAN-2007 the patient developed
hives. The patient was examined by the physician on 05-JAN-2007. The patient was reported as completely recovered by 06-JAN-2007. Additional information
has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:

Penicillin allergy; Allergic reaction to antibioticsPrex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

274210-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0954F 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Feb-2007
Vaccine Date

09-Feb-2007
Onset Date

0
Days

20-Mar-2007
Status Date

CA
State

WAES0702USA01931
Mfr Report Id

Information has been received from a physician concerning an 18 year old female with pertinent medical history and drug reactions/allergies unspecified who
on approximately 09-FEB-2007 was vaccinated with first dose of Gardasil (yeast) (lot # not reported) 0.5 ml IM. On approximately 09-FEB-2007, the patient
experienced dizziness, weakness and shaky legs after receiving Gardasil (yeast). Medical attention was sought. As a result of the symptoms, the patient was
home from school for 3 days. At the time of reporting, the patient was recovering. No further information was available at the time of reporting. Additional
information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

274211-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Muscular weakness, Tremor

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1110
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
20-Mar-2007
Status Date

--
State

WAES0702USA01971
Mfr Report Id

Information has been received from a nurse concerning a 26 year old female who was vaccinated with a first dose of Gardasil (yeast). Subsequently the patient
experienced "vomited eight hours with no fever". Subsequently, the patient recovered (date unspecified). No further information is available.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

NONE
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

274212-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1111
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Dec-2006
Vaccine Date

01-Dec-2006
Onset Date

0
Days

20-Mar-2007
Status Date

WI
State

WAES0702USA01991
Mfr Report Id

Information has been received from a physician concerning a 23 year old female who in December 2006, was vaccinated with a second dose of Gardasil
(yeast). In December 2006, the patient's blood pressure went up and she developed shortness of breath. After 30 minutes, the patient's blood pressure
returned to normal. The patient was not pregnant. At the time of this report, the outcome of the shortness of breath was unknown. Additional information has
been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

274213-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure increased, Dyspnoea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1112
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
20-Mar-2007
Status Date

--
State

WAES0702USA02049
Mfr Report Id

Information has been received from a "healthcare worker" concerning a female (patient 2 of 4), either 14 years or 17 years old, who was vaccinated with the
first dose of Gardasil (yeast) 0.5 ml IM in the gluteal region. The patient experienced "knots in her neck and ill feeling" one to two weeks after receiving the
vaccination. The healthcare worker noted that the patient was being treated for "something else that had absolutely nothing to do with the vaccination". This
patient "had no problems". Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

NONE
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

274214-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug administered at inappropriate site, Malaise, Muscle tightness

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1113
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Feb-2007
Vaccine Date

11-Feb-2007
Onset Date

3
Days

20-Mar-2007
Status Date

NC
State

WAES0702USA02321
Mfr Report Id

Information has been received from a physician concerning a 22 year old female with mild asthma and a history of CIN grade I (2003, 2005 and 2006) and a
benign pigmented lesion removed from her inner thigh (2006) who on 08-FEB-2007 was vaccinated IM into the right arm with a 0.5 ml dose of Gardasil (yeast)
(lot # 654535/0960F). Concomitant therapy included oral hormonal contraceptives (unspecified). Three on 11-FEB-2007 the patient developed two raised areas
of hyperpigmented skin in the area of the injection site. The areas are 4 x 4 mm and 3 x 3 mm. The areas are described as are nevus like in appearance, linear,
surrounded by erythema and painful. The patient is being evaluated for a "possible skin rash." The patient had not yet recovered from her experiences.
Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:

AsthmaPrex Illness:

UNK
Cervical intraepithelial neoplasia; Benign pigmented naevus excision

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

274215-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Injection site discolouration, Melanocytic naevus, Pain, Rash, Skin hyperpigmentation

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0960F Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1114
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
20-Mar-2007
Status Date

PA
State

WAES0702USA02391
Mfr Report Id

Information has been received from a health professional concerning a female who was vaccinated with IM with a 0.5 ml dose of Gardasil (yeast) (lot
654885/1424F # or lot # 655619/1427F). Subsequently within a few minutes the patient experienced dizziness and felt as if she was going to faint. The patient
did not faint and was not sent to the hospital. The patient laid down for a few minutes and had something to drink. The patient recovered on an unspecified
date. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

274216-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1427F Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1115
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Dec-2006
Vaccine Date

11-Jan-2007
Onset Date

27
Days

20-Mar-2007
Status Date

MT
State

WAES0702USA02397
Mfr Report Id

Information has been received from a certified medical assistant concerning her 11 year old daughter with no past medical history and no allergies who on 15-
DEC-2006 was vaccinated with a first dose of Gardasil (yeast), IM. There was no concomitant medication. On 11-JAN-2007 the patient experienced excerise
induced asthma. The patient noticed that she was short of breath during exercise during sports. The patient had recovered  without treatment on 30-JAN-2007.
There were no relevant diagnostic tests or laboratory data. Additional information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

274217-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthma exercise induced

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1116
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
20-Mar-2007
Status Date

--
State

WAES0702USA02437
Mfr Report Id

Information has been received from a physician's assistant concerning a 22 year old female who on an unspecified date was vaccinated with Gardasil (yeast)
(lot # not reported) IM injection. Concomitant therapy was unspecified. The patient sought unspecified medical attention. Subsequently, the patient experienced
an extreme rash across her chest and up to her neck. At the time of reporting, the patient was "fine". Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

274218-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1117
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Oct-2006
Vaccine Date

17-Oct-2006
Onset Date

0
Days

20-Mar-2007
Status Date

CA
State

WAES0702USA02440
Mfr Report Id

Information has been received from a licensed practical nurse (LVN) as part of the pregnancy registry concerning a 17 year old female with penicillin allergy
and drug reaction/allergy to DARVOCET, and VICODIN. She had no other concurrent medical conditions, or significant past medical history including no history
or pregnancies.  On 17-OCT-2006, the patient was vaccinated with first dose of Gardasil (yeast) (lot # 654540/0800F also reported as 653937/0637F) 0.5 ml
IM. There was no concomitant medication. The patient's last menstrual period was 18-OCT-2006. Medical attention was sought. On 11-DEC-2006, an
ultrasound was performed that revealed pregnancy of 8 weeks and 2 days (estimated date of delivery 25-JUL-2007). On approximately 11-DEC-2006, maternal
serum alpha-fetoprotein (MSAFP) test was performed that indicated the baby was at increased risk (positive) for neural tube defect (NTD). Medication taken
during the pregnancy included prenatal vitamins. The patient was scheduled for follow-up testing with a perinatologist. No other information was available at the
time of reporting. Additional information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 10/18/06), Penicillin allergy; Drug HypersensitivityPrex Illness:

ultrasound 12/11/06 - prenatal testing: 8 weeks and 2 days, serum alpha-fetoprotein 12/11?/06 - positive screen for neural tube defect

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

274219-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Alpha 1 foetoprotein abnormal, Drug exposure during pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0800F Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1118
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Jan-2007
Vaccine Date

26-Jan-2007
Onset Date

0
Days

20-Mar-2007
Status Date

PA
State

WAES0702USA02449
Mfr Report Id

Information has been received from a consumer concerning her 18 year old old daughter with no pertinent medical history who on 26-JAN-2007 was vaccinated
with her first dose of HPV. Concomitant therapy included hormonal contraceptives (unspecified). On 26-JAN-2007 the patient experienced itching at the
injection site that developed into full body itching. Medical attention was sought. The patient was treated with Benadryl. There were no laboratory or diagnostic
tests performed. At the time of the report, the patient had not recovered. Her second dose was scheduled for 23-MAR-2007. Additional information has been
requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

274220-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pruritus, Pruritus generalised

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1119
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Jan-2007
Vaccine Date

22-Jan-2007
Onset Date

0
Days

20-Mar-2007
Status Date

ME
State

WAES0702USA02476
Mfr Report Id

Information has been received from a 35 year old female with no pertinent medical history who on 22-JAN-2007 was vaccinated intramuscularly with a  0.5 ml
first dose of HPV. There was no concomitant medication. On 31-JAN-2007 the patient developed a painful itch at the injection site. The patient reported that
after careful study of the site, she noted and then felt a bump at the injection site. The patient consulted with her physician who stated it was a calcification.
There were no laboratory or diagnostic tests performed. At the time of the report, the patient had not recovered.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
35.0

274221-1

07-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, Injection site calcification, Injection site pain, Injection site pruritus

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1120
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Jan-2007
Vaccine Date

11-Feb-2007
Onset Date

11
Days

20-Mar-2007
Status Date

WV
State

WAES0702USA02541
Mfr Report Id

Information has been received from a nurse practitioner concerning a 24 year old female patient with Hyperlipidemia, polycystitis ovarian syndrome and
penicillin allergy who on 31-JAN-2007 was vaccinated with a first dose of Gardasil (yeast) (lot# 654702/0011U), intramuscularly. Concomitant therapy included
cholestyramine resin, atorvastatin calcium (Lipitor) and drospireneone + ethinyl estradiol (Yasmin). On 11-FEB-2007, the patient developed a maculopapular
rash on her torso and bilateral upper extremities. The patient was evaluated at an urgent care facility and was prescribed a Prednisone pack. At the time of the
report the patient was considered to be not recovered. Unspecified medical attention was sought. Additional information has been requested.

Symptom Text:

Lipitor, Cholestryramine Resin, YasminOther Meds:
Lab Data:
History:
Prex Illness:

NONE
Hyperlipidaemia; Ovarian cyst; Penicillin allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

274222-1

05-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash maculo-papular

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0011U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1121
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Dec-2006
Vaccine Date

01-Dec-2006
Onset Date

0
Days

20-Mar-2007
Status Date

--
State

WAES0702USA02542
Mfr Report Id

Information has been received from a physician's assistant concerning a 23 year old female with genital warts who in December 2006, was vaccinated with first
dose of HPV (lot # not reported) 0.5 ml injection. Concomitant therapy was unspecified. The patient sought medical attention. In December 2006, after taking
the first dose of vaccine, the genital warts seemed to worsen. The patient was treated with thioguanine and cytarabine (TCA). On approximately 07-FEB-2007,
the patient was given the second dose of HPV (lot # not reported) 0.5 ml injection. The outcome of the worsening genital warts was not specified. No further
information was provided at the time of reporting. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

274223-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anogenital warts

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1122
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Nov-2006
Vaccine Date

01-Nov-2006
Onset Date

0
Days

20-Mar-2007
Status Date

--
State

WAES0702USA02660
Mfr Report Id

Information has been received from a nurse practitioner concerning her 17 year old daughter with attention deficit/hyperactivity disorder and a history of
shellfish allergy (as a child: outgrew) who in November 2006, was vaccinated in the right deltoid, IM with a first dose of HPV (Lot # not reported). Her second
dose of HPV (Lot # 653650-0640F) was administered IM into the right deltoid in January 2007. Concomitant therapy included Adderall. The nurse practitioner
reported that 3 days after each dose of HPV, her daughter developed diarrhea (unspecified dates in November 2006 and January 2007). The diarrhea was
reported to be "relatively severe and spontaneously resolved". On an unspecified date in January 2007, on the fourth day after the second dose, the patient
"developed a rash on her knees and thigh that spread during the day until she was covered in a rash from her neck to her feet." She was treated with Benadryl
and it resolved. The reporter noted that the decision was made to discontinue the series so a third dose would not be given. The patient sought unspecified
medical attention. Additional information has been requested.

Symptom Text:

Adderall TabletsOther Meds:
Lab Data:
History:
Prex Illness:

NONE
Shellfish allergy; Attention deficit/hyperactivity disorder

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

274224-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Diarrhoea, Rash generalised

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1123
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
20-Mar-2007
Status Date

--
State

WAES0702USA02761
Mfr Report Id

Information has been received from a registered nurse concerning a female who was vaccinated with a first dose of HPV. Subsequently the patient experienced
nausea and vomiting. At the time of the report the patient was recovering. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

274225-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Nausea, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1124
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
20-Mar-2007
Status Date

NY
State

WAES0702USA02815
Mfr Report Id

Information has been received from a nurse practitioner and a licensed practical nurse concerning a teenage female (age not reported) who on an unspecified
date was vaccinated with 0.5 mL of HPV. Subsequently, the patient ended up crying and reported she had pain, when the vaccine was being administered,
either left or right arm and had some pain afterwards. The licensed practical nurse further reported that the patient developed pain one hour after the injection.
The patient reported that the pain had subsided, however, when the patient went to bed that evening, the pain had returned. Unspecified medical attention was
sought. At the time of this report, the patient had fully recovered from the events (date unknown). Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

274226-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Crying, Pain

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1125
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Dec-2006
Vaccine Date

04-Dec-2006
Onset Date

0
Days

20-Mar-2007
Status Date

MN
State

WAES0702USA02816
Mfr Report Id

Information has been received from a nurse concerning a 21 year old female with no past medical history who on 04-DEC-2006 was vaccinated with HPV (lot #
654510/0962F), intramuscularly. There was no concomitant medication. On 04-DEC-2006, "five hours after vaccination", the patient felt feverish plus
experienced dizziness and nausea and diaphoretic. The patient went to bed that evening and the next morning symptoms had resolved. Unspecified medical
attention was sought. Additional information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

274227-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Hyperhidrosis, Nausea, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0962F Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1126
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
20-Mar-2007
Status Date

OR
State

WAES0702USA02826
Mfr Report Id

Information has been received from a physician concerning a female (age not reported) with established papilloma viral infection and a colposcopy was
performed who on an unspecified date was vaccinated with HPV (lot# not reported). Subsequently, the patient experienced an outbreak of genital warts.
Medical attention was sought. The outcome of the genital warts was not reported. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

274228-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anogenital warts

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1127
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Jan-2007
Vaccine Date

Unknown
Onset Date Days

21-Mar-2007
Status Date

NC
State

WAES0702USA02906
Mfr Report Id

Information has been received from a LPN concerning a 25 year old female patient with sulfonamide allergy and allergic reaction to Biaxin who on 26-JAN-2007
was vaccinated IM in right deltoid with her first dose of Gardasil, lot #654702/0011U. She developed generalized hives after the vaccination. The nurse did not
know when the hives started. Benadryl was recommended as treatment. The outcome was unknown. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:

Sulfonamide allergy and allergic reaction to antibiotics.Prex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

274229-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0011U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1128
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
13-Feb-2007
Vaccine Date

13-Feb-2007
Onset Date

0
Days

21-Mar-2007
Status Date

--
State

WAES0702USA02913
Mfr Report Id

Information has been received from  registered nurse supervisor, via a company representative, concerning a 12 year old patient who on 13-FEB-2007 was
vaccinated IM in the left deltoid a 5:00 pm with the first dose of Gardasil. Three hours later (8:00pm), the patient had developed hives on the face, back and
bottom. By 8:30pm, the patient began to experience wheezing, but then "slept fine through the night". Treatment was not specified. The next morning (14-FEB-
2007), hives "had subsided," but the patient "felt nauseous and tired." At the time of this report, the patient had not recovered. The nurse also reported that the
patient will not be given the second and third dose of the vaccine. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

274230-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Fatigue, Nausea, Urticaria, Wheezing

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1129
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Feb-2007
Vaccine Date

15-Feb-2007
Onset Date

0
Days

20-Mar-2007
Status Date

FR
State

WAES0703CAN00131
Mfr Report Id

Information has been received from a physician concerning a 17 year old female who on 15-FEB-2007 was vaccinated with Gardasil (lot # 654672/0444F).
There was no concomitant therapy. On 15-FEB-2007, 2-3 minutes after Gardasil injection the patient experienced syncopal episode, fell and hit her head. The
patient had a head injury and central lateral subarachnoid bleeding and was hospitalized. The patient's syncopal episode and head injury and central lateral
subarachnoid bleeding persisted. It was reported that the patient had a gradual clearing of confusion. Additional information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

274234-1 (S)

21-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Confusional state, Fall, Head injury, Subarachnoid haemorrhage, Syncope

 HOSPITALIZED, SERIOUS

Other Vaccine
19-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0444F Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1130
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Feb-2007
Vaccine Date

05-Feb-2007
Onset Date

0
Days

20-Mar-2007
Status Date

TX
State

WAES0703USA01354
Mfr Report Id

Information has been received from a health professional concerning a 20 year old female with no pertinent medical history who on 05-FEB-2007 was
vaccinated intramuscularly with a 0.5 ml dose of Gardasil (lot #653650/0702F). There was no concomitant medication. In February 2007, after the vaccination,
the patient experienced an "allergic type reaction." The patient developed red raised bumps and itching at the injection site. It was reported that a rash spread
to her arms, trunk and legs and the patient experienced a tight chest (she was able to breathe). Medical attention was sought and the patient was treated with a
MEDROL DOSEPAK. There were no laboratory or diagnostic tests performed. On 14-FEB-2007, the patient fully recovered. The registered nurse considered
red raised bumps and itching at the injection site, rash spread to her arms, trunk and legs and tight chest to be other important medical events. Additional
information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

274235-1

21-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chest discomfort, Hypersensitivity, Injection site erythema, Injection site pruritus, Injection site rash, Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0702F Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1131
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Feb-2007
Vaccine Date

01-Feb-2007
Onset Date

0
Days

20-Mar-2007
Status Date

NY
State

WAES0703USA02171
Mfr Report Id

Information has been received from a physician concerning a 22 year old female with no pertinent medical history who in February 2007, was vaccinated with a
first dose of Gardasil. There was no concomitant medication. Approximately two weeks post vaccination, the patient experienced paresthesia of hands and feet
and was hospitalized. The patient was in the hospital for approximately 5 days and was treated with immune globulin. The physician reported that "blood
studies" and "agency reported" had normal results. The patient was discharged from the hospital and had subsequently fully recovered. The reporting physician
considered paresthesia of hands and feet to be disabling and an other important medical event. Additional information has been requested. 11/13/07-records
received for DOS 2/21-2/26/07-DC DX: Infection polyneuritis. Spontaneous Ecchymoses. Epistaxis. Cardiac Dysrhythmias. Seen in ED for C/O bloody nose
since Sunday, fever, numbness, tingling of hands and feet for several days, day seen in ED C/O neck stiffness, areas of ecchymosis of arm, leg and breast.
PE: decrease to pinprick sensation distally hands and feet.

Symptom Text:

NONEOther Meds:
Lab Data:

History:
Prex Illness:

complete blood cell - normal results, hematology - normal results 11/13/07-records received- Labs: Potassium 3.3, phosphorus 2.3, eosinphils 7.3, sed rate 34,
blood culture, urine culutre, spinal fluid culture no growth. EBNA IgG 7.36, EBV
NONE 11/13/07-records received-PMH: polycystic ovarian disease, hypertension, hyperlipidemia.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

274236-1 (S)

14-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arrhythmia, Ecchymosis, Epistaxis, Musculoskeletal stiffness, Paraesthesia, Polyneuropathy, Pyrexia

 ER VISIT, HOSPITALIZED, PERMANENT DISABILITY, SERIOUS

Related reports:   274236-2

Other Vaccine
19-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1425F 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 1132
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Feb-2007
Vaccine Date

14-Feb-2007
Onset Date

13
Days

18-Jun-2007
Status Date

NY
State Mfr Report Id

2/14/07 - Tingle in hands, legs, feet, and arms, 2/18/07 Fever, 2/20/07 - stiff neck, loss of feeling in arms, legs, hands and feet. 11/13/07-records received for
DOS 2/21-2/26/07-DC DX: Infection polyneuritis. Spontaneous Ecchymoses. Epistaxis. Cardiac Dysrhythmias. Seen in ED for C/O bloody nose since Sunday,
fever, numbness, tingling of hands and feet for several days, day seen in ED C/O neck stiffness, areas of ecchymosis of arm, leg and breast.  PE: decrease to
pinprick sensation distally hands and feet.

Symptom Text:

Nuva RingOther Meds:
Lab Data:

History:
NonePrex Illness:

Positive-Elec. Test- 11/13/07-records received- Labs: Potassium 3.3, phosphorus 2.3, eosinphils 7.3, sed rate 34, blood culture, urine culutre, spinal fluid
culture no growth. EBNA IgG 7.36, EBV IgG 4.75, C-RP 5.8. CT paranasal sinuses: ch
None 11/13/07-records received-PMH: polycystic ovarian disease, hypertension, hyperlipidemia.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

274236-2 (S)

14-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arrhythmia, Ecchymosis, Epistaxis, Hypoaesthesia, Musculoskeletal stiffness, Paraesthesia, Polyneuropathy, Pyrexia

 ER VISIT, HOSPITALIZED, SERIOUS

Related reports:   274236-1

Other Vaccine
11-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1425F 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 1133
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Mar-2007
Vaccine Date

Unknown
Onset Date Days

19-Mar-2007
Status Date

CA
State Mfr Report Id

Left should still in pain one week after injection. No swelling, no redness. Seen by doctor today for follow up. Unable to lift arm completely.Symptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

274243-1

19-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injected limb mobility decreased, Musculoskeletal pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1161F 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 1134
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Mar-2007
Vaccine Date

07-Mar-2007
Onset Date

0
Days

19-Mar-2007
Status Date

NY
State Mfr Report Id

Pt called on-call doctor, complaining of tingling in her fingers, pressure in her throat, pale and jittery. He instructed her to go to Emergency room. Pt did not go.
When we reached her she said she felt fine by the next morning.

Symptom Text:

Other Meds:
Lab Data:
History:

NONEPrex Illness:

Allergy to Sulfa and Amoxicillin

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

274245-1

19-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Feeling jittery, Pallor, Paraesthesia, Throat irritation

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0188UU 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 1135
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Mar-2007
Vaccine Date

11-Mar-2007
Onset Date

4
Days

21-Mar-2007
Status Date

MA
State Mfr Report Id

About 3rd day after receiving HPV #2 got up at night (early AM) and was looking in mirror trying to adjust nose ring-became frustrated at fit and put swollen ring
back in. On way back to bed, felt numbness and tingling in legs, then "blacked out" few minutes as friend woke her up-felt tired all day.  Later afternoon, took
shower and went up to room didn't "feel right" and had tingling and numbness of legs and arms for 5-10 minutes-resolved.

Symptom Text:

Other Meds:
Lab Data:
History:

NONEPrex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

274256-1

21-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Fatigue, Feeling abnormal, Hypoaesthesia, Loss of consciousness, Paraesthesia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0188U 1 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 1136
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Mar-2007
Vaccine Date

16-Mar-2007
Onset Date

0
Days

20-Mar-2007
Status Date

ND
State Mfr Report Id

Approx 20 min after vaccine pt felt dizzy, weak and blacked out. Caught by mother before falling to ground. Also felt hot. Taken home (was at grocery store).
Felt slightly weak and then at 9 pm that night felt very cold and weak at 9pm. No rxn at injection site.

Symptom Text:

Ortho Lo birth controlOther Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

274273-1

21-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Dizziness, Feeling cold, Feeling hot, Loss of consciousness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1161F 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 1137
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Jan-2007
Vaccine Date

19-Jan-2007
Onset Date

4
Days

21-Mar-2007
Status Date

CA
State

WAES0702USA02914
Mfr Report Id

Information has been received from a physician concerning a 16 year old female patient who on 15-JAN-2007 was vaccinated with her first dose of Gardasil.
On 19-JAN-2007 the patient developed red and swollen arm in the injection area. The physician advised patient to take Tylenol. On 22-JAN-2007 the patient
reported that her tonsils were swollen. She felt really tired and that her leg was hurting and she could not put weight on it. The patient's outcome was unknown.
Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

274276-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Fatigue, Injection site erythema, Injection site swelling, Pain in extremity, Tonsillar hypertrophy

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1138
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Feb-2007
Vaccine Date

02-Feb-2007
Onset Date

0
Days

21-Mar-2007
Status Date

FL
State

WAES0702USA02941
Mfr Report Id

Information has been received from a nurse concerning a 25 year old female who on 02-FEB-2007 was vaccinated IM with a first 0.5 ml dose of Gardasil (lot
#655503/012U). Concomitant therapy included Depo-Provera. Illness at the time of vaccination included flu-like symptoms. Immediately after vaccination, the
patient had syncope and passed out for approximately one minute. It was also noted that her eating was sporatic. The patient has not passed out with previous
injections in the past. The physician did not believe the injection cause the syncope. Unspecified medical attention was sought. On 02-FEB-2007, the patient
recovered. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

Depo-ProveraOther Meds:
Lab Data:
History:

Flu SymptomsPrex Illness:

UNK
Immunisation

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

274277-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Eating disorder, Loss of consciousness, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0012U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1139
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Feb-2007
Vaccine Date

12-Feb-2007
Onset Date

0
Days

21-Mar-2007
Status Date

MO
State

WAES0702USA02968
Mfr Report Id

Information has been received from a health professional concerning a 15 year old female with no medical history, who on 12-FEB-2007 at 15:30 was
vaccinated IM with a second dose of Gardasil (lot# 653978/0955F). Concomitant therapy included ORTHO TRI-CYCLEN LO, BENADRYL and TYLENOL
EXTRA STRENGTH. Illness at the time of vaccination included bronchitis. It was noted that the patient may have not eaten all day. "At the patient's request she
received the vaccination in her glut." After 2 to 3 minutes, the patient felt sick and began to hyperventilate. The patient's blood pressure went up and down and
she complained of a left-sided headache. The patient was diagnosed with a migraine. It was noted that the patient was sent to the emergency room. A "CT of
her head" was performed. At the time of this report, the patient's outcome was unknown. No product quality complaint was involved. Additional information has
been requested.

Symptom Text:

ORTHO TRI-CYCLEN LO, BENADRYL, TYLENOL EXTRA STRENGTHOther Meds:
Lab Data:
History:

BronchitisPrex Illness:

head computed axial -
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

274278-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure fluctuation, Drug administered at inappropriate site, Headache, Hyperventilation, Malaise, Migraine

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0955F 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1140
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Mar-2007
Status Date

CA
State

WAES0702USA02972
Mfr Report Id

Information has been received from a physician concerning a female (age unknown) who on an unspecified date was vaccinated with a 0.5 ml dose of Gardasil.
Subsequently, on an unspecified date, the patient passed out. The patient sought unspecified medical attention. subsequently, the patient recovered. No
product quality complaint was involved. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

274279-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1141
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Mar-2007
Status Date

SC
State

WAES0702USA03073
Mfr Report Id

Information has been received from a physician concerning a patient who was vaccinated with Gardasil (conflictingly reported oral route). Reportedly. the
patient passed out. At the time of the report, it was unknown if the patient recovered.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

274280-1

03-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1142
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
15-Feb-2007
Vaccine Date

Unknown
Onset Date Days

21-Mar-2007
Status Date

DC
State

WAES0702USA03090
Mfr Report Id

Information has been received from a physician concerning a patient who on 15-FEB-2007 was vaccinated, intramuscularly, into the deltoid muscle with the first
0.5 ml dose of Gardasil (lot not reported). It was reported that during the administration of the first dose there was some leaking of the vaccine at the injection
site. The patient was not able to receive the complete dose. No adverse experience related to this event. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

274281-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Incorrect dose administered, Injection site extravasation, No adverse effect, Underdose

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1143
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Mar-2007
Status Date

--
State

WAES0702USA03112
Mfr Report Id

Information has been received from a physician's assistant concerning a female (age not reported) who on an unspecified date was vaccinated with first dose
of Gardasil (lot # not reported) IM. The patient reported feeling nauseous in between the first and second dose of vaccine. Medical attention was not sought.
The outcome of the nausea was not reported. No additional information was provided at the time of reporting. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

274282-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1144
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Mar-2007
Status Date

--
State

WAES0702USA03117
Mfr Report Id

Information has been received from a family nurse practitioner (FNP), the consumer, a mid thirties year old female who on an unspecified date was vaccinated
with first dose of Gardasil (lot # not reported). Subsequently, the patient experienced stinging after the vaccination. The patient also reported that her arm was
sore and stung more after the second and third vaccination with Gardasil. The patient sought medical attention. At the time of reporting, the patient had
recovered. No other information was available at the time of reporting. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
35.0

274283-1

03-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pain, Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1145
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Jan-2007
Vaccine Date

Unknown
Onset Date Days

21-Mar-2007
Status Date

--
State

WAES0702USA03124
Mfr Report Id

Information has been received from a nurse concerning a 17 year old female patient with pertinent medical history and drug reactions/allergies reported as
unspecified on 23-JAN-2007 was vaccinated with Gardasil (lot # not reported) injection. On an unspecified date, the patient went to the hospital with a sore
throat and a fever of 100 degrees. After receiving the Gardasil injection, her temperature went to 104.8 degrees on 23-JAN-2007. The physician administered
antibiotics for her sore throat. The outcome of the events was unspecified. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

temperature measurement 01/23/07 100, temperature measurement 01/23/07 104.8
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

274284-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pharyngolaryngeal pain, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1146
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jan-2007
Vaccine Date

01-Jan-2007
Onset Date

0
Days

21-Mar-2007
Status Date

MA
State

WAES0702USA03141
Mfr Report Id

Information has been received from a nurse practitioner concerning a 13 year old female who in January 2007, was vaccinated with Gardasil. In January 2007,
the patient developed arthritic symptoms. The patient had developed achy knees and wrists. There was no redness on the knees and the wrists but were sore.
It was reported that ibuprofen was little help in relieving the pain. The nurse practitioner reported that she would ask for lab work to be done for rheumatoid
arthritis and a sedimentation rate. The patient sought unspecified medical attention. At the time of this report, the patient had not recovered from the events.
Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

274285-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1147
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Mar-2007
Status Date

PA
State

WAES0702USA03145
Mfr Report Id

Information has been received from a physician concerning a female "between 12-14 years" old who on an unspecified date was vaccinated with Gardasil. That
same day, concomitant suspect therapy included Varivax. On an unspecified date, eight days after administration, the patient developed a chicken pox rash.
The patient sought unspecified medical attention. At the time of this report, the patient had recovered from the event (date unknown). Additional information has
been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

274286-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Varicella

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Jan-2007
Vaccine Date

25-Jan-2007
Onset Date

0
Days

21-Mar-2007
Status Date

NY
State

WAES0702USA03151
Mfr Report Id

Information has been received from a physician concerning a female who on approximately 25-JAN-2007 was vaccinated with a 0.5 ml dose of Gardasil. On
approximately 25-JAN-2007 the patient experienced "delayed mensis." Unspecified medical attention was sought. At the time of the report, the patient's
outcome was unknown. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

274287-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Menstruation delayed

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Dec-2006
Vaccine Date

15-Dec-2006
Onset Date

0
Days

21-Mar-2007
Status Date

MN
State

WAES0702USA03157
Mfr Report Id

Information has been received from a registered nurse concerning a female who on approximately 15-DEC-2006 was vaccinated with a 0.5 ml dose of Gardasil.
On approximately 15-DEC-2006 the patient developed high fever, dizziness and "several adverse events." Unspecified medical attention was sought. At the
time of the report, the patient was recovering and the physician discontinued further series of Gardasil. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

274288-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Adverse event, Dizziness, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1150
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Mar-2007
Status Date

--
State

WAES0702USA03177
Mfr Report Id

Information has been received from a female patient who was vaccinated with her first Gardasil and developed a rash on her thigh, hip and stomach. After
receiving second dose of Gardasil the patient developed hives and a rash. The patient's outcome was unknown. No further information is available.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

274289-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1151
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Jan-2007
Vaccine Date

16-Jan-2007
Onset Date

0
Days

21-Mar-2007
Status Date

NJ
State

WAES0702USA03295
Mfr Report Id

Information has been received from a licensed practical nurse concerning a 16 year old female student with no pertinent medical history who on 16-Jan-2007,
at 14:45, was vaccinated, into the left deltoid, with a first dose of Gardasil (lot #655619/1427F) concomitantly with a first dose of Havrix (lot AHAVB143BA) in
the left arm and a first dose of Menactra (lot U1968AA) into the right deltoid. On 16-Jan-2007, at 14:45, while sittings on table, the patient complained of severe
pain in the left arm. As the patient was complaining, she fell forward, and the licensed practical nurse laid her down. The patient's eyes were fixed staring at the
ceiling and her body started jerking wildly and thrashing. The patient went from jerking and trashing to "jumping up and asking what happened." The patient
was guided back to the table and her body started jerking and thrashing with her eyes fixed on the ceiling and non-reactive. Subsequently, the patient came to
diaphoretic. In January 2007, the patient recovered. No further information is available.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

UNK
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

274290-1

26-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dyskinesia, Fall, Hyperhidrosis, Pain in extremity, Staring

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
13-Mar-2007

Received Date

Prex Vax Illns:

MNQ
HEPA

HPV4

AVENTIS PASTEUR
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

U1968AA
AHAVB143BA

1427F

0
0

0

Right arm
Left arm

Left arm

Unknown
Unknown

Unknown



10 JUN 2008 06:27Report run on: Page 1152
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Mar-2007
Status Date

OK
State

WAES0702USA03416
Mfr Report Id

Information has been received from a physician concerning a female patient who was vaccinated with a first dose of Gardasil. Subsequently, the patient
experienced her first menstrual cycle which was extremely heavy. Unspecified medical attention was sought. At the time of this report, the patient's outcome
was unknown. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

274291-1

21-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Menstrual disorder

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1153
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Mar-2007
Status Date

CA
State

WAES0702USA03417
Mfr Report Id

Information had been received from a physician concerning a female (age unknown) who on an unspecified date was vaccinated with a 0.5 ml dose of Gardasil.
Subsequently, on an unspecified date, the patient passed out. The patient sought unspecified medical attention. Subsequently, the patient recovered.
Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

274292-1

10-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Feb-2007
Vaccine Date

10-Feb-2007
Onset Date

0
Days

21-Mar-2007
Status Date

MI
State

WAES0702USA03422
Mfr Report Id

Information has been received from a consumer's mother and physician concerning a 16 year old female with a MOTRIN allergy, and no medical history who
on 10-FEB-2007 was vaccinated IM with a first 0.5 ml dose of Gardasil. There was no concomitant medication. On 10-FEB-2007 (consumer's mother reports as
12-FEB-2007), the patient experienced "heart racing, nausea, dizziness, temp of 99.7 (consumer's mother reported as 101 deg F), cramps, vomiting, bad
headache and diarrhea." The patient's mother reported that the patient "had been out of school all week and was not feeling well." She also stated that "there
was a follow up visit with the physician who associated the experience with the vaccine and she was given a medicine for the nausea and cramps." At the time
of this report, the patient had not recovered according to the consumer's mother. The physician reported that on 17-FEB-2007 the patient recovered from
diarrhea, nausea, vomiting, cramping and low grade fever. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:

Drug HypersensitivityPrex Illness:

body temp 02/10/07 99.7 degF - fever

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

274293-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Body temperature increased, Diarrhoea, Dizziness, Headache, Muscle spasms, Nausea, Pyrexia, Tachycardia, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Feb-2007
Vaccine Date

12-Feb-2007
Onset Date

0
Days

21-Mar-2007
Status Date

CA
State

WAES0702USA03444
Mfr Report Id

Information has been received from a physician concerning a 12 year female who on approximately 12-FEB-2007 was vaccinated intramuscularly with a dose
of Gardasil. On approximately 12-FEB-2006 the patient fainted after the administration of Gardasil. Unspecified medical attention was sought. At the time of the
report, the patient's outcome was unknown. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

274294-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Oct-2006
Vaccine Date

22-Oct-2006
Onset Date

2
Days

21-Mar-2007
Status Date

CO
State

WAES0702USA03446
Mfr Report Id

Information has been received from a physician concerning a 23 year old female with sulfonamide allergy and no pertinent medical history who on 20-OCT-
2006 was vaccinated with Gardasil. Concomitant therapy included YASMIN. On 22-OCT-2006, 48 hours after receiving the immunization, the patient developed
itching without a visible rash. The patient sought unspecified medical attention. No laboratory tests were performed. The itching persisted for 3 weeks. At the
time of reporting, the patient had recovered from the itching on approximately 10-NOV-2006. No other information was available at the time of reporting.
Additional information has been requested.

Symptom Text:

YASMINOther Meds:
Lab Data:
History:

Sulfonamide allergyPrex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

274295-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0637F Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Feb-2007
Vaccine Date

09-Feb-2007
Onset Date

0
Days

21-Mar-2007
Status Date

--
State

WAES0702USA03462
Mfr Report Id

Information has been received from a nurse practitioner concerning a 15 year old female with no pertinent medical history and no history of drug
reactions/allergies who on 09-FEB-2007 was vaccinated with first dose of Gardasil (lot # 655617/1447F) 0.5 ml injection. There was no concomitant
medication. On 09-FEB-2007, the patient experienced swelling, tenderness, and redness in the injection site after receiving her first Gardasil dose. The patient
sought medical attention. The next morning, the clinic administered 50 mg of BENADRYL and "it went back to normal". The nurse practitioner did not mention if
it was because of the diphenhydramine. Subsequently, the patient recovered. They plan to give the second shot. Additional information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

274296-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site pain, Injection site swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1447F 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1158
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Mar-2007
Status Date

--
State

WAES0702USA03468
Mfr Report Id

Information has been received from a registered nurse concerning a female patient between the ages of 11 to 13 who within the last 3 months was vaccinated
IM with a 0.5 mL dose of Gardasil. Subsequently the patient experienced dizziness to the point of losing consciousness. The event lasted for a matter of
seconds. The patient was well enough to leave in a few minutes. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

274297-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Loss of consciousness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Feb-2007
Vaccine Date

06-Feb-2007
Onset Date

4
Days

21-Mar-2007
Status Date

CA
State

WAES0702USA03493
Mfr Report Id

Information has been received from a nurse via a company representative concerning a 26 year old female with a history of warts from childhood who on 02-
FEB-2007 was vaccinated with a first 0.5 mL dose of Gardasil. Concomitant therapy included hormonal contraceptives (unspecified). It was reported by the
nurse that the patient informed the clinic that she had a breakout of warts in her forearm 4 days after vaccination, on 06-FEB-2007. At the time of the report, it
was unknown if the patient had recovered. The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

NONE
Wart

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

274298-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Skin papilloma

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1160
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Mar-2007
Status Date

--
State

WAES0702USA03496
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with Gardasil (yeast). Subsequently the patient experience rash on
back. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

NONE
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

274299-1

05-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1161
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Jan-2007
Vaccine Date

31-Jan-2007
Onset Date

0
Days

21-Mar-2007
Status Date

TX
State

WAES0702USA03500
Mfr Report Id

Information has been received from a physician concerning a 16 year old female with schizophrenia. On 31-JAN-2007, the patient was vaccinated with the first
dose of Gardasil. Concomitant therapy included LEXAPRO and ABILIFY. On 31-JAN-2007, the patient's schizophrenia symptoms became worse. The patient
sought unspecified medical attention. At the time of this report, the patient had recovered from the event (date unknown). Additional information has been
requested.

Symptom Text:

Abilify, LexaproOther Meds:
Lab Data:
History:

SchizophreniaPrex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

274300-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Condition aggravated, Schizophrenia

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Feb-2007
Vaccine Date

19-Feb-2007
Onset Date

0
Days

21-Mar-2007
Status Date

MI
State

WAES0702USA03530
Mfr Report Id

Information has been received from a nurse concerning a 20 year old female who on 19-FEB-2007 was vaccinated IM with a dose of Gardasil (Lot #
654741/0013U). On 19-FEB-2007, the patient fainted after receiving the Gardasil injection. The patient was known by the provider to be squeamish with
injections. After the fainting episode, the patient was observed for a brief period of the time and then was discharged from the physician's office. On 19-FEB-
2007, the patient recovered. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

274301-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0013U Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jan-2007
Vaccine Date

18-Jan-2007
Onset Date

0
Days

21-Mar-2007
Status Date

WI
State

WAES0702USA03560
Mfr Report Id

Information has been received from a registered nurse concerning a 12 year old female who on 18-JAN-2007 was vaccinated IM with a first dose of Gardasil.
No other vaccinations were administered. On approximately 18-JAN--2007, the patient experienced soreness at injection site, fatigue, musculo-skeletal pain,
and joint pain. The following laboratory tests were performed on the patient: complete blood cell (CBC) count; erythrocyte sedimentation rate (sed rate);
rheumatoid factor (RF); antinuclear antibodies test (ANA); creatine kinase (CPK); "strep test"; influenza A and B; Lyme disease enzyme-linked immunosorbent
assay. All lat test results were reported as normal. The patient was not prescribed any treatment. By 20-FEB-2007, the patient was fully recovered. Additional
information is not expected.

Symptom Text:

UNKOther Meds:
Lab Data:

History:
Prex Illness:

diagnostic microbiology 01/18?/07 - normal strep test, Lyme disease assay 01/18?/07 - normal, serum creatine kinase 01/18?/07 - normal, serum influenza B
virus 01/18?/07 - normal, serum rheumatoid factor 01/18?/07 - normal, serum influenza
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

274302-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Fatigue, Injection site pain, Musculoskeletal pain

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Feb-2007
Vaccine Date

14-Feb-2007
Onset Date

2
Days

21-Mar-2007
Status Date

--
State

WAES0702USA03567
Mfr Report Id

Information has been received from a 24 year old female consumer with a history of prednisone reaction unspecified, and a history of papilloma viral infection,
knee surgery 6 weeks for unspecified condition who on 12-FEB-2007 was vaccinated with Gardasil (lot # not reported) injection. Concomitant therapy ORTHO
TRI-CYCLEN LO. On 14-FEB-2007, the patient experienced legs (from mid thigh to mid calf) felt creepy-crawling, uncomfortable especially when laying down,
they don't feel like my legs after receiving the injection. The patient also reported that her arm was very sore for about 3 days after receiving the injection but
that went away. At the time of reporting the creepy-crawling feeling, and limb discomfort persisted. No further information was provided at the time of reporting.
Additional information has been requested.

Symptom Text:

ORTHO TRI-CYCLEN LOOther Meds:
Lab Data:
History:

Adverse drug reactionPrex Illness:

NONE
Papilloma viral infection; Knee operation; General symptom

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

274303-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Formication, Limb discomfort, Pain in extremity, Sensory disturbance

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Mar-2007
Status Date

VA
State

WAES0702USA03585
Mfr Report Id

Information has been received from a Registered Nurse (R.N.) concerning a female patient who on an unspecified date was vaccinated IM with Gardasil and
experienced a "sore arm" after being vaccinated. Medical attention was sought. The patient was reported as recovered. Additional information has been
requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

274304-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Mar-2007
Status Date

--
State

WAES0702USA03595
Mfr Report Id

Information has been received from a nurse via a company representative concerning a female (age not reported) with an allergy to bakers yeast and on a
gluten free diet who, on an unspecified date, was vaccinated with a second dose of Gardasil and passed out (dates not reported). It was reported that the
patient received the first dose with "no problem". At the time of the report, recovery status of the patient was unspecified. Additional information has been
requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:

Gluten free diet; HypersensitivityPrex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

274305-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Mar-2007
Status Date

--
State

WAES0702USA03602
Mfr Report Id

Information has been received from a registered nurse concerning a female patient who was vaccinated with a Gardasil. Subsequently the patient developed a
cold after the second and third dose. Unspecified medical attention was sought. At the time of this report, the patient's outcome was unknown. No product
quality complaint was involved. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

274306-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Nasopharyngitis

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Mar-2007
Status Date

MO
State

WAES0702USA03609
Mfr Report Id

Information has been received from a nurse concerning a female patient who was vaccinated with a second dose of Gardasil. The patient was vaccinated in the
"glut" per the patient's request. Subsequently the patient felt dizzy and nauseous. It was noted that the patient may have not eaten all day. Subsequently, the
patient recovered. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

274307-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Drug administered at inappropriate site, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Mar-2007
Status Date

PA
State

WAES0702USA03636
Mfr Report Id

Information has been received from a physician via a company representative, concerning a female patient who was vaccinated with either a first dose or
second dose of Gardasil. Subsequently the patient experienced nausea after vaccination. The patient recovered within a day. The patient sought unspecified
medical attention. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

274308-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Mar-2007
Status Date

PA
State

WAES0702USA03637
Mfr Report Id

Information has been received from a physician via a company representative, concerning a female patient who was vaccinated with either a first dose or
second dose of Gardasil. Subsequently the patient experienced nausea after vaccination. The patient recovered within a day. The patient sought unspecified
medical attention. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

274309-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1171
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Mar-2007
Status Date

PA
State

WAES0702USA03638
Mfr Report Id

Information has been received from a physician via a company representative, concerning a female patient who was vaccinated with either a first or second
dose of Gardasil. Subsequently the patient experienced nausea after vaccination. The patient recovered within a day. The patient sought unspecified medical
attention. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

274310-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1172
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Mar-2007
Status Date

--
State

WAES0702USA03690
Mfr Report Id

Information has been received from a health professional concerning a 25 year old female who was vaccinated with Gardasil. Subsequently the patient
experienced injection site pain and the site was bruised. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

274311-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site bruising, Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1173
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Mar-2007
Status Date

--
State

WAES0702USA03691
Mfr Report Id

Information has been received from a health professional concerning an 18 year  old female who was vaccinated with Gardasil. Subsequently, the patient
experienced injection site pain. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

274312-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1174
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Feb-2007
Vaccine Date

25-Jan-2007
Onset Date

-7
Days

21-Mar-2007
Status Date

MO
State

WAES0702USA03693
Mfr Report Id

Information has been received from a nurse practitioner through the pregnancy registry concerning a 19 year old female with asthma and genital warts and a
history of migraines, miscarriage at 4 months of pregnancy and high blood pressure who on 01-FEB-2007 was vaccinated with the first dose of Gardasil (lot #
654741/0013U). Concomitant therapy included ADVAIR and trichloroacetic acid. On 25-JAN-2007 the patient was noted to be pregnant (last menstrual period
was on 03-JAN-2007). On 03-FEB-2007 the patient was treated with 500 mg of CIPRO for gonorrhea. At the time of this report, the outcome of the events was
unknown. No further details were provided. Additional information has been requested.

Symptom Text:

albuterol, ADVAIR, trichloroacetic acid 80 %Other Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 1/3/2007), Asthma; Genital wartPrex Illness:

UNK
Migraines; Miscarriage; Blood pressure high

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

274313-1

03-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Gonorrhoea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0013U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1175
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Mar-2007
Status Date

FL
State

WAES0702USA03704
Mfr Report Id

Information has been received from a female consumer (age unknown) who, on an unspecified date, was vaccinated intramuscularly with a second dose of
Gardasil. Subsequently, on an unknown date, the patient experienced nausea and dizziness after receiving the second dose of vaccine which was
administered with a regular needle. Symptoms subsided after 15-20 minutes. The reporting physician stated that the patient was not affected by the first dose
of vaccine which was administered with a safety syringe. The patient sought unspecified medical attention. Subsequently, the patient recovered from nausea
and dizziness. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

274314-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1176
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Feb-2007
Vaccine Date

19-Feb-2007
Onset Date

0
Days

21-Mar-2007
Status Date

NY
State

WAES0702USA03724
Mfr Report Id

Information has been received from a physician, via a company representative, concerning a 15 year old female patient who on 19-FEB-2007 was vaccinated
with the first dose of Gardasil. On 19-FEB-2007 ("last night"), the patient experienced nausea, began vomiting, fainted for couple of seconds, and developed a
fever of 100.7 degrees 12 hours after getting Gardasil. Subsequently, the patient recovered. The patient sought unspecified medical attention. Additional
information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

Body temp 02/19/07 100.7 deg.
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

274315-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Nausea, Pyrexia, Syncope, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1177
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Feb-2007
Vaccine Date

01-Feb-2007
Onset Date

0
Days

21-Mar-2007
Status Date

MD
State

WAES0702USA03735
Mfr Report Id

Information has been received from a physician, via a company representative, concerning a 15 year old female patient who was vaccinated "during the last
couple of weeks" (February 2007), with the first dose of Gardasil. Concomitant suspect therapy included other vaccines (therapy unspecified) that were
administered at the visit. The physician reported that the patient "fainted after getting Gardasil and several other vaccines were administered at the same visit.
Subsequently, the patient recovered. The patient sought unspecified medical attentions. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

274316-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

UNK
HPV4

UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL 0

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 1178
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Mar-2007
Status Date

MO
State

WAES0702USA03740
Mfr Report Id

Information has been received from a physician concerning a female with papilloma viral infection who was vaccinated intramuscularly with a first dose of
Gardasil. The next day, the patient developed a high temperature of 103 degrees F. Unspecified medical attention was sought. Subsequently, the patient
recovered. The physician plans to continue the series of Gardasil. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:

Papilloma viral infectionPrex Illness:

Body temp 103 deg

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

274317-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1179
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jan-2007
Vaccine Date

Unknown
Onset Date Days

21-Mar-2007
Status Date

OH
State

WAES0702USA03751
Mfr Report Id

Information has been received from a pharmacist concerning a 12 year old female with no pertinent medical history who in approximately January 2007, was
vaccinated with a first dose of Gardasil. There was no concomitant medication. Subsequently the patient developed a lump at the injection site. It was reported
that the lump at the injection site "recently" became painful. Unspecified medical attention was sought. There were no laboratory or diagnostic tests performed.
At the time of the report, the lump and pain at the injection site persisted. Additional information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

274318-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site induration, Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1180
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Feb-2007
Vaccine Date

20-Feb-2007
Onset Date

1
Days

21-Mar-2007
Status Date

AR
State

WAES0702USA03754
Mfr Report Id

Information has been received from a physician concerning a 15 year old female with no pertinent medical history and history of drug reactions/allergies
unspecified who on 19-FEB-2007 was vaccinated with first dose of Gardasil (lot # not reported) 0.5 IM. There was no concomitant medication. On 20-FEB-
2007, the patient developed flu-like symptoms. The patient sought medical attention. The patient reported to the physician that she was experiencing a
headache, not feeling well, and all over body pain (but not pain at the injection site). At the time of reporting, the outcome was unspecified. No further
information was available at the time of reporting. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

UNK
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

274319-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Influenza like illness, Malaise, Pain

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1181
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Jan-2007
Vaccine Date

05-Jan-2007
Onset Date

0
Days

21-Mar-2007
Status Date

--
State

WAES0702USA03765
Mfr Report Id

Information has been received from a registered nurse, for the Pregnancy registry for Gardasil, concerning a 19 year old female with no known drug allergies
and no pertinent medical history who on 03-NOV-2006 was vaccinated with first dose of Gardasil (lot # not reported) 0.5 ml in the left deltoid. There was no
concomitant medication. On 05-JAN-2007, the patient was vaccinated with second dose of Gardasil (lot # not reported). The patient sought medical attention.
Her last menstrual period was on 05-DEC-2006. On 29-JAN-2007, the patient's primary physician performed a quantitative beta blood test at the physician's
office which was positive for pregnancy. Estimate date of delivery is 11-SEP-2007. On 08-FEB-2007, the patient experienced abdominal discomfort and was
sent to the hospital for an ultrasound which was positive for pregnancy. The patient was not hospitalized. At the time of reporting, the patient no longer had
abdominal discomfort. Additional information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

Ultrasound 02/08/2007 positive for Pregnancy, serum beta-human 01/29/07 positive for pregnancy
Serum Beta Human 01/29/07 positive for pregnancy.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

274320-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal discomfort, Drug exposure during pregnancy, Pregnancy test positive

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1182
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Mar-2007
Status Date

OH
State

WAES0702USA03771
Mfr Report Id

Information has been received from a physician concerning a female who on an unspecified date, was vaccinated intramuscularly with a first dose of Gardasil.
Subsequently the patient experienced a rash and redness around at the injection site. Subsequently, the patient recovered. Additional information has been
requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

274321-1

21-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1183
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Feb-2007
Vaccine Date

17-Feb-2007
Onset Date

1
Days

21-Mar-2007
Status Date

--
State

WAES0702USA03784
Mfr Report Id

Information has been received from a 21 year old female consumer with pertinent medical history reported as unspecified who on 16-FEB-2007 was vaccinated
with the second dose of Gardasil. Concomitant therapy included Yasmin and Amitiza. On 17-FEB-2007, the patient experienced dizziness, menstrual cramping
and she felt extremely tired and heavily medicated since she was administered Gardasil on 16-FEB-2007. The patient sought unspecified medical attention.
The patient advised that her symptoms were becoming worse and have not improved. Additional information has been requested.

Symptom Text:

Yasmin, AmitizaOther Meds:
Lab Data:
History:
Prex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

274322-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Dysmenorrhoea, Fatigue, Somnolence

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1184
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Mar-2007
Status Date

--
State

WAES0702USA03792
Mfr Report Id

Information has been received from a nurse concerning a female (age not reported) who on an unspecified date was vaccinated with the first dose of Gardasil,
0.5ml, IM. The nurse reported that the patient received four other vaccinations that same day but the names of the vaccines were unknown and the Gardasil
was given first. Subsequently on an unspecified date, the patient experienced dizziness shortly after administration of the Gardasil. The patient became dizzy,
she was laid down, given a drink of juice and was able to get up and leave a few minutes later. Subsequently, the patient recovered from dizziness. Additional
information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

274323-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

UNK
HPV4

UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL 0

Unknown
Unknown

Unknown
Intramuscular



10 JUN 2008 06:27Report run on: Page 1185
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Mar-2007
Status Date

TX
State

WAES0702USA03799
Mfr Report Id

Information has been received from a physician concerning a female patient who was vaccinated with her first dose of Gardasil and one day later developed
hives and itchiness through out her body. Unspecified medical attention was sought. Her outcome was unknown. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

274324-1

21-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus generalised, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1186
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Feb-2007
Vaccine Date

09-Feb-2007
Onset Date

0
Days

21-Mar-2007
Status Date

CA
State

WAES0702USA03827
Mfr Report Id

Information has been received from an RN concerning a 21 year old white female student who on 09 Feb 2007 at 11:00 a.m. was vaccinated with her first dose
of Gardasil. After giving the injection, the nurse reported that the patient "passed out less then 2 seconds. Patient got extremely almost like a seizure less than
1 second." The patient never lost breathing and came back pale. She was left lying down for 20 minutes, and was discharged well. It was reported that no
medical attention was required. No further information is available.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

274325-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness, Muscle rigidity, Pallor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1208F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1187
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Jan-2007
Vaccine Date

12-Jan-2007
Onset Date

0
Days

21-Mar-2007
Status Date

CA
State

WAES0702USA03834
Mfr Report Id

Information has been received from a health professional concerning a 19 year old white female waitress who on 12 Jan 2007 was vaccinated IM in left deltoid
with her second dose of Gardasil and got dizzy, was sweating and nauseated. Her outcome was unknown. There were no concomitant medications; and no
adverse events following prior vaccination. No further information is available.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

274326-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Hyperhidrosis, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1427F 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1188
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
26-Oct-2006
Onset Date Days

21-Mar-2007
Status Date

CA
State

WAES0702USA03840
Mfr Report Id

Information has been received from a health professional concerning a 25 year old Hispanic female engineer with no known drug allergies who, on an
unspecified date, was vaccinated in the left gluteal muscle with a first dose of Gardasil. There was no concomitant medication. On 26 Oct 2006 the patient
became flush, experienced vomiting and nausea. There was no illness at the time of vaccination. It was reported that the patient recovered the same day, 26
Oct 2006. Additional information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

274327-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug administered at inappropriate site, Flushing, Nausea, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0688F 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1189
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Dec-2006
Vaccine Date

04-Dec-2006
Onset Date

0
Days

20-Mar-2007
Status Date

CA
State

WAES0702USA03841
Mfr Report Id

Information has been received from a health professional concerning a 17 year old female who on 04-DEC-2006 in the PM was vaccinated with a second dose
of Gardasil (lot # 653735/0688F), in the left deltoid. There was no concomitant therapy. On 04-DEC-2006 the patient experienced "pain, hot, sweating, dizzy,
nauseated." On 14-SEP-2006 the patient was vaccinated with a first dose of Gardasil (yeast). Additional information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

274328-1

23-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Feeling hot, Hyperhidrosis, Nausea, Pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0688F 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1190
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Dec-2006
Vaccine Date

01-Jan-2007
Onset Date

26
Days

21-Mar-2007
Status Date

CA
State

WAES0702USA03842
Mfr Report Id

Information has been received from a health professional concerning a 22 year old female with allergy to CECLOR who on 06-DEC-2006 was vaccinated with a
second dose of Gardasil (lot #655619/1427F), in the left deltoid. There was no concomitant medication. on 01-JAN-2007 the patient experienced "faint, sweaty,
flushed, nauseated and pain (site). Additional information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:

Allergic reaction to antibiotics.Prex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

274329-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Flushing, Hyperhidrosis, Injection site pain, Nausea, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1427F 1 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 1191
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Feb-2007
Vaccine Date

01-Mar-2007
Onset Date

1
Days

20-Mar-2007
Status Date

LA
State Mfr Report Id

The next day after recieving Gardasil and Menactra vaccines pt began to have fever and vomiting as well as headache. On the second day after vaccination
she began to experience right hand tremor and left foot numbness. 03/20/07-records received from facility for DOS 3/6-3/9/07. DC DX: Mild Guillain Barre
Syndrome status post intravenous immune globulin. Developed subjective fever and feeling ill as well as vomiting. Started having numbness of left foot shaking
of right hand and headache. C/O initial chest pain with cough.Suspected Guillain Barre and treatment included immune globulin.  Neuro consult plan included
IVIG. PE:WNL except for not able to dorsiflex or plantar flex at all as well as limitation although some movement of toes with active motion. Did not elicit ankle
jerk at the left. Toes were downgoing on Babinski. Gait slightly unsteady

Symptom Text:

Icar, AdvairOther Meds:
Lab Data:

History:
nonePrex Illness:

CBC-wnl, Chest x-ray-wnl, glucose-wnl, urine-wnl,  spinal fluid- wnl, MS eval-wnl records received 3/20/07-CSF did not show elevated protein level.
CXR:normal EKG normal.
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

274336-1 (S)

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chest pain, Cough, Extensor plantar response, Gait disturbance, Guillain-Barre syndrome, Headache, Hypoaesthesia, Hypokinesia, Hyporeflexia, Malaise,
Pyrexia, Tremor, Vomiting

 ER VISIT, HOSPITALIZED, SERIOUS

Related reports:   274336-2;  274336-3

Other Vaccine
19-Mar-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

AVENTIS PASTEUR
MERCK & CO. INC.

U2136AA
0960F

0
0

Left arm
Left arm

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Feb-2007
Vaccine Date

05-Mar-2007
Onset Date

5
Days

28-Mar-2007
Status Date

LA
State

200700967
Mfr Report Id

Initial report received on 28 March 2007 from an other manufacturer, reference number WAES 0703USA03222. The initial reporter to the other manufacturer
was a health care professional. This is a verbatim copy of the report from the other manufacturer. "Information has been received from a Nurse Practitioner
concerning a 15 year old female patient with asthma who on 28-FEB-2007 was vaccinated with a dose of Gardasil, lot # 654535/0960F. Concomitant suspect
therapy included MENACTRA, administered on the same day. Other concomitant therapy included ADVAIR. ON 05-Mar-2007 the patient was diagnosed with
Guillain-Barre syndrome. Her outcome was not reported. The reporter felt that Guillain-Barre syndrome was a result of MENACTRA, and not Gardasil. Upon
internal review, Guillain-Barre syndrome was considered to be an other important medical event. Additional information has been requested." The information
received included a VAERS ID #. This case is being evaluated by CISA (Clinical immunization Safety Assessment network) and has not yet been confirmed.

Symptom Text:

ADVAIROther Meds:
Lab Data:
History:
Prex Illness:

Asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

274336-2

06-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Guillain-Barre syndrome

 ER VISIT, NOT SERIOUS

Related reports:   274336-1;  274336-3

Other Vaccine
27-Mar-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

AVENTIS PASTEUR
MERCK & CO. INC.

NULL
0960F

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 1193
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Feb-2007
Vaccine Date

05-Mar-2007
Onset Date

5
Days

28-Mar-2007
Status Date

LA
State

WAES0703USA03222
Mfr Report Id

Information has been received from a Nurse Practitioner concerning a 15 year old female patient with asthma who on 28-FEB-2007 was vaccinated with a dose
of Gardasil, lot #654535/0960F. Concomitant suspect therapy included Menactra, administered on the same day. Other concomitant therapy included Advair.
On 05-MAR-2007 the patient was diagnosed with Guillain-Barre syndrome. Her outcome was not reported. The reporter felt that Guillain Barre syndrome was a
result of Menactra, and not Gardasil. Upon internal review, Guillain-Barre syndrome was considered to be an other important medical event. Additional
information has been requested.

Symptom Text:

AdvairOther Meds:
Lab Data:
History:

AsthmaPrex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

274336-3

05-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Guillain-Barre syndrome

 ER VISIT, NOT SERIOUS

Related reports:   274336-1;  274336-2

Other Vaccine
27-Mar-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

AVENTIS PASTEUR
MERCK & CO. INC.

NULL
0960F

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 1194
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Mar-2007
Vaccine Date

16-Mar-2007
Onset Date

1
Days

20-Mar-2007
Status Date

MO
State Mfr Report Id

Patient experienced nausea and vomiting hours after receiving vaccine. Patient also went out to eat after vaccine so it is difficult to determine cause of nausea
and vomiting.

Symptom Text:

NuvaringOther Meds:
Lab Data:
History:
Prex Illness:

NKDA. Scoliosis

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

274341-1

20-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Nausea, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0244U 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 1195
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Feb-2007
Vaccine Date

01-Mar-2007
Onset Date

1
Days

21-Mar-2007
Status Date

MA
State Mfr Report Id

Three week pain in right deltoid after vaccine with Gardasil.Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

274343-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Related reports:   274343-2

Other Vaccine
20-Mar-2007

Received Date

Prex Vax Illns:

HPV4HPV4 MERCK & CO. INC. 0187U 1 Right arm Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Feb-2007
Vaccine Date

01-Mar-2007
Onset Date

1
Days

15-May-2007
Status Date

MA
State

WAES0703USA03759
Mfr Report Id

Information has been received from a physician concerning a 15 year old female who on 28-FEB-2007 was vaccinated intramuscularly in the right deltoid with
the second dose of Gardasil (Lot#656049/0187U). On 01-MAR-2007 the patient experienced injection site pain and pins and needle sensation in her right
deltoid. The patient's injection site pain and pins and needle sensation in right deltoid persisted. The physician reported that the patient did not have any
difficulties with the first dose of Gardasil, the date of the first vaccination was not reported. The patient sought unspecified medical attention. At the time of this
report the patient had not recovered from the event. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

274343-2

15-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Paraesthesia

 ER VISIT, NOT SERIOUS

Related reports:   274343-1

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0187U 1 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 1197
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Jan-2007
Vaccine Date

23-Jan-2007
Onset Date

0
Days

20-Mar-2007
Status Date

CA
State Mfr Report Id

Broke out in hives within 24 hours of receiving HPV and Flu vaccine.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

274356-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Mar-2007

Received Date

Prex Vax Illns:

HPV4
FLU

MERCK & CO. INC.
AVENTIS PASTEUR

0954F
U2176FA

0
0

Unknown
Unknown

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Mar-2007
Status Date

FL
State

WAES0703USA01318
Mfr Report Id

Initial and follow up information has been received from a Licensed Practical nurse and a physician concerning a female patient who was vaccinated with a first
dose of Gardasil. She developed hives within 2-3 hours of receiving the injection. Unspecified medical attention was sought. The patient was not recovered.
The nurse considered hives to be disabling she was not available for follow up, and when the physician was contacted, he could not provide any information
regarding why the nurse considered the event disabling. He had not been able to contact the patient. He had no further information regarding her outcome.
Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

274360-1 (S)

21-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Other Vaccine
20-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1199
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Mar-2007
Status Date

NY
State

WAES0703USA01477
Mfr Report Id

Information has been received from a physician concerning an adolescent female (demographics not provided) who on an unspecified date was vaccinated
with the first dose of Gardasil (lot # not provided). Concomitant therapy included an unspecified anti malaria medication. Subsequently, on an unspecified date "
a few days later" the patient had a seizure. It was reported by the physician that at the time "the patient has a series of tests (NOS) but no diagnosis was found.
On another unspecified date the patient received the second dose of Gardasil (lot # not provided) and sixteen days post vaccination, on an unspecified date the
patient had seizure. The patient sought unspecified medical attention. The physician reported that it was not known if additional test were completed. The
physician reported that the patient had recovered from the seizures. Upon internal medical review, the seizures were felt to be other medical events. Additional
information has been requested.

Symptom Text:

Therapy unspecifiedOther Meds:
Lab Data:
History:
Prex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

274361-1

06-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Vaccine positive rechallenge

 ER VISIT, NOT SERIOUS

Related reports:   274361-2

Other Vaccine
20-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1200
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Dec-2006
Vaccine Date

21-Dec-2006
Onset Date

10
Days

25-May-2007
Status Date

NY
State

200701736
Mfr Report Id

Initial report received on 14 May 2007 from another manufacturer, report# WAES0703USA01477. The initial reporter to this manufacturer had been a health
care professional . Verbatim from the report:"Initial and follow up information has been received from a physician concerning a 12 year old adolescent female
with a history of a developmental delay (NOS) who on 11-DEC-2006 was vaccinated intramuscularly in the right deltoid with the first dose of Gardasil (Lot#
654540/1163F). Concomitant therapy included mefloquine and Fluzone. Subsequently, on 21-DEC-2006 the patient had a seizure while at school. The seizure
was described to include both eye rolling and loss of consciousness lasting than one minute. The patient went to the emergency room where a
electroencephalography, magnetic resonance imaging and unspecified labs were completed. Results of all testing were normal/negative. On 21-DEC-2006
therapy with mefloquine was discontinued. On 19-FEB-2007 the patient received the second intramuscular vaccination of Gardasil (Lot# 655503/0012U) in the
left deltoid. It was also reported that on 07-MAR-2007 while at home at the breakfast table the patient had a second seizure which lasted less than one or two
minutes. It was reported by a physician that the patient did not have any illness at the time of vaccination and had no prior history of seizures. The physician
reported that the patient had recovered from both seizures. Upon internal medical review, the seizures were felt to be other medical events. Additional
information has been requested."

Symptom Text:

MefloquineOther Meds:
Lab Data:
History:
Prex Illness:

21/Dec/2006: EEG-normal 21/Dec/2006: MRI-normal
The patient had a history of developmental delay.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

274361-2

25-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Gaze palsy, Loss of consciousness

 ER VISIT, NOT SERIOUS

Related reports:   274361-1

Other Vaccine
24-May-2007

Received Date

Prex Vax Illns:

HPV4
FLU

MERCK & CO. INC.
SANOFI PASTEUR

1163F
NULL

0 Right arm
Unknown

Intramuscular
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Mar-2007
Vaccine Date

01-Mar-2007
Onset Date

0
Days

21-Mar-2007
Status Date

FR
State

WAES0703USA02432
Mfr Report Id

Information has been received from a gynecologist concerning a 17 year old female with a history of emotional lability and probably "stress-related"
amenorrhoea who on 01-MAR-2007 was vaccinated with the first dose of Gardasil, IM into the left arm. Concomitant medication was not reported. On 01-MAR-
2007, about 2 minutes post vaccination, the patient experienced a convulsion syncope with meningism, muscular spasm and unconsciousness. Subsequently
after about 3 minutes, the patient recovered from convulsion syncope. The patient was admitted to the hospital. Other business partner numbers included
E2007-01514. Additional information is not expected.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
Amenorrhea; Affect lability

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

274362-1 (S)

26-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness, Meningism, Muscle spasms, Syncope

 HOSPITALIZED, SERIOUS

Other Vaccine
20-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 1202
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Mar-2007
Status Date

CT
State Mfr Report Id

Pt received vaccine/Gardasil 1/15/07. One week later, developed hives which lasted one week. Pt treated with Benadryl for symptoms relief.Symptom Text:

Ortho TricyclenOther Meds:
Lab Data:
History:
Prex Illness:

Neurofibromytosis

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

274374-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1427F 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 1203
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Feb-2007
Vaccine Date

16-Feb-2007
Onset Date

7
Days

22-Mar-2007
Status Date

SC
State Mfr Report Id

Dystonic reaction treated with IV Benadryl then PO Valium in ER. Second ER visit 2/18/07 treated with Cogentin. Symptoms resolved after 12 days. 03/21/07-
records received from ER facility for services provided on 3/18 and  3/21/07-DX:Dystonic reaction.  HX: involuntary spasms, seen in ER day prior. DX at that
time dystonic reaction. treated with benadryl and valium. Had 5 doses of valium, now spasms with eyes rolling.  Current medications Lexapro.  Allergy:
Phenergan (dystonic and psychotic reaction). Neuro exam normal. Spasms observed, eye rolling. DC with cogentin. 2/21/07 seen in ER DX: dystonic
medication versus vaccine reaction. Neuro exam normal. No spasm observed. Schedule MRI.  04/11/07-records received from ER for DOS 2/16/07-placed on
Lexapro 2 weeks prior to ER visit. C/O erratic jerking moments. Upper body and shoulders. Voluntary control of arms and shoulders, legs and neck intact. HX
depression. Additional findings: Facial and left arm muscles contracting spontaneously. DX: Dystonic drug reaction. Discontinue Lexapro.

Symptom Text:

LexaproOther Meds:
Lab Data:
History:

DepressionPrex Illness:

MRI 3/2/07 WNL records received 4/11/07-Labs WNL
Depression

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

274378-1

12-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Adverse drug reaction, Dyskinesia, Dystonia, Gaze palsy

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0012U 1 Right arm Unknown



10 JUN 2008 06:27Report run on: Page 1204
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Mar-2007
Vaccine Date

13-Mar-2007
Onset Date

6
Days

22-Mar-2007
Status Date

IL
State Mfr Report Id

None Stated 04/02/07-records received from facility. Developed rash around injection site, pulse 100, felt shaky, tightness in chest and heart felt like it was
racing. Feels anxious, agitated, lightheaded. PE:WNL. DX: Anxiety disorder.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

CBC, CRP normal

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

274397-1

03-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Agitation, Anxiety, Chest discomfort, Dizziness, Heart rate increased, Injection site rash, Tremor, Unevaluable event

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0243U 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 1205
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Oct-2006
Vaccine Date

03-Oct-2006
Onset Date

0
Days

23-Mar-2007
Status Date

VA
State Mfr Report Id

Syncopal episode after dose #2 of Gardasil vaccine.Symptom Text:

Other Meds:
Lab Data:
History:

NONEPrex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

274401-1

23-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0637F 1 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Mar-2007
Vaccine Date

21-Mar-2007
Onset Date

0
Days

22-Mar-2007
Status Date

NV
State Mfr Report Id

Approximately 5 minutes after administration my child complained of nausea and dizziness, she appeared pale.  About 10 min later she vomitted.  About 15
min after administration she felt ok.

Symptom Text:

Other Meds:
Lab Data:
History:

nonePrex Illness:

none
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
9.0

274437-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Nausea, Pallor, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Mar-2007

Received Date

none~~NULL~~In Patient|none~~NULL~~In Sibling1|none~~NULL~~In Sibling2Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

NULL
NULL

1
0

Unknown
Unknown

Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Mar-2007
Vaccine Date

13-Mar-2007
Onset Date

1
Days

22-Mar-2007
Status Date

LA
State Mfr Report Id

Arm red, warm, swollen 8cmx8cm.Symptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
10.0

274457-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Oedema peripheral, Skin warm

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Mar-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

1312F
0960F

1
1

Left arm
Left arm

Subcutaneously
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Nov-2006
Vaccine Date

11-Nov-2006
Onset Date

2
Days

22-Mar-2007
Status Date

CA
State Mfr Report Id

Itchy rash on both deltoids started 2 days after immunizations received. Rash is fine and papular.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

274461-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash papular, Rash pruritic

 ER VISIT, NOT SERIOUS

Related reports:   274461-2

Other Vaccine
21-Mar-2007

Received Date

Prex Vax Illns:

TDAP
MNQ
HPV4

AVENTIS PASTEUR
AVENTIS PASTEUR
MERCK & CO. INC.

C2557AA
U1932AB
0637F

0
0
0

Left arm
Left arm

Right arm

Intramuscular
Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Nov-2006
Vaccine Date

12-Nov-2006
Onset Date

3
Days

23-May-2007
Status Date

CA
State Mfr Report Id

Broke out with hivesSymptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

274461-2

05-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Related reports:   274461-1

Other Vaccine
15-May-2007

Received Date

Prex Vax Illns:

TDAP
MNQ
HPV4

SANOFI PASTEUR
SANOFI PASTEUR
MERCK & CO. INC.

C2557AA
U1932AB
0637F

3
0

Left arm
Left arm

Right arm

Intramuscular
Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Jan-2007
Vaccine Date

10-Mar-2007
Onset Date

43
Days

22-Mar-2007
Status Date

CO
State Mfr Report Id

Patient received first dose of HPV on 1/26/07, then around 2/24/07 experienced flu symptoms which resolved. Then 3/10/07 experienced right sided facial
swelling, right eye tearing, right ear pain. Seen by MD 3/12/07 and diagnosed with Acute Otitis Media and Bell's Palsy. MRI scheduled but not completed yet.
Question related Bell's Palsy to vaccination? 05/29/07-records received-3/12/07-C/O 2 day right side facial weakness, right earache for 3 days and tender lump
under right ear for 5-6 days. Numb around right side of lips. PE: right ear with erythema and dull typanic membrane and tender ear canal on exam. Neck tender
1 inch lymph node under right ear. Right facial muscles paralysis related to 7th cranial nerve. Able to close eyes completely though right eyelid weak. DX:Otitis
media and Bell's Palsy.

Symptom Text:

Levlen OCPOther Meds:
Lab Data:
History:
Prex Illness:

Condyloma acuminatum

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

274463-1

30-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Ear pain, Facial palsy, Facial paresis, Hypoaesthesia oral, Influenza, Lacrimation increased, Lymph node pain, Lymphadenopathy, Otitis media acute, Swelling
face, Tympanic membrane hyperaemia

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0011U 0 Right arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Mar-2007
Vaccine Date

15-Mar-2007
Onset Date

1
Days

22-Mar-2007
Status Date

IL
State Mfr Report Id

Hives on arm (not at injection site) on hands and feet-resolving.Symptom Text:

Advair PRNOther Meds:
Lab Data:
History:

NONEPrex Illness:

Asthma, Seasonal allergies (dogs and horses per mom)

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

274468-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0243V 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 1212
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Mar-2007
Vaccine Date

13-Mar-2007
Onset Date

0
Days

22-Mar-2007
Status Date

NY
State Mfr Report Id

Severe arm and neck pain, chest tightness, 2 hour post vaccine. No prior history of asthma, abdominal pain. Seen in the ER and discharged with Albuterol.Symptom Text:

Other Meds:
Lab Data:
History:

NONEPrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

274470-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chest discomfort, Neck pain, Pain in extremity

 ER VISIT, NOT SERIOUS

Related reports:   274470-2

Other Vaccine
21-Mar-2007

Received Date

Prex Vax Illns:

TDAP
MNQ
HPV4

AVENTIS PASTEUR
AVENTIS PASTEUR
MERCK & CO. INC.

C2456AA
U1967AA
0186U

5
0
0

Right arm
Right arm
Left arm

Unknown
Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Mar-2007
Vaccine Date

13-Mar-2007
Onset Date

0
Days

16-May-2007
Status Date

NY
State

WAES0703USA02824
Mfr Report Id

Information has been received from a registered nurse concerning a 12 year old female with no pertinent medical history who on 13, Mar 2007 was vaccinated,
intramuscularly with a 0.5 ml first dose HPV rL1 6 11 16 18 VLP vaccine (yeast) (lot# 655618/0186U) concomitantly with a dose of meningococcal ACYW conj
vaccine (dip toxoid) (MENACTRA) and diphtheria toxoid (ADACEL) into the other arm. On 13 Mar 2007, later in the evening, the patient developed "shooting
pain down her arm and up into her neck." At bedtime, the patient had difficulty breathing and pain in her chest. Her mother took her to the emergency room
where she had a chest x-ray. It was reported that there was no detection of wheezing, swelling or pulmonary embolism. She was treated with albuterol which "
did not seem to help." As of 14, Mar 2007, the patient was improving her arm and chest were " just sore". Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Chest x-ray , 3/13/2007
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

274470-2

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chest pain, Dyspnoea, Neck pain, Pain in extremity

 ER VISIT, NOT SERIOUS

Related reports:   274470-1

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

TDAP
HPV4
MNQ

SANOFI PASTEUR
MERCK & CO. INC.
SANOFI PASTEUR

NULL
655618/01/6U
NULL

0
Unknown
Unknown
Unknown

Unknown
Intramuscular

Unknown



10 JUN 2008 06:27Report run on: Page 1214
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Mar-2007
Vaccine Date

10-Mar-2007
Onset Date

1
Days

22-Mar-2007
Status Date

NY
State Mfr Report Id

Headache, nausea, fever and continued headache. High fever (temp 105F). Onset of fever 12 hours later same day complained of sore throat.Symptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

White blood cells 13.8 after 86 sc, Negative rapid strep.
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

274472-1

22-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Nausea, Pharyngolaryngeal pain, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0187U 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 1215
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
23-Mar-2007
Status Date

CA
State Mfr Report Id

Pt reported that approximately 24hrs after receiving the vaccinations she had a headache, dizziness.  Went home, took shower, slept through the night.  The
next day she didn't remember much of the previous day.  Feels she continues to have trouble absorbing subjects at school.  Feels she is gradually getting
better.

Symptom Text:

NoOther Meds:
Lab Data:
History:

On menses.  No known illnessPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

274560-1

23-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Disturbance in attention, Dizziness, Headache

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-Mar-2007

Received Date

No~~NULL~~In Patient|No~~NULL~~In Sibling1|No~~NULL~~In Sibling2Prex Vax Illns:

MNQ
HPV4

AVENTIS PASTEUR
MERCK & CO. INC.

U1920AA
0954F

0
0

Left arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 1216
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Mar-2007
Vaccine Date

17-Mar-2007
Onset Date

1
Days

23-Mar-2007
Status Date

NH
State Mfr Report Id

Diarrhea, Nausea, headacheSymptom Text:

Vitamin OTC supplementsOther Meds:
Lab Data:
History:

NONEPrex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

274570-1

23-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Diarrhoea, Headache, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0011U 0 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Feb-2007
Vaccine Date

02-Feb-2007
Onset Date

0
Days

23-Mar-2007
Status Date

MD
State

WAES0702USA03856
Mfr Report Id

Information has been received from a registered nurse concerning a 14 year old female with no medical history and no allergies who on 02-FEB-2007 was
vaccinated with a second dose of HPV (lot # 655503/00120), intramuscularly. There was no concomitant medication. On 02-FEB-2007 the patient experienced
intermittent headache and soreness at the injection site of the left arm. The patient was examined by the physician on 20-FEB-2007 and was recommended
Tylenol. It was noted that the first dose of HPV was received on 27-OCT-2006. At the time of the report, the patient was considered to be not recovered.
Additional information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

274572-1

26-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Inappropriate schedule of drug administration, Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0012U 1 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Jan-2007
Vaccine Date

11-Jan-2007
Onset Date

0
Days

23-Mar-2007
Status Date

MI
State

WAES0702USA03905
Mfr Report Id

Information has been received from a nurse, via a company representative, concerning a 13 year old female patient who on 11-JAN-2007 was vaccinated with
the first dose, 0.5ml, IM of HPV. The nurse reported that the patient had developed vaginal bleeding that had "varied from light to heavy and has been
continuous since the date of administration." The nurse reported that the patient had been referred to an OBGYN for further evaluation. At the time of this
report, the patient had not recovered. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

274573-1

23-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Vaginal haemorrhage

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Dec-2006
Vaccine Date

21-Dec-2006
Onset Date

0
Days

23-Mar-2007
Status Date

TX
State

WAES0702USA03916
Mfr Report Id

Information has been received from a Registered Nurse (R.N.) concerning a 19 year old female with a history of abnormal papanicolaou smear who on 21-
DEC-2006 was vaccinated IM in left deltoid with her first dose of HPV, lot # 653736/0689F. Concomitant therapy included Yasmin and Prozac. She experienced
severe pain in the arm with the first dose. This reaction was reported at the time of her second vaccination. On 21-FEB-2006 her second dose of HPV, lot #
655617/1447 was administered via gluteus. No symptoms were reported at that time. The patient was reported as recovered on an unspecified date. Additional
information has been requested.

Symptom Text:

Yasmin, ProzacOther Meds:
Lab Data:
History:
Prex Illness:

UNK
Papanicolaou smear abnormal

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

274574-1

23-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug administered at inappropriate site, Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0689F 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
23-Mar-2007
Status Date

--
State

WAES0702USA03948
Mfr Report Id

Information has been received from a nurse concerning a 22 year old female with a history of "problems and reactions" to previous vaccinations who was
vaccinated with a first dose of HPV. Subsequently, the patient developed swelling around the injection site. The patient was placed on unspecified therapy, and
subsequently, recovered. On an unspecified date, the patient was vaccinated with a second dose of HPV. It was reported that the patient experienced a "tingly"
sensation in her arm. The patient was treated with unspecified therapy, and subsequently, recovered from the "tingly" sensation. It was reported that the patient
had a medical history of similar symptoms after previous vaccinations. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

NONE
vaccination adverse event

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

274575-1

10-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site swelling, Paraesthesia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
23-Mar-2007
Status Date

--
State

WAES0702USA03949
Mfr Report Id

Information has been received from a nurse concerning an 18 year old female who, on an unspecified date, was vaccinated intramuscularly with a first dose of
HPV. Subsequently, on an unspecified date, the patient developed a rash. The patient did not seek medical attention. Subsequently, on an unspecified date,
the patient recovered. No product quality complaint was involved. Additional information is not expected.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

274576-1

23-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
23-Mar-2007
Status Date

CA
State

WAES0702USA03997
Mfr Report Id

Information has been received from a nursing supervisor concerning a female (age not reported) who on an unspecified date was vaccinated with HPV.
Subsequently, the patient reported that her "arm felt dead". At the time of this report, the outcome of the event was unknown. Additional information has been
requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

274577-1

23-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Sensory disturbance

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
23-Mar-2007
Status Date

CA
State

WAES0702USA03998
Mfr Report Id

Information has been received from a nursing supervisor concerning a female (age not reported) who on an unspecified date was vaccinated with HPV.
Subsequently, the patient reported that her "arm felt dead". At the time of this report, the outcome of the event was unknown. Additional information has been
requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

274578-1

23-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Sensory disturbance

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
23-Mar-2007
Status Date

--
State

WAES0702USA04000
Mfr Report Id

Information has been received from a certified medical assistant (C.M.A) concerning a female patient who was vaccinated with a 0.5 mL dose of HPV, (lot # not
reported). Subsequently the patient experienced pain at the injection site lasting for about a week. It was reported that the patient almost passed out from the
pain. The C.M.A also reported that approximately 19 other patients experienced pain at the injection site lasting for about a week. Attempts are being made to
obtain additional identifying information to distinguish the individual patients mentioned in this report. Additional information will be provided if available.
Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

274579-1

23-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Presyncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Nov-2006
Vaccine Date

Unknown
Onset Date Days

23-Mar-2007
Status Date

TX
State

WAES0702USA04012
Mfr Report Id

Information has been received from a registered nurse concerning a 13 year old female who on 06-NOV-2006 and on 09-JAN-2007 was vaccinated with a first
and second dose of HPV. Subsequently the patient experienced irregular menstrual bleeding. Unspecified medical attention was sought. Additional information
has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

274580-1

23-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Menstruation irregular

 ER VISIT, NOT SERIOUS

Related reports:   274580-2

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Nov-2006
Vaccine Date

06-Nov-2006
Onset Date

0
Days

08-May-2007
Status Date

TX
State

200701447
Mfr Report Id

Initial report received on 26 April 2007 from another manufacturer, report number WAES0702USA04012. The initial reporters to this manufacturer was a
physician and a registered nurse. Verbatim from report: "Initial and follow-up information has been received from a physician and a registered nurse concerning
a 13 year old Hispanic female student with allergic rhinitis, otitis media, asthma and history of cleft palate repair who on the morning of 06-NOV-2006 was
vaccinated in the left arm with a dose of Gardasil (yeast) lot #653938/0954F. Concomitant therapy included MENACTRA, hepatitis A Virus vaccine and varicella
virus vaccine live. After the patient's first dose of Gardasil (yeast) her menstrual cycle started and lasted about 2-3 weeks. On 09-JAN-2007, she was
vaccinated in the right arm with the second dose of GARDASIL (yeast). In late February 2007, the patient's menstrual cycle lasted weeks and she experienced
heavy bleeding. In follow-up information received on 22-FEB-2007 the physician reported that patient's mother alleges that since her daughter started
GARDASIL (yeast) her periods became irregular and long. Her period in January was 15 days. The mother requested a gynecology consult. The reporter felt
that irregular and long menstrual bleeding was an other important medical event. Additional information is not expected."

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

The patient had past medical history of cleft palate with repair, and concurrent conditions of asthma, rhinitis allergic, and otitis media.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

274580-2

08-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Menorrhagia, Menstruation irregular

 ER VISIT, NOT SERIOUS

Related reports:   274580-1

Other Vaccine
07-May-2007

Received Date

Prex Vax Illns:

VARCEL
HEPA
HPV4
MNQ

MERCK & CO. INC.
MERCK & CO. INC.
MERCK & CO. INC.
SANOFI PASTEUR

NULL
NULL
0954F
NULL

0

Unknown
Unknown
Left arm
Unknown

Unknown
Unknown
Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Feb-2007
Vaccine Date

21-Feb-2007
Onset Date

1
Days

23-Mar-2007
Status Date

MD
State

WAES0702USA04016
Mfr Report Id

Information has been received from a physician concerning a female (age not reported) who on 20-FEB-2007 was vaccinated with a 0.5 mL first dose of HPV.
The patient was concomitantly vaccinated with a dose of Boostrix. On 21-FEB-2007 the patient experienced nausea and a headache. The patient sought
unspecified medical attention. On 22-FEB-2007, the headache was clearing and the nausea was gone. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

274581-1

23-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

TDAP

HPV4

GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

NULL

NULL 0

Unknown

Unknown

Unknown

Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Feb-2007
Vaccine Date

21-Feb-2007
Onset Date

0
Days

23-Mar-2007
Status Date

--
State

WAES0702USA04019
Mfr Report Id

Information has been received from a health care professional concerning a 25 year old female with no medical history and no allergies who on 21-FEB-2007
was vaccinated with HPV (lot # 653736/0014U), intramuscularly. There was no concomitant medication. Later that evening she passed out. She hit her head
when she fell to the floor. It was reported to be unknown if treatment was required. She called the doctor this morning and was taking the day off from work.
Additional information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

274582-1

26-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Fall, Head injury, Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0014U Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Feb-2007
Vaccine Date

13-Feb-2007
Onset Date

0
Days

23-Mar-2007
Status Date

NC
State

WAES0702USA04025
Mfr Report Id

Information has been received from a registered nurse concerning an 18 year old female with no past medical history and no allergies who on 13-FEB-2007
was vaccinated with HPV (0.5 ml) (lot # 653736/0014U), intramuscularly. Concomitant medication included Loestrin. On 13-FEB-2007, "about half hour to hour
after vaccination" the patient experienced "shortness of breath" per the patient. About two hours afterwards, the patient was "fine." The nurse mentioned that
the patient was anxious about needles and attributed the symptoms to anxiety. On 19-FEB-2007 the patient developed hives on her elbows and knees. On 22-
FEB-2007 the hives had spread "systemically" to her face, ribs, arms and legs. The patient was ordered on Benadryl by her other physician. The symptoms had
not resolved. No further information was available. Additional information has been requested.

Symptom Text:

LoestrinOther Meds:
Lab Data:
History:
Prex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

274583-1

26-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dyspnoea, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0014U Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
23-Mar-2007
Status Date

IN
State

WAES0702USA04028
Mfr Report Id

Information has been received from a health professional concerning an 18 year old female who on an unspecified date was vaccinated with a first dose of
HPV. The patient was due to her second dose of HPV, and she developed a urinary tract infection. The patient sought unspecified medical attention. At the
time of this report, the patient had not recovered. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

274584-1

26-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urinary tract infection

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Feb-2007
Vaccine Date

20-Feb-2007
Onset Date

0
Days

23-Mar-2007
Status Date

AZ
State

WAES0702USA04041
Mfr Report Id

Information has been received from a physician assistant concerning a 22 year old female with penicillin allergy who on 20-FEB-2007 was vaccinated with a
first dose of HPV. On 20-FEB-2007 she developed itching, erythema and swelling at the injection site. On 21-FEB-2007 she developed hives on her abdomen,
thighs and chest upon awakening. When she was seen by the physician assistant on 21-FEB-2007 the swelling and redness at the injection site was gone and
the patient commented that the hives were less than before. Her prescriber put her on Zyrtec (10 mg) daily for the hives. Unspecified medical attention was
sought. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
Penicillin allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

274585-1

26-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site pruritus, Injection site swelling, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1232
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Feb-2007
Vaccine Date

20-Feb-2007
Onset Date

0
Days

23-Mar-2007
Status Date

NY
State

WAES0702USA04052
Mfr Report Id

Information has been received from a physician concerning a 25 year old female secretary with on medical history or allergies, who on 20-FEB-2007 was
vaccinated IM into the left arm with a 0.5 ml dose of HPV. Concomitant therapy included Depo-Provera. On approximately 20-FEB-2007, the patient
experienced soreness at injection site. On 21-FEB-2007 for that day only the patient experienced nausea. On the morning of 22-FEB-2007 the patient noticed
what looks similar to lymph nodes that are enlarged, tender, and swollen by the wrist of the arm in which the vaccine was administered. Unspecified medical
attention was sought. No diagnostic laboratory studies were performed. At the time of this report the patient recovered from all events but had not recovered
from soreness at the injection site. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

Depo-ProveraOther Meds:
Lab Data:
History:
Prex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

274586-1

26-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Lymph node pain, Lymphadenopathy, Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 1233
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Feb-2007
Vaccine Date

12-Feb-2007
Onset Date

0
Days

23-Mar-2007
Status Date

--
State

WAES0702USA04055
Mfr Report Id

Information has been received from a nurse practitioner concerning a 16 year old female with penicillin allergy who on 12-FEB-2007 was vaccinated with a
dose of HPV (lot #653736/0014U). There was no concomitant medication. On 12-FEB-2007 the patient developed large hives on her arms, trunk and face.
Medical attention was sought and the patient was treated with Benadryl 100 mg. There were no laboratory or diagnostic tests performed. On 13-FEB-2007, the
patient recovered. Additional information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

NONE
Penicillin allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

274587-1

26-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0014U Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1234
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
23-Mar-2007
Status Date

--
State

WAES0702USA04067
Mfr Report Id

Information has been received from a physician's office concerning a 16 year old female who was vaccinated with a dose of HPV. Subsequently, the patient
fainted. The patient did not seek medical attention. The patient's outcome was unknown. Additional information is not expected.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

274588-1

26-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Feb-2007
Vaccine Date

22-Feb-2007
Onset Date

0
Days

23-Mar-2007
Status Date

CO
State

WAES0702USA04070
Mfr Report Id

information has been received from a consumer concerning her 19 year old daughter who on 22-FEB-2007 was vaccinated with her second dose of HPV.
Concomitant therapy included unspecified birth control. On 22-FEB-2007 the patient experienced "a lot of pain and was in tears" after receiving HPV.
Unspecified medical attention was required. It was also reported that the patient experienced "a little pain" after the first dose of HPV was administered. At the
time of the report, the patient's pain persisted. Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

274589-1

26-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pain

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1236
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
23-Mar-2007
Status Date

MI
State

WAES0702USA04082
Mfr Report Id

Information has been received from a physician concerning her daughter who was vaccinated with a dose of HPV during her Christmas holiday break from
college. After the vaccination, the patient walked to the reception desk and fainted. The patient awoke by herself. Unspecified medical attention was sought. It
was reported that the patient was embarrassed, then walked out to the car with her parents. Subsequently, the patient recovered. Additional information has
been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

274590-1

26-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1237
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
23-Mar-2007
Status Date

CA
State

WAES0702USA04084
Mfr Report Id

Information has been received from a nurse concerning a female patient (age unknown) who, on an unspecified date, was vaccinated with a dose of HPV.
Subsequently, on an unspecified date, the patient passed out after receiving the vaccine. The nurse reported that the patient had not eaten. At the time of this
report, the outcome was unknown. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

274591-1

26-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Nov-2006
Vaccine Date

19-Nov-2006
Onset Date

2
Days

26-Mar-2007
Status Date

--
State

WAES0702USA04100
Mfr Report Id

Information has been received from a registered nurse concerning a female with asthma who on 17-NOV-2006 was vaccinated with the first dose of Gardasil.
On 19-NOV-2006, the patient experienced shortness of breath and chest pain. The patient recieved unspecified treatment at the clinic where she was
employed. It was reported that the patient attended work the following day, although, had recurrence of shortness of breath. The patient's outcome was
unknown. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:

AsthmaPrex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

274592-1

26-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chest pain, Dyspnoea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1239
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
28-Mar-2007
Status Date

--
State

WAES0702USA04115
Mfr Report Id

Information has been received from a female nurse practitioner consumer through the pregnancy registry who on unspecified dates was vaccinated with the
first and second doses of Gardasil (0.5 ml). Subsequently the patient reported that she had recently became pregnant. The patient also reported that she
experiences burning, pain, and nerve tingling in her arm "soon after" receiving the second dose of Gardasil. The patient reported that she had a similar
experience to a lesser degree following the first vaccination with Gardasil. It was though that the pregnancy occurred after the above events. Unspecified
medical attention was sought. The patient subsequently recovered from the burning, pain, and nerve tingling in her arm "a short time after each injection."
Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = Unknown)Prex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

274593-1

06-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Pain in extremity, Paraesthesia, Skin burning sensation, Vaccine positive rechallenge

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1240
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Feb-2007
Vaccine Date

16-Feb-2007
Onset Date

0
Days

26-Mar-2007
Status Date

--
State

WAES0702USA04212
Mfr Report Id

Information has been received from a consumer concerning her 12 year old daughter with a history of surgery for birth defects and allergic to erythromycin who
on 15-JAN-2007 and 16-FEB-2007 was vaccinated with a first and second dose of Gardasil, respectively. There was no concomitant medication. On 22-FEB-
2007 'last night", the consumer's daughter experienced headache, sore throat, neck pain and her lips were swollen. No medical attention was sought. No
laboratory studies were performed. At the time of this report, the consumer's daughter had not recovered. It was also reported that she tolerated her first of the
vaccine with any events. The consumer plans on having her daughter receive the third dose of the vaccine. No product quality complaint was involved.
Additional information is not expected.

Symptom Text:

NONEOther Meds:
Lab Data:
History:

Allergic reaction to antibioticsPrex Illness:

NONE
Birth defects; Surgery

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

274594-1

26-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Inappropriate schedule of drug administration, Lip swelling, Neck pain, Pharyngolaryngeal pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1241
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Dec-2006
Vaccine Date

06-Jan-2007
Onset Date

17
Days

26-Mar-2007
Status Date

PA
State

WAES0702USA04217
Mfr Report Id

Information has been received from a registered nurse concerning a 11 year old female who was vaccinated with a dose of Gardasil. Concomitant therapy
administered at the same time at a different anatomical site included a dose of MENACTRA. Illness at the time of vaccination included herpes simplex on the
lip. On 09-JAN-2007, the patient was seen in the office and was diagnosed with herpes zoster otitis which progressed to a diagnosis of Bell's palsy and
Rasmsay-Hunt Syndrome on 15-JAN-2007. At time of this report, the patient's outcome was unknown. No product quality complaint was involved. Additional
information has been requested. 03/28/07-records received for DOS 1/16/07 DX:Bell's Palsy. Ramsay Hunt Syndrome. PH:1/9/07-Seen by PMD to treat
shingles in right ear with acyclovir. TX stopped on 1/16/07 due to bells palsy. Right side facial droop difficulty eating. C/O headache thoughout with shingles.
1/16/07-stomach cramps, diarrhea. Symptoms resolved 2/8/07.

Symptom Text:

Other Meds:
Lab Data:
History:

Herpes on lipPrex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

274595-1

06-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain upper, Diarrhoea, Facial palsy, Herpes zoster oticus

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

AVENTIS PASTEUR
MERCK & CO. INC.

U1974AB
0960F

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 1242
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Feb-2007
Vaccine Date

22-Feb-2007
Onset Date

13
Days

28-Mar-2007
Status Date

--
State

WAES0702USA04221
Mfr Report Id

Information has been received from a consumer concerning her daughter, an 18 year old female patient who on 09-FEB-2007 was vaccinated with the first
dose of Gardasil. The caller reported that on 10-FEB-2007, her daughter "had a TB test administered. "On 22-FEB-2007 the patient experienced fever and flu-
like symptoms. The patient sought unspecified medical attention. Additional information is not expected.

Symptom Text:

MANTOUX SKIN TESTOther Meds:
Lab Data:
History:
Prex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

274596-1

28-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Influenza like illness, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Feb-2007
Vaccine Date

20-Feb-2007
Onset Date

0
Days

28-Mar-2007
Status Date

NY
State

WAES0702USA04224
Mfr Report Id

Information has been received from a registered nurse concerning a 24 year old female patient who on 20-FEB-2007 was vaccinated with an 0.5 ml dose, IM,
of HPV. there was no concomitant medication. On 20-FEB-2007 the nurse reported that the patient "fainted while walking to the waiting room," although the
nurse further clarified that the patient "did not lose consciousness, but she hit her head." The patient recovered, and was released to her parents. The patient
sought unspecified medical attention. Additional information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

274597-1

28-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Head injury, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Jan-2007
Vaccine Date

29-Jan-2007
Onset Date

0
Days

28-Mar-2007
Status Date

NY
State

WAES0702USA04255
Mfr Report Id

Information has been received from a registered nurse concerning a 21  year old female with no pertinent medical history and no drug reactions or allergies
who on 29-JAN-2007 was vaccinated intramuscularly with a 0.5 mL dose of HPV (Lot unspecified by reporter). There was no concomitant medication. On 29-
JAN-2007 the patient fainted while walking to the waiting room. The patient hit her head on the floor and suffered a concussion. The patient was rushed to an
emergency room in an ambulance. She was release later that day. At the time of the report, the patient had recovered. Additional information has been
requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

274598-1

28-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Concussion, Head injury, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
28-Mar-2007
Status Date

--
State

WAES0702USA04284
Mfr Report Id

Information has been received from a Certified Medical assistant (C.M.A) concerning an 18 year old female patient who was vaccinated with her first dose of
HPV. The patient called the office back within 24 hours reporting a large rash on her back. Concomitant therapy included albuterol. The patient's outcome was
unknown. Additional information has been requested.

Symptom Text:

albuterolOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

274599-1

28-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
28-Mar-2007
Status Date

MO
State

WAES0702USA04285
Mfr Report Id

Information has been received from a physician concerning a female with papilloma viral infection who was vaccinated intramuscularly with a first dose of HPV.
The next day, the patient developed a high temperature if 103 degrees F. Unspecified medical attention was sought.  Subsequently, the patient recovered. The
physician plans to continue the series of HPV. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

body temp, 103 degr
Ppailloma viral infection

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

274600-1

28-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Body temperature increased

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jan-2007
Vaccine Date

01-Jan-2007
Onset Date

0
Days

26-Mar-2007
Status Date

--
State

WAES0703USA02141
Mfr Report Id

Information has been received from an office receptionist concerning a 12 year old female who in January 2007 was vaccinated with the first dose of Gardasil.
Concomitant mediation was not reported. In January 2007, the developed an ovarian cyst that ruptured 10 days after receiving the first dose of Gardasil.
Initially, the patient started vomiting for a few days and then there was significant abdominal pain. The patient was examined and diagnosed with ruptured
ovarian cyst. The patient's ovarian cyst and ruptured ovarian cyst persisted and were considered to be disabling. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

ultrasound 01/??/07 - results not reported
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

274612-1 (S)

26-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Ovarian cyst, Ovarian cyst ruptured, Vomiting

 PERMANENT DISABILITY, SERIOUS

Other Vaccine
23-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1248
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Mar-2007
Vaccine Date

22-Mar-2007
Onset Date

0
Days

26-Mar-2007
Status Date

MA
State Mfr Report Id

Patient had complaints of lightheadedness/dizziness approx. 5-10 minutes after injection. Lasted for approx. 5 minutes. Patient was seated, cold cloth applied
to neck and wrists, given water to drink. s/s resolved with intervention and seating. Patient with no other complaints.

Symptom Text:

Orthotricyclen-loOther Meds:
Lab Data:
History:

none T 98.1, patient was seen on 03-14-2007 for viral pharyngitisPrex Illness:

N/A
no allergies, dysmenorrhea, H. Pylori 4-2006, mono 4-2006,

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

274631-1

26-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
23-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0188U 0 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Mar-2007
Vaccine Date

22-Mar-2007
Onset Date

0
Days

26-Mar-2007
Status Date

WI
State Mfr Report Id

Adacel given first, appeared fine.  HPV then given and within a minute or two, client's chin fell to chest while arm contracted at elbow up off lap.  She did not
respond to name or shaking of shoulders for approximately one minute (B/P 100/60, pulse 64).  Then became aroused, although very confused and unsure
where she was.  Called out for her mom and asked where she was and said she felt dizzy.  Client then assisted off chair to floor.  Became extremely pale, c/o
lips tingling, B/P 130/64 at 1800.  While resting c/o "heavy head" feeling and paresthia in R arm, R and L hands and feet as well as c/o of chills.  At 1805 EMS
called and responded by 1810 (B/P 130/66, RR 18 at 1805).  Given oxygen per EMS.  Client transported to ER.  Client discharged from ER within a couple
hours. Parent contacted at 2000 and states client was "fine now". Returned to school on 3/23/07 per mother.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NoPrex Illness:

None noted on vaccine history form completed by mother before immunizations given

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

274635-1

26-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure, Chills, Confusional state, Dizziness, Muscle contracture, Oxygen supplementation, Pallor, Paraesthesia, Paraesthesia oral, Posture abnormal,
Sensation of heaviness, Unresponsive to stimuli

 ER VISIT, NOT SERIOUS

Other Vaccine
23-Mar-2007

Received Date

NONE per parent~~NULL~~In Patient|NONE per parent~~NULL~~In Sibling1|NONE per parent~~NULL~~In Sibling2Prex Vax Illns:

TDAP
HPV4

AVENTIS PASTEUR
MERCK & CO. INC.

C2457AA
1426F

0
0

Left arm
Right arm

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Mar-2007
Vaccine Date

21-Mar-2007
Onset Date

1
Days

26-Mar-2007
Status Date

MA
State Mfr Report Id

Patient called office with complaints of feeling feverish,dizziness,headache, and nausea. Onset 24-28 hours after injection. Symptoms lasted approx 24 hours.
Patient used Tylenol with good effect.

Symptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

none
Allergies:PCN-rash, Peanuts-hives

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

274637-1

26-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Headache, Nausea, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
23-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0011U 0 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Jan-2007
Vaccine Date

16-Jan-2007
Onset Date

5
Days

26-Mar-2007
Status Date

MA
State Mfr Report Id

Patient states awoke during night with trembling, dizziness, vomiting x's 1 approx 5 days after injection#1. Pt with IDDM, BS elevated at that time. Episode
lasted approx two hours. Also with similar complaints after Injection #2, will report as separate event. Of note, pt diagnosed with Shingles on 3-5-07.

Symptom Text:

Seasonale(OCP), Novalog 1unit/20gm carbs, Lantus 9units @HS, Zoloft 100mgOther Meds:
Lab Data:
History:

Viral pharyngitis and ear pain at time of injection. T 98.7Prex Illness:

none
IDDM onset 6-2005, Celiac Sprue 7-2006

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

274638-1

26-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Herpes zoster, Tremor, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
23-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0961F 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 1252
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Mar-2007
Vaccine Date

17-Mar-2007
Onset Date

4
Days

26-Mar-2007
Status Date

MA
State Mfr Report Id

Patient awoke during night with shakiness, headache, and vomited x's one 3 days after vaccination with second dose of Gardasil. Episode lasted approx one
hour. Pt has IDDM, BS normal at that time. Same occurred after dose #1 which was reported as separate event.

Symptom Text:

Seasonal (OCP),Novalog 1unit/20 gm carbs, Lantus 9 units @ HS, Zoloft 100mg.Other Meds:
Lab Data:
History:

Had been diag with Shingles on 3-5-07. Felt well at time of vaccination. T 98.0Prex Illness:

none
IDDM onset 6-2005, Celiac Disease onset 7-06

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

274639-1

26-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Tremor, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
23-Mar-2007

Received Date

Same symptoms~Human Papillomavirus Recombinant Vaccine, Quadrivalent (Gardasil)~1~19~In PatientPrex Vax Illns:

HPV4 MERCK & CO. INC. 0011U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 1253
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Mar-2007
Vaccine Date

21-Mar-2007
Onset Date

0
Days

26-Mar-2007
Status Date

NC
State Mfr Report Id

She ran a fever of 101 F for 24 hours beginning beginning 4-6 hours after the administration of the second dose of the vaccine.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

274646-1

26-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
24-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0244U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 1254
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Jan-2007
Vaccine Date

Unknown
Onset Date Days

26-Mar-2007
Status Date

FL
State Mfr Report Id

We are reporting that the patient became pregnant after receiving 1st dose of Gardasil. her last menstrual period was 1/17/07. She reported pregnancy to us
on 3/1/07. Her EDC is 10/24/07.  She received Gardasil on 1/16/07.

Symptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

Allergic to Amoxicillin

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

274660-1

26-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
23-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1162F 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 1255
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Mar-2007
Vaccine Date

19-Mar-2007
Onset Date

0
Days

26-Mar-2007
Status Date

CA
State Mfr Report Id

Fainting, sweating, nauseaSymptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

274661-1

26-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hyperhidrosis, Nausea, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
23-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0188U 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 1256
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Mar-2007
Vaccine Date

20-Mar-2007
Onset Date

12
Days

26-Mar-2007
Status Date

MI
State Mfr Report Id

fever, rash, swollen joints (ankles, elbows, shoulders), can't walk, sore throat, toes blue. Probable Serum sicknessSymptom Text:

Other Meds:
Lab Data:
History:

NONEPrex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
9.0

274663-1

26-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abasia, Cyanosis, Joint swelling, Pharyngolaryngeal pain, Pyrexia, Rash, Serum sickness

 ER VISIT, NOT SERIOUS

Other Vaccine
23-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1447F 1 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 1257
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Mar-2007
Vaccine Date

13-Mar-2007
Onset Date

1
Days

26-Mar-2007
Status Date

FL
State Mfr Report Id

Patient called 3/15/07. Patient states the morning after she received her 2nd dose of Gardasil, when she woke up her face and neck was red and cheeks were
puffy and also itchy. Patient did state she was in the sun x 45 minutes after she left our office- was using a new sunblock x 4days. Patient states swelling and
redness was gone by the next day. No treatment.

Symptom Text:

YAZOther Meds:
Lab Data:
History:

NONEPrex Illness:

Ibuprofen, Seasonal allergies

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

274672-1

26-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug hypersensitivity, Erythema, Pruritus, Swelling, Swelling face

 NO CONDITIONS, NOT SERIOUS

Related reports:   274672-2

Other Vaccine
23-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1427F 1 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 1258
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Mar-2007
Vaccine Date

13-Mar-2007
Onset Date

1
Days

15-May-2007
Status Date

FL
State

WAES0703USA03203
Mfr Report Id

Information has been received from a nurse concerning a 19 year old female who on 12-MAR-2007 was vaccinated with Gardasil (lot # not reported), 0.5 ml by
injection. On 13-MAR-2007, the patient experienced redness of her neck and cheeks, face was a little puffy, and itchy almost like sunburn after receiving the
second dose of Gardasil. Medical attention was sought. At the time of reporting, the outcome was unknown. No further information was available at the time of
reporting. Additional information has been requested.

Symptom Text:

UnkOther Meds:
Lab Data:
History:
Prex Illness:

Unk
Unk

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

274672-2

15-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Pruritus, Swelling face

 ER VISIT, NOT SERIOUS

Related reports:   274672-1

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1259
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Mar-2007
Vaccine Date

19-Mar-2007
Onset Date

0
Days

28-Mar-2007
Status Date

MD
State Mfr Report Id

Right hand soreness and numbness, afebrile, pain with movement limits use of hand, no weakness. Right knee aching, worse with waking. BP 139/93, pulse 97Symptom Text:

Lisinopril celeraOther Meds:
Lab Data:
History:

NONEPrex Illness:

Normal blood work, normal EKG
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
48.0

274676-1

28-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Hypoaesthesia, Mobility decreased, Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
23-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0088V 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 1260
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Mar-2007
Vaccine Date

06-Mar-2007
Onset Date

0
Days

26-Mar-2007
Status Date

PA
State Mfr Report Id

Both arm and elbow itchy.Symptom Text:

Other Meds:
Lab Data:
History:

NONEPrex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

274678-1

26-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
23-Mar-2007

Received Date

Prex Vax Illns:

TDAP
HPV4

AVENTIS PASTEUR
MERCK & CO. INC.

C2638AA
0960F

0
0

Left arm
Right arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 1261
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Feb-2007
Vaccine Date

27-Feb-2007
Onset Date

6
Days

29-Mar-2007
Status Date

CO
State

WAES0702USA04286
Mfr Report Id

Information has been received from a nurse practitioner concerning a 17 year old female patient with allergies to cast and scallops who on 21-FEB-2007 was
vaccinated with a dose of Gardasil. Concomitant therapy included NYQUIL. 20 hours later, the patient developed hives. Unspecified medical attention was
sought. The patient's hives persisted. The reporter indicated the patient had hives from the vaccine. Additional information has been requested.

Symptom Text:

NYQUILOther Meds:
Lab Data:
History:

Allergic to cats; Food allergyPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

274697-1

29-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Food allergy, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Feb-2007
Vaccine Date

12-Feb-2007
Onset Date

0
Days

29-Mar-2007
Status Date

OK
State

WAES0702USA04298
Mfr Report Id

Information has been received from a licensed practical nurse concerning a 24 year old female with no pertinent medical history and no history of drug
reactions/allergies who on 12-FEB-2007 was vaccinated with first dose of Gardasil (lot # not reported) 0.5 ml IM. Concomitant therapy included YASMIN and
ULTRAM. On 12-FEB-2007, the patient developed a rash on her chest, low grade fever and she felt like she had the flu after receiving the first immunization
with Gardasil. Unspecified medical attention was sought. On 13-FEB-2007, the patient recovered. No other information was available at the tiem of reporting.
Additional information has been requested.

Symptom Text:

YASMIN, ULTRAMOther Meds:
Lab Data:
History:
Prex Illness:

Temperature measurement 2/12/07 low grade fever
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

274698-1

29-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Influenza like illness, Pyrexia, Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Feb-2007
Vaccine Date

22-Feb-2007
Onset Date

0
Days

29-Mar-2007
Status Date

--
State

WAES0702USA04299
Mfr Report Id

Information has been received from a nurse practitioner concerning a 17 year old female with a cold at the time of the vaccination and unspecified if history of
drug reaction /allergies who on 22-FEB-2007 was vaccinated with first dose of Gardasil (lot # not reported) IM. Concomitant therapy included NYQUIL for the
cold. On approximately 22-FEB-2007, within 12 to 18 hours of being vaccinated, the patient experienced hives which started on his hips and chest and then
spread to her neck and face. Medical attention was sought. The outcome of the hives was not reported. No further information was available at the time of
reporting. Additional information has been requested.

Symptom Text:

NYQUILOther Meds:
Lab Data:
History:

ColdPrex Illness:

Unknown
Cold

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

274699-1

29-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Dec-2006
Vaccine Date

27-Dec-2006
Onset Date

13
Days

29-Mar-2007
Status Date

--
State

WAES0702USA04301
Mfr Report Id

Information has been received from a mother concerning her 18 year old daughter who on 14-DEC-2006 was vaccinated with Gardasil (lot # not reported) IM.
Concomitant therapy included "TENUS therapy unspecified and hepatitis A virus vaccine (unspecified)" date not provided. The mother reported that her
daughter fainted and also experienced pain in her arm after receiving Gardasil. The onset date was reported as 24-Dec-2006. At the time of reporting, the
patient had recovered. Additional information has been requested.

Symptom Text:

(therapy unspecified)Other Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

274700-1

29-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pain in extremity, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jan-2007
Vaccine Date

01-Jan-2007
Onset Date

0
Days

29-Mar-2007
Status Date

NY
State

WAES0702USA04306
Mfr Report Id

Information has been received from a physician concerning a female (demographics not provided) who on an unspecified date in January 2007, was
vaccinated with Gardasil (lot # not provided). That same day the patient experienced dizziness after the vaccination. At the time of this report the patient had
not recovered from the dizziness. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

274701-1

29-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Sep-2006
Vaccine Date

06-Sep-2006
Onset Date

0
Days

29-Mar-2007
Status Date

IL
State

WAES0702USA04311
Mfr Report Id

Information has been received from a nurse a the daughter of a female patient (demographics not provided) who on 06-SEP-2006 was vaccinated with the first
dose of Gardasil (Lot # not provided). The mother reported to the nurse that on 06-SEP-2006 after receiving the vaccination her daughter developed an
elevated temperature (actual measurement not provided), nausea and chest pain. The mother reported to the nurse that she gave her daughter Benadryl (dose
not provided). It was reported that the nausea, elevated temperature and chest pain resolved "in about three days". Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

274702-1

29-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Body temperature increased, Chest pain, Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Feb-2007
Vaccine Date

13-Feb-2007
Onset Date

1
Days

29-Mar-2007
Status Date

--
State

WAES0702USA04312
Mfr Report Id

Information has been received from a nurse concerning a 27 year old female who on 12-FEB-2007 was vaccinated in the left deltoid with the first dose of
Gardasil (lot # not provided). Subsequently, on 13-FEB-2007 the patient reported that her "face felt hot", she had a fever, nausea and headache. On 23-FEB-
2007 the patient reported that she had an additional symptom similar to motion sickness. The patient sought unspecified medical attention. At the time of this
report the patient has not recovered from the events. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
27.0

274703-1

03-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Feeling hot, Headache, Inappropriate schedule of drug administration, Motion sickness, Nausea, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Feb-2007
Vaccine Date

22-Feb-2007
Onset Date

8
Days

02-Apr-2007
Status Date

CA
State

WAES0702USA04326
Mfr Report Id

Information has been received from a registered nurse concerning a 17 year old female who on 14 Feb 2007 was vaccinated IM in the left deltoid with a 0.5mL
dose of Gardasil vaccine. There was no concomitant medication. On 22 Feb 2007 the patient "developed a painful lump underneath the arm pit of the same
injection arm". The nurse reported that the patient was told to follow up with the physician as soon as possible. At the time of the report, the patient had not
recovered. The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

274704-1

02-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Axillary mass, Axillary pain

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0014U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1269
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Feb-2007
Vaccine Date

14-Feb-2006
Onset Date

-365
Days

02-Apr-2007
Status Date

KY
State

WAES0702USA04332
Mfr Report Id

Information has been received from a health professional ("nurse"), via a company representative concerning a 15 year old female who on approximately 14
Feb 2007 ("sometime last week") was vaccinated IM with a second dose of Gardasil vaccine (yeast) (the patient's first vaccination date was not reported).
Concomitant suspect vaccinations included a dose of Varicella and hepatitis A vaccine (inactive). On approximately 14 Feb 2006 ("sometime last week"), the
instant after getting the vaccinations, the patient developed a "swallowed" red arm 8-9cm long and 6 cm wide. At the time of the report, it was unknown if the
patient had recovered. The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
immunization

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

274705-1

07-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Oedema peripheral

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
HEPA

MERCK & CO. INC.
MERCK & CO. INC.
MERCK & CO. INC.

NULL
NULL
NULL

1
Unknown
Unknown
Unknown

Unknown
Intramuscular

Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Feb-2007
Vaccine Date

23-Feb-2007
Onset Date

0
Days

02-Apr-2007
Status Date

--
State

WAES0702USA04340
Mfr Report Id

Information has been received from a registered nurse concerning a female patient who on 23 Feb 2007 was vaccinated with the first dose of Gardasil. On 23
Feb 2007, after the vaccination, the patient passed out and experienced a tingling sensation in her extremities. The patient's outcome was unknown.  Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

274706-1

02-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness, Paraesthesia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Feb-2007
Vaccine Date

Unknown
Onset Date Days

02-Apr-2007
Status Date

--
State

WAES0702USA04343
Mfr Report Id

Information has been received from a registered nurse concerning a 13 year old female who on 21 Feb 2007 was vaccinated with 0.5ml dose of Gardasil.
Concomitant therapy included Adacel. Subsequently the patient "felt sick" and passed out. It was reported that the patient was at home when she passed out
but it was unknown how long after she received the vaccination. Unspecified medical attention was sought. The patient's outcome was unknown. Additional
information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

274707-1

02-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness, Malaise

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
02-Apr-2007
Status Date

--
State

WAES0702USA04351
Mfr Report Id

Information has been received from an office manager concerning a 12 year old female who on an unspecified date was vaccinated with the first dose of
Gardasil, injection. Concomitant medication was not reported. Subsequently on an unspecified date, the patient experienced a rash over body and legs that
caused severe itching after Gardasil vaccine was administered. On an unspecified date, the patient sought unspecified medical attention. The patient's rash
over body and legs that caused severe itching persisted. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

274708-1

02-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash pruritic

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
02-Apr-2007
Status Date

CA
State

WAES0702USA04365
Mfr Report Id

Information has been received from a nurse concerning a female patient (age unknown) who, on an unspecified date, was vaccinated with a dose of Gardasil.
Subsequently, on an unspecified date, the patient passed out after receiving the vaccine. The nurse reported that the patient had not eaten. At the time of this
report, the outcome was unknown. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

274709-1

02-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Mar-2007
Status Date

--
State

WAES0702USA04371
Mfr Report Id

Information has been received from a consumer concerning her daughter, a female patient who was vaccinated with the first dose of Gardasil. Subsequently
the patient "broke out in hives after initial dose." It is unknown if the patient recovered. The patient sought unspecified medical attention. Additional information
is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

274710-1

29-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1275
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Feb-2007
Vaccine Date

22-Feb-2007
Onset Date

19
Days

02-Apr-2007
Status Date

MP
State

WAES0702USA04391
Mfr Report Id

Information has been received from a registered nurse concerning her daughter, a 17 year old female patient, with a history of a "hive like reaction" after
receiving a dose of MMR (vaccine) when she was 1 year old," who on 03 Feb 2007 was vaccinated with the first dose of Gardasil. There was no concomitant
medication. Following the vaccination, on 22 Feb 2007, the nurse reported that her daughter developed uveitis with photosensitivity and an itchy rash to her
legs, arms and trunk. The nurse confirmed that the uveitis was treated with prednisone eye drops, and the condition "improved." The nurse stated that the rash
on her daughter's legs, arms and trunk had not resolved. Additional information has been requested.

Symptom Text:

NONEOther Meds:
Lab Data:
History:
Prex Illness:

NONE
rash urticaria-like, drug hypersensitivity

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

274711-1

02-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Photosensitivity reaction, Rash pruritic, Uveitis

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Feb-2005
Vaccine Date

15-Feb-2007
Onset Date

730
Days

02-Apr-2007
Status Date

NY
State

WAES0702USA04396
Mfr Report Id

Information has been received from a registered nurse concerning a 21 year old female patient with autoimmune hepatitis, who on 15 Feb 2005 was vaccinated
with a dose, 0.5ml, IM, of Gardasil. Concomitant suspect therapy included Adacel, and other concomitant medication included birth control pills, prednisone,
vitamins (unspecified) and calcium (unspecified). The nurse reported that on 15 Feb 2007, "20 hours later," the patient "felt lightheaded and passed out. She
came to and when she got up she passed out and fell to the floor." The nurse further stated that "both episodes were very brief." On approximately 16 Feb 2007
("later") the patient "had one episode of diarrhea." On the morning of 16 Feb 2007, the nurse stated that the patient was seen by the doctor and "blood
pressure was normal and injection site looked fine. No treatment required." At the time of this report, the patient had recovered. Additional information has been
requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

274712-1

02-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure normal, Diarrhoea, Dizziness, Fall, Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0954F Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1277
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Mar-2007
Status Date

--
State

WAES0702USA04415
Mfr Report Id

Information has been received from a physician who reported that her daughter was vaccinated with her second dose of HPV and experienced pain during the
injection. The patient stated there was no pain when she received the first dose of HPV. Unspecified medical attention was sought by the patient. The patient's
outcome was unknown. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

274713-1

10-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1278
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jan-2007
Vaccine Date

01-Jan-2007
Onset Date

0
Days

29-Mar-2007
Status Date

--
State

WAES0702USA04505
Mfr Report Id

Information has been received from a nurse practitioner concerning a female (age not reported) with a history of "becomes sqeemish after being administered
shots" who on approximately 01-JAN-2007 (about 8 weeks ago) was vaccinated with the first dose of HPV. Concomitant medication was not reported. On
approximately 01-JAN-2007 (about 8 weeks ago), the patient fainted in the elevator after being administered the HPV and she hit her nose which started to
bleed. The patient sought unspecified medical attention and was given an x-ray which showed that her nose was not broken. The patient was recovering from
the events. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

x-ray, 01/01/07, nose not broken
Post procedural nausea

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

274714-1

29-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Face injury, Haemorrhage, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Jan-2007
Vaccine Date

Unknown
Onset Date Days

29-Mar-2007
Status Date

NY
State

WAES0702USA04529
Mfr Report Id

Information has been received from a physician concerning a 19 year old female who on 14-NOV-2007 and 16-JAN-2007 was vaccinated intramuscularly with a
0.5 mL dose of HPV. On 16-JAN-2007, concomitant therapy included a second dose of varicella. Subsequently, on an unspecified date, the patient developed
a generalized body rash (20-30 lesions) which were macular papules/erythema and were mainly on the upper extremities and some on the abdomen. There
were none on the hands or feet or in the mouth. The patient did not have a temperature or lymph swelling. The papules/erythema were non-painful and not
itchy. The physician stated that it did not present like chicken-pox. Routine blood work was performed (results not provided). At the time of this report, the
outcome was unknown. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory, routine blood work
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

274715-1

29-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Rash generalised, Rash maculo-papular

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

NULL
NULL

1 Unknown
Unknown

Unknown
Intramuscular



10 JUN 2008 06:27Report run on: Page 1280
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Mar-2007
Status Date

--
State

WAES0702USA04535
Mfr Report Id

Information has been requested from a registered nurse concerning a female patient between the ages of 11 to 13 who within the last 3 months was vaccinated
intramuscularly with a 0.5mL dose of HPV. Subsequently the patient experienced dizziness to the point of losing consciousness. The event lasted for a matter
of seconds. The patient was well enough to leave in a few minutes. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

274716-1

29-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Loss of consciousness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Mar-2007
Status Date

--
State

WAES0702USA04536
Mfr Report Id

Information has been received from a registered nurse concerning a female patient between the ages of 11 to 13 who within the last 3 months was vaccinated
intramuscularly with a 0.5 mL dose of HPV. Subsequently the patient experienced dizziness to the point of losing consciousness. The event lasted for a matter
of seconds. The patient was well enough to leave in a few minutes. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

274717-1

29-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Loss of consciousness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Dec-2006
Vaccine Date

20-Jan-2007
Onset Date

50
Days

29-Mar-2007
Status Date

VA
State

WAES0702USA04572
Mfr Report Id

Information has been received from a consumer concerning her daughter, an 11 year old female patient who in approximately December 2006 ("about two
months ago"), was vaccinated with the first dose of HPV (yeast). There was no concomitant medication. On approximately 20-JAN-2007 ("next menses"), the
mother reported her daughter's "menses was longer than usual," and lasted for six days. The mother reported her daughter's menses usually "last three days."
She also reported the menses was "very heavy and had a foul odor." The patient did not seek medical attention. It was unknown if the patient recovered.
Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

274718-1

07-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Menorrhagia, Menstruation irregular, Vaginal odour

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Nov-2006
Vaccine Date

23-Nov-2006
Onset Date

21
Days

29-Mar-2007
Status Date

CT
State

WAES0702USA04576
Mfr Report Id

Information has been received from a Health care Professional concerning a 26 year old female police officer with muscle sensitivity who on 02-NOV-2006 was
vaccinated in left deltoid with a 2nd dose of HPV, lot # 653736/0868F. On 23-NOV-2006 the patient was sore at muscle site on an off for 3 days, and she still
noticed sensitivity three weeks post injection. No medical attention was sought. The patient reported as recovered. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Myalgia

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

274719-1

29-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hyperaesthesia, Injection site pain, Muscle disorder

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0868F 1 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Dec-2006
Vaccine Date

01-Dec-2006
Onset Date

0
Days

29-Mar-2007
Status Date

--
State

WAES0702USA04630
Mfr Report Id

Information has been received from a physician assistant (PA) concerning a female patient who in "early" December 2006, was vaccinated with the first dose of
HPV (yeast). The PA reported that the patient "did not have any symptoms except" what the PA stated was "normal pain at the moment of injection." The
patient sought unspecified medical attention.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

274720-1

07-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Feb-2007
Vaccine Date

22-Feb-2007
Onset Date

1
Days

29-Mar-2007
Status Date

--
State

WAES0702USA04636
Mfr Report Id

Information has been received from a Physician Assistant (P.A.) concerning a 20 year old female with a history of hives once a year who on 21-FEB-2007 was
vaccinated IM with a dose of HPV, lot # 655618/0786U. On 22-FEB-2007 the patient developed hives over her entire body and vomiting. The reporter also
noted that in addition to her history of hives, members of her family had a stomach virus with vomiting so it was unclear if her symptoms were from the vaccine.
Diphenhydramine hydrochloride (BENADRYL) was ordered for the hives. The patient's outcome was unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Hives

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

274721-1

29-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0186U Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Nov-2006
Vaccine Date

29-Nov-2006
Onset Date

1
Days

29-Mar-2007
Status Date

NM
State

WAES0702USA04640
Mfr Report Id

Information has been received from a Registered Nurse (R.N.) concerning a 17 year old female with a cardiac murmur who on 28-NOV-2006 was vaccinated
IM with her first dose of HPV, lot #654540/0800F. On 29-FEB-06 the patient experienced minor soreness around the injection site. The patient did not return for
her 2nd dose until 27-FEB-2007. The patient recovered. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Cardiac murmur

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

274722-1

29-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0800F 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
05-Apr-2007
Status Date

NY
State

WAES0702USA04654
Mfr Report Id

Information has been received from a nurse practitioner and a licensed practical nurse concerning a teenage female (age not reported) who on an unspecified
date was vaccinated with 0.5 mL of Gardasil. Subsequently, the patient ended up crying and reported she had pain, when the vaccine was being administered,
either left or right arm and had some pain afterwards. Unspecified medical attention was sought. At the time of this report, the patient had recovered from the
events (date unknown). Additional information has been requested.

Symptom Text:

unknownOther Meds:
Lab Data:
History:
Prex Illness:

unknown
unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

274723-1

05-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Crying, Pain, Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Mar-2007
Status Date

NY
State

WAES0702USA04655
Mfr Report Id

Information has been received from a nurse practitioner and a licensed practical nurse concerning a teenage female (age not reported) who on an unspecified
date was vaccinated with 0.5 mL of Gardasil. Subsequently, the patient ended up crying and reported she had pain, when the vaccine was being administered,
either the left or right arm and had some pain afterwards. Unspecified medical attention was sought. At the time of this report the patient had recovered from
the events (date unknown). Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

274724-1

29-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Crying, Pain

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Nov-2006
Vaccine Date

Unknown
Onset Date Days

29-Mar-2007
Status Date

IL
State

WAES0702USA04734
Mfr Report Id

Information has been received from a consumer concerning her 11 year old daughter with asthma and sulfonamide allergy and a history of yeast infections who
in approximately November 2006, was vaccinated with a first dose of Gardasil. Concomitant therapy included ALLEGRA, SINGULAIR, ADVAIR, NASONEX,
PROZAC. Subsequently, it was reported that the patient's "yeast infection has become more severe." Unspecified medical attention was sought. At the time of
the report, the patient had not recovered. Additional information has been requested.

Symptom Text:

ALLEGRA, SINGULAIR, ADVAIR, NASONEX, PROZACOther Meds:
Lab Data:
History:

Asthma, Sulfonamide allergyPrex Illness:

Unknown
Yeast infection

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

274725-1

29-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Fungal infection

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Jan-2007
Vaccine Date

Unknown
Onset Date Days

29-Mar-2007
Status Date

NC
State

WAES0702USA04736
Mfr Report Id

Initial and follow-up information has been received from a physician concerning a female who was vaccinated with a 0.5 ml dose of Gardasil (lot
#655617/1447F). Subsequently, 2 days after vaccination, the patient experienced "RSD reaction" that started in her upper extremities and then moved to her
lower extremities. The patient is undergoing a neurology work-up. At the time of the follow-up report, the patient had not recovered. Additional information has
been requested. 05/15/07-records received for DOS-1/15/07-seen for repeat chlamydia testing after treatment. C/O episodes of chest tightness without SOB
and is worried about pulmonary embolus after reading about this risk on the internet. NuvaRing prescribed. Letter from parent included in notes-per parent.
patient had thrid in a series of 3 shots of B12 on 4/16. Developed paresthesia in arm and fingers curled into her palm. Contacted neurologist who referred her
to ER, treated with bendaryl and morphine and her arm straightened. Also previously seeing a physical therapist.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown records received 5/15/07-seen for repeat chlamydia testing after treatment.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

274726-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chest discomfort, Chlamydia serology, Complex regional pain syndrome, Paraesthesia

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1447F Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Dec-2006
Vaccine Date

Unknown
Onset Date Days

29-Mar-2007
Status Date

NJ
State

WAES0703USA00002
Mfr Report Id

Information has been received from a registered nurse concerning a 14 year old female with asthma who on 26-OCT-2006 was vaccinated with the first 0.5 ml
dose of Gardasil, (Lot # 653735/0688F). On 12-28-06, the patient was vaccinated with the second 0.5 ml dose of Gardasil (Lot # "0916F"). The nurse reported
that the patient had adverse experiences after vaccination. The patient experienced neck pain. Also, the patient's arm "had hurt all the way down, off and on".
At the time of the report the patient's symptoms began after the first and second dose of Gardasil. At the time of the report, the symptoms had not resolved.
The nurse also mentioned that the patient participated in gymnastics. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

AsthmaPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

274727-1

29-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Adverse event, Neck pain, Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Mar-2007
Status Date

--
State

WAES0703USA00042
Mfr Report Id

Information has been received from a licensed practical nurse (LPN) concerning an approximately 13 year old ("about 13 years of age") female patient who was
vaccinated with a dose of Gardasil. Subsequently the nurse reported that the patient's period (menstrual cycle) is "a little over a week late." At the time of this
report, the patient had not recovered. The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

274728-1

29-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Menstruation delayed

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Dec-2006
Vaccine Date

27-Dec-2006
Onset Date

0
Days

29-Mar-2007
Status Date

--
State

WAES0703USA00057
Mfr Report Id

Information has been received from a nurse practitioner (NP) concerning a 14 year old female patient with an allergy to wool, who on 27-DEC-2006 was
vaccinated with a dose of Gardasil (Lot # 653735/0688F). Concomitant therapy included DEPO-PROVERA, also administered on 27-DEC-2006. In
approximately December 2006 ("since vaccination"), the patient "experienced anemia, dizziness, and heavy menstrual cycles." The NP also stated that the
patient reported she "felt like she was going to pass out, but did not report passing out." The NP added that the "patient is receiving iron to treat the anemia."
Diagnostic labs were performed (date not specified) including a complete blood count (CBC) (result not provided), hemoglobin 10.8 (unit not provided), and
hematocrit 31.7 (unit not provided). At the time of this report, the patient had not recovered. Additional information has been requested.

Symptom Text:

DEPO-PROVERAOther Meds:
Lab Data:
History:

Allergy to woolPrex Illness:

hemoglobin 01?/??/07 10.8, complete blood cell 01?/??/07, hematocrit 01?/??/07 31.7

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

274729-1

29-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anaemia, Dizziness, Loss of consciousness, Menorrhagia

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0688F Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Feb-2007
Vaccine Date

23-Feb-2007
Onset Date

2
Days

28-Mar-2007
Status Date

FL
State

WAES0703USA00058
Mfr Report Id

Information has been received from a physician, via a company representative concerning a female patient who on approximately 21 Feb 2007 ("last week")
was vaccinated with the first dose of Gardasil. The physician reported that the "patient came back a few days after first dose of (Gardasil) and complained arm
pain, swelling, fever and nausea" (approximately 23 Feb 2007). The physician confirmed that the patient had recovered "after a few days" (approximately 26
Feb 2007). The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

274730-1

28-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Nausea, Pain in extremity, Pyrexia, Swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1295
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Dec-2006
Vaccine Date

Unknown
Onset Date Days

29-Mar-2007
Status Date

IL
State

WAES0703USA00074
Mfr Report Id

Information has been received from a Registered Nurse (R.N.) concerning a 16 year old female patient with depression who on 28-DEC-2006 was vaccinated
IM with her first dose of Gardasil, lot #654389/0961F. Concomitant therapy included CONCERTA and DEPO-PROVERA. The patient developed a generalized
"hive like rash" after her first dose of Gardasil. The nurse reported that the rash "comes and goes". Unspecified medical attention was sought. The patient had
not recovered as of the report date. Additional information has been requested.

Symptom Text:

DEPO-PROVERA, CONCERTAOther Meds:
Lab Data:
History:

DepressionPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

274731-1

29-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0961F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1296
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Feb-2007
Vaccine Date

28-Feb-2007
Onset Date

2
Days

29-Mar-2007
Status Date

MN
State

WAES0703USA00084
Mfr Report Id

Information has been received from a Licensed Practical Nurse (L.P.N.) concerning an 18 year old female patient who on 26-FEB-2007 was vaccinated with the
first dose of Gardasil. Concomitant therapy included ORTHO-CYCLEN. On 28-FEB-2007 the patient developed red, painful lesions on her feet. The physician
characterized the above lesions as similar to erythema nodosum. The physician ordered erythrocyte sedimentation rate (ESR) measurement, the result of
which had not yet been obtained. The patient's outcome was unknown. Additional information has been requested.

Symptom Text:

ORTHO-CYCLENOther Meds:
Lab Data:
History:
Prex Illness:

erythrocyte - result has not yet been obtained
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

274732-1

29-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Erythema nodosum, Pain, Skin lesion

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Feb-2007
Vaccine Date

28-Feb-2007
Onset Date

0
Days

29-Mar-2007
Status Date

CA
State

WAES0703USA00085
Mfr Report Id

Information has been received from a health professional concerning a 17 year old female patient with history of acne and dyspepsia who on 28-FEB-2007 was
vaccinated IM with her first dose of Gardasil lot #655503/0012U. Concomitant therapy included PREVACID, RETIN-A and CLEOCIN. The patient reported that
she felt dizzy, nauseated and agitated starting 30 minutes after receiving the infection. The physician advised the patient to rest, monitor symptoms and call the
office if no improvement. The patient's outcome was unknown. Additional information has been requested.

Symptom Text:

CLEOCIN, PREVACID, RETIN-AOther Meds:
Lab Data:
History:

Acne; DyspepsiaPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

274733-1

08-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Agitation, Dizziness, Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0012U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1298
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jan-2007
Vaccine Date

Unknown
Onset Date Days

29-Mar-2007
Status Date

--
State

WAES0703USA00090
Mfr Report Id

Information has been received from the mother of a female consumer who in January 2007, was vaccinated with a dose of Gardasil. The patient experienced
pain, a rash and then full blown blisters. She went to her physician and was diagnosed as shingles. The patient's outcome was unknown. No further information
is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

274734-1

29-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blister, Herpes zoster, Pain, Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Feb-2007
Vaccine Date

23-Feb-2007
Onset Date

0
Days

29-Mar-2007
Status Date

NY
State

WAES0703USA00107
Mfr Report Id

Information has been received from a registered nurse concerning a female with high grade cervical dysplasia who on 23-FEB-2007 was vaccinated
intramuscularly, into the left deltoid, with a first 0.5 ml dose of Gardasil (lot #653736/0014U). There was no concomitant medication. A few days after the
vaccination, the patient developed a red, itchy, bumpy rash at the injection site. Unspecified medical attention was sought. There were no laboratory or
diagnostic tests performed. At the time of the report, the patient's outcome was unknown. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Cervical dysplasiaPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

274735-1

08-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site pruritus, Injection site rash

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0014U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 1300
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Dec-2006
Vaccine Date

Unknown
Onset Date Days

29-Mar-2007
Status Date

CA
State

WAES0703USA00109
Mfr Report Id

Information has been received from a nurse practitioner concerning a 26 year old female with no pertinent medical history who on 18-DEC-2006 was
vaccinated intramuscularly, into the left deltoid with a first 0.5 ml dose of Gardasil (lot # "0604F"). Concomitant therapy included vitamins (unspecified).
Subsequently the patient experienced soreness at the injection site, sacral back pain, mild low abdominal cramping, nausea, generalized itchiness, mild
dizziness and "felt feverish with chills." Unspecified medical attention was sought. There were no laboratory or diagnostic tests performed. The patient
recovered in 1 week without treatment. Additional information has been requested.

Symptom Text:

vitamins (unspecified0Other Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

274736-1

29-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Back pain, Chills, Dizziness, Injection site pain, Nausea, Pruritus, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 1301
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Feb-2007
Vaccine Date

21-Feb-2007
Onset Date

0
Days

29-Mar-2007
Status Date

NJ
State

WAES0703USA00211
Mfr Report Id

Information has been received from a health professional concerning her 16 year old daughter who on 21-FEB-2007 was vaccinated with a first dose of
Gardasil. On 21-FEB-2007 the patient experienced a bad headache. She was given two ADVIL and her headache went away the following day. On 21-FEB-
2007, the patient recovered. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

274737-1

09-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Headache

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1302
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Mar-2007
Status Date

--
State

WAES0703USA00291
Mfr Report Id

Information has been received a licensed practical nurse (LPN) concerning an approximately 13 year old ('about 13 years of age") female patient who was
vaccinated with a dose of Gardasil. Subsequently the nurse reported that the patient's period (menstrual cycle) is "a little over a week late." At the time of this
report, the patient had not recovered. The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

274738-1

29-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Menstruation delayed

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1303
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Mar-2007
Status Date

MI
State

WAES0703USA00329
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with a dose of Gardasil. Subsequently the patient experienced
dizziness and sought unspecified medical attention. No further information was provided. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

274739-1

29-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1304
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Mar-2007
Status Date

MI
State

WAES0703USA00330
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with a dose of Gardasil. Subsequently the patient experienced
dizziness and sought unspecified medical attention. No further information was provided. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

274740-1

29-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1305
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Mar-2007
Status Date

CA
State

WAES0703USA00741
Mfr Report Id

Information has been received from a physician via a company representative concerning a female in her early 20's who, on an unspecified date, was
vaccinated with a dose of Gardasil. It was reported that the patient experienced neck pain and stiffness after the injection. The pain was reported to have lasted
much longer than expected. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

274741-1

29-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Musculoskeletal stiffness, Neck pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Mar-2007
Status Date

--
State

WAES0703USA00754
Mfr Report Id

Information has been received from a physician's assistant concerning a female (age not reported) who on an unspecified date was vaccinated with Gardasil
(lot # not reported). Concomitant therapy was unspecified. The  patient sought unspecified medical attention. Subsequently, the patient experienced a rash.
The specifics of the rash were not reported. The outcome of the rash was not reported. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

274742-1

08-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1307
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Dec-2006
Vaccine Date

14-Dec-2006
Onset Date

0
Days

29-Mar-2007
Status Date

--
State

WAES0703USA00931
Mfr Report Id

Information has been received from a physician concerning an 18 year old female student (weight 131#, height 66.5") who on 14-DEC-2006 at 2 pm was
vaccinated with the first dose of Gardasil (lot #654540/1162F), IM in the right arm. Concomitant therapy included Menactra (lot #41974ab), IM in the left arm.
On approximately 14-DEC-2006, the patient developed fever T > 100 within 24 hours of vaccination, her arm was very sore and she "could not use for 48
hours". Subsequently on 16-DEC-2006, the patient recovered from fever T > 100, arm was very sore and could not use arm for 48 hours. Additional information
has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

274743-1

29-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injected limb mobility decreased, Pain in extremity, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

AVENTIS PASTEUR
MERCK & CO. INC.

NULL
1162F

0
0

Unknown
Unknown

Intramuscular
Unknown



10 JUN 2008 06:27Report run on: Page 1308
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Feb-2007
Vaccine Date

12-Feb-2007
Onset Date

0
Days

29-Mar-2007
Status Date

CA
State

WAES0703USA00940
Mfr Report Id

Information has been received from a physician concerning a female who on approximately 12-FEB-2007 was vaccinated intramuscularly with a dose of
Gardasil. On approximately 12-FEB-2007 the patient fainted after the administration of Gardasil. It was reported that this patient may have fainted while on the
way to the car and hit her head at an unspecified area. Medical attention was sought and the patient's mother was requesting a computed axial tomography
because the patient was experiencing bad headaches. At the time of the report, the patient's outcome was unknown. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

274744-1

29-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Computerised tomogram, Head injury, Headache, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Feb-2007
Vaccine Date

12-Feb-2007
Onset Date

0
Days

29-Mar-2007
Status Date

CA
State

WAES0703USA00941
Mfr Report Id

Information has been received from a physician concerning a female who on approximately 12-FEB-2007 was vaccinated intramuscularly with a dose of HPV.
On approximately 12-FEB-2007 the patient fainted after the administration of HPV. It was reported that this patient may have fainted while on the way to the car
and hit her head at an unspecified area. Medical attention was sought and the patient's mother was requesting a computed axial tomography because the
patient was experiencing bad headaches. At the time of the report, the patient's outcome was unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

274745-1

30-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Head injury, Headache, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Mar-2007
Status Date

--
State

WAES0703USA01022
Mfr Report Id

Information has been received from a family nurse practitioner (FNP) concerning numerous patients who on an unspecified dates were vaccinated with HPV
(lot # not reported). Subsequently, the patients experienced stinging and sore arm after the vaccination. The outcome of the stinging and sore arm was not
reported. No other information was available at the time of reporting. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

274746-1

30-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pain, Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Mar-2007
Status Date

PA
State

WAES0703USA01074
Mfr Report Id

Information has been received from a health professional concerning a female who was vaccinated with IM with a 0.5 ml dose of Gardasil (lot 654885/1424F #
or lot # 655619/1427F). Subsequently within a few minutes the patient experienced dizziness and felt as if she was going to faint. The patient did not faint and
was not sent to the hospital. The patient laid down for a few minutes and had something to drink. The patient recovered on an unspecified date. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

274747-1

30-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1427F Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Mar-2007
Status Date

PA
State

WAES0703USA01075
Mfr Report Id

Information has been received from a health professional concerning a female who was vaccinated with IM with a 0.5 ml dose of HPV (lot 654885/1424F # or
lot # 655619/1427F). Subsequently within a few minutes the patient experienced dizziness and felt as if she was going to faint. The patient did not faint and was
not sent to the hospital. The patient laid down for a few minutes and had something to drink. The patient recovered on an unspecified date. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

274748-1

30-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1427F Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1313
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Mar-2007
Status Date

PA
State

WAES0703USA01076
Mfr Report Id

Information has been received from a health professional concerning a female who was vaccinated with IM with a 0.5 ml dose of HPV (lot 654885/1424F # or
lot # 655619/1427F). Subsequently within a few minutes the patient experienced dizziness and felt as if she was going to faint. The patient did not faint and was
not sent to the hospital. The patient laid down for a few minutes and had something to drink. The patient recovered on an unspecified date. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

274749-1

30-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1427F Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Oct-2006
Vaccine Date

30-Oct-2006
Onset Date

0
Days

29-Mar-2007
Status Date

WA
State

WAES0701USA03988
Mfr Report Id

Initial and follow-up information has been received from a nurse practitioner concerning a 60 year old white female cigarette smoker (40 cigarettes per day) with
hypothyroidism who on 30-OCT-2006 was vaccinated, into the right "glute" with a first dose of HPV (lot # 653978/0955F). Concomitant therapy included
levothyroxine Na (SYNTHROID). On 04-NOV-2006 the patient experienced stiff neck, myalgia, mild chills, sweats and temperature of 101. On 06-NOV-2006
the patient experienced enlarged cervical lymph nodes. Subsequently, the patient recovered. It was reported that the patient thought that she had the flu. On
12-JAN-2007 the patient was vaccinated, into the right "glute" with a second dose of HPV (lot # 654389/0961F). On 17-JAN-2007 the patient experienced stiff
neck, myalgia, mild chills, sweats and temperature of 101. On 19-JAN-2007 the patient experienced enlarged cervical lymph nodes. The nurse practitioner felt
that the patient had an "exaggerated immune response." At the time of the report, the patient's stiff neck and myalgia and mild chills and sweats and
temperature of 101 and enlarged cervical lymph nodes persisted. The patient refused her third vaccination. No further information is available.

Symptom Text:

SynthroidOther Meds:
Lab Data:
History:
Prex Illness:

body temp 11/04/06 101; body temp, 01/17/07 101; serum C-reactive 01/22/07 14.5; serum alkaline 01/22/07 106
Hypothyroidism; Cigarette smoker

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
60.0

274750-1

07-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Body temperature increased, Chills, Hyperhidrosis, Inappropriate schedule of drug administration, Influenza, Lymphadenopathy, Musculoskeletal stiffness,
Myalgia

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0955F 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
27-Mar-2007
Status Date

OH
State

WAES0702USA03451
Mfr Report Id

Information has been received from a physician, for the Pregnancy registry for Gardasil, concerning a 26 year old female with pertinent medical history and
drug reactions/allergies unspecified who on an unspecified date was vaccinated with first dose of Gardasil (lot # not reported) injection. On an unspecified date,
the patient was vaccinated with second dose of Gardasil (lot # not reported) injection. Concomitant therapy was unspecified. Approximately two weeks after
receiving the second dose of vaccine, the patient learned that she was pregnant. The patient sought medical attention, she reported the pregnancy to the
physician's office. The date of last menstrual period was not reported. The third dose of Gardasil will not be given to the patient during her pregnancy. The
patient has not had any adverse experiences to date. Additional information was received from the physician who reported that the patient had a miscarriage.
No further information was available at the time of reporting. Upon internal review, miscarriage was determined to be an other important medical event.
Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = Unknown)Prex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

274754-1

27-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
26-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1316
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Jan-2007
Vaccine Date

22-Jan-2007
Onset Date

0
Days

27-Mar-2007
Status Date

VA
State

WAES0702USA01337
Mfr Report Id

Information has been received from a licensed practical nurse concerning a 15 year old female student who on 22-JAN-2007 was vaccinated intramuscularly in
the left arm with a 0.5ml first dose of Gardasil (lot #653736/0868F). On 02-FEB-2007, it was discovered that the patient was pregnant. At the time of this report,
the patient's last menstrual period was unknown. The patient sought unspecified medical attention and she was referred to an obstetrician/gynecologist. A
pregnancy test was performed. On an unspecified date, the pregnancy was terminated. At the time of this report, the outcome was unknown. No product quality
complaint was involved. Upon internal review, pregnancy was terminated was considered to be an other important medical event. Additional information is not
expected.

Symptom Text:

UNKOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = Unknown)Prex Illness:

beta-human chorionic

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

274755-1

27-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion induced, Drug exposure during pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
26-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0868F 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 1317
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Jan-2007
Vaccine Date

24-Jan-2007
Onset Date

0
Days

27-Mar-2007
Status Date

FR
State

WAES0703USA03854
Mfr Report Id

Information has been received from a health professional concerning a pregnant 35 year old female with a history of missed miscarriage who on 24-JAN-2007
was vaccinated intramuscularly with a first dose of Gardasil. The site of administration was not reported. concomitant therapy included Echinacea (unspecified),
FUNGUSTATIN, ZIRTEK which the patient took as self medication from 12-JAN-2007 to 24-JAN-2007 because she believed she had a possible fungal
infection. It was reported that the patient was unaware that she was pregnant at the time of vaccination. The first day after her last menstruation period was 31-
DEC-2006 and the patient's expected date of delivery was 07-OCT-2007. The patient realized that she was pregnant on 31-JAN-2007. Approximately 4 days
later, the patient experienced a "missed miscarriage." This diagnosis was made by the reporting physician herself. At the time of this report, the outcome was
unknown. The reporting physician specified that the miscarriage was not related to therapy with Gardasil. It was also specified that FUNGUSTATIN had not
been prescribed by a physician and that it was self-administered by the patient. Upon internal review, miscarriage was considered an other important medical
event. Other business partner number included E2007-01696. No further information is available. The case is closed.

Symptom Text:

ZIRTEK 12Jan07 - 24Jan07, echinacea (unspecified) 12Jan07 - 24Jan07, fluconazole 12Jan07 - 24Jan07Other Meds:
Lab Data:
History:
Prex Illness:

UNK
Abortion missed

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
35.0

274756-1

03-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion missed, Drug exposure during pregnancy, Inappropriate schedule of drug administration

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
26-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1318
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Feb-2007
Vaccine Date

16-Feb-2007
Onset Date

1
Days

28-Mar-2007
Status Date

MI
State Mfr Report Id

History of racing heart since getting vaccine 2/20/07. Short of breath-sent to cardiologist ECG doppler normal. Back again 3/16/07 missed 5 days of school.
Coughing waking at night, night sweats, nausea.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

274775-1

28-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cough, Dyspnoea, Electrocardiogram normal, Heart rate increased, Middle insomnia, Nausea, Night sweats, Tachycardia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
26-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0961F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1319
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Mar-2007
Vaccine Date

20-Mar-2007
Onset Date

1
Days

28-Mar-2007
Status Date

NY
State Mfr Report Id

rash-red spots with white centers all over.Symptom Text:

Other Meds:
Lab Data:
History:

NONEPrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

274777-1

03-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash erythematous, Rash generalised

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
26-Mar-2007

Received Date

Prex Vax Illns:

TD
HPV4
HEPA

AVENTIS PASTEUR
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

AC52B014AA
01870
AHAVB143BA

5
1
0

Right arm
Left arm

Right arm

Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 1320
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Mar-2007
Vaccine Date

15-Mar-2007
Onset Date

0
Days

28-Mar-2007
Status Date

CA
State Mfr Report Id

After getting 1 Menactra vaccine to her Left deltoid and 2 HPV vaccines to her Right deltoid. Patient fainted and fell down to the floor, nonconscious. Approx 2
min she became alert and her Blood pressure 90/60. 911 was called and she was brought to hospital in stable condition.

Symptom Text:

Other Meds:
Lab Data:
History:

NONEPrex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

274788-1

28-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure decreased, Fall, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
26-Mar-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

AVENTIS PASTEUR
MERCK & CO. INC.

02002AC
0187U

0
0

Left arm
Right arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 1321
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Mar-2007
Vaccine Date

09-Mar-2007
Onset Date

3
Days

28-Mar-2007
Status Date

VA
State Mfr Report Id

R arm redness, pain, swelling. Shortly after.Symptom Text:

AdderallOther Meds:
Lab Data:
History:

NONE/Well childPrex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

274790-1

28-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Oedema peripheral, Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
26-Mar-2007

Received Date

Prex Vax Illns:

TDAP
FLU
HPV4

AVENTIS PASTEUR
AVENTIS PASTEUR
MERCK & CO. INC.

C2638AA
U2307AA
00886

0
0
0

Left arm
Right arm
Left arm

Intramuscular
Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Mar-2007
Vaccine Date

26-Mar-2007
Onset Date

0
Days

27-Mar-2007
Status Date

VA
State Mfr Report Id

BECAME DIAPHOETIC AND VERY PALE. NEAR SYNCOPESymptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

MIGRAINES

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

274837-1

27-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hyperhidrosis, Pallor, Presyncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
26-Mar-2007

Received Date

Prex Vax Illns:

TDAP
HPV4

AVENTIS PASTEUR
MERCK & CO. INC.

SP 2631AA
M 0688F

0
0

Left arm
Right arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 1323
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Jan-2007
Vaccine Date

11-Jan-2007
Onset Date

0
Days

28-Mar-2007
Status Date

GA
State

WAES0703USA02391
Mfr Report Id

Information has been received from a 20 year old female with an allergy to Zomig and a history of multiple miscarriages. On 11-JAN-2007 the patient was
vaccinated with her first dose of Gardasil when she was 4 and a half weeks pregnant. The patient took a urine Human chorionic gonadotropin (HCG) test in the
doctor's office that said she was not pregnant, and they administered the vaccination on day. On 17-JAN-2007 the patient discovered she was pregnant. On 21-
JAN-2007 she had a miscarriage. Medical attention was sought. Her outcome was unknown. Upon internal review, miscarriage was considered to be an other
important medical event. Additional information has been requested. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = Unknown) Drug hypersensitivityPrex Illness:

urine beta-human 01/11/07 - Not pregnant
Miscarriage

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

274938-1

28-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy, Urine human chorionic gonadotropin negative

 ER VISIT, NOT SERIOUS

Other Vaccine
27-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1324
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Nov-2006
Vaccine Date

Unknown
Onset Date Days

28-Mar-2007
Status Date

GA
State

WAES0703USA03531
Mfr Report Id

Information has been received from a female who on 29-NOV-2006 was vaccinated with Gardasil. At the time of reporting, the patient had not yet received her
second dose of Gardasil due to hip replacement surgery. Additional information has been requested. Upon internal review, hip replacement surgery was
considered to be an other important medical event.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

274940-1

03-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hip arthroplasty

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
27-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1325
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Mar-2007
Vaccine Date

13-Mar-2007
Onset Date

0
Days

28-Mar-2007
Status Date

FR
State

WAES0703USA04220
Mfr Report Id

Information has been received from a health professional concerning a 15 year old female who on 13-MAR-2007 was vaccinated IM into the arm with a first
dose of Gardasil (lot # 655376/0572F, batch # NE45050). About 5-10 minutes after the vaccination the patient developed symptoms of tonic convulsions and
was unconsciousness for about 1-2 minutes. After recovery the patient  developed hypotension and felt nauseas for about 20 minutes. The patient recovered
completely. It was reported that the patient is tall and slim and was very excited before vaccination. It was also noted that her sister has a history of
hydrocephalus and epilepsy. A neurologic check is planned. Other business partner numbers included E2007-01613.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

274941-1

28-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Agitation, Hypotension, Loss of consciousness, Nausea, Neurological examination, Tonic convulsion

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
27-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0572F Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
28-Mar-2007
Status Date

AZ
State

WAES0703USA04238
Mfr Report Id

Information has been received from a medical assistant through a pregnancy registry concerning a 19 year old female with a history of miscarriage who was
vaccinated with the first dose of Gardasil. It was reported that later the patient found out that she was pregnant. The patient was 2 months pregnant at the time
of the vaccination. It was reported that the patient miscarried 2 weeks after the vaccination. At the time of the report it was unknown, if the patient recovered.
Upon internal review, it was determined that miscarried was an other important medical event. Additional information has been requested.

Symptom Text:

UNKOther Meds:
Lab Data:
History:
Prex Illness:

UNK
Miscarriage

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

274942-1

28-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
27-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1327
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Mar-2007
Vaccine Date

26-Mar-2007
Onset Date

0
Days

29-Mar-2007
Status Date

MO
State Mfr Report Id

Nausea, lightheaded x 5 min right after injection.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None
Get lightheaded with blood draws

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

274951-1

29-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
27-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 00440 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Mar-2007
Vaccine Date

07-Mar-2007
Onset Date

1
Days

29-Mar-2007
Status Date

AZ
State Mfr Report Id

1:30 Backache, headache, dizziness, generalized discomfort in clinic - call to facility for clarification of side effects, referred to Family Practice - developed
stridor, nystagmus - transferred to facility reported at 4:30. Admitted to ICU. Discharged facility 3/9/07. 04/02/07-records received from facility-Fever and altered
neurological status. Temp 101.2. Fell at clinic. Fainted. Presented to ER with nystagmus with mainly her gaze toward the right. Not speaking Hyperventilating.
Fever a few days ago and had been sick with viral syndrome.  PE pupils equal round reactive to light but she had nystagmus frequently every few seconds and
mainly seemed with a right. Required interpreter but she had no spontaneous speech. Carpal pedal spasm. DC Summary for DOS 3/7-3/9/07. DC DX:Diseases
disorders of nervous system. Convulsions, Tetany, bronchitis, nystagmus, altered mental status, hyperventilation, headache, lumbago, fever.

Symptom Text:

Other Meds:
Lab Data:

History:
Very minimal URI symptomsPrex Illness:

Done in hospital LP: clear fluid, 1 WBC, 0 RBC, Glucose WNL at 56, protein 19. WBC 16.3, 90% neutrophil. Influenza A and B negative. EEG: mildly abnormal
EEG due to excessive presence of beta activity which could be drug related. The lack

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

274953-1 (S)

04-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Back pain, Body temperature, Bronchitis, Convulsion, Discomfort, Dizziness, Fall, Headache, Hyperventilation, Lack of spontaneous speech, Mental status
changes, Nystagmus, Pyrexia, Stridor, Syncope, Tetany, Viral infection

 ER VISIT, HOSPITALIZED, SERIOUS

Related reports:   274953-2

Other Vaccine
27-Mar-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

AVENTIS PASTEUR
MERCK & CO. INC.

U2115AA
0960F

0
0

Right arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 1329
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Mar-2007
Vaccine Date

07-Mar-2007
Onset Date

1
Days

25-Jun-2007
Status Date

--
State

200702141
Mfr Report Id

This case was received from another manufacturer (reference number WAES0705USA05077) on 07 June 2007. The following information is verbatim as it
appears in the other manufacturer's report: "Information has been received from an agency concerning an 18 year old female with a history of very minimal
upper respiratory infection symptoms who on 06-MAR-2007 was vaccinated intramuscularly into the left arm with a first dose of Gardasil (Lot # 654535/0960F).
Concomitant therapy included Menactra (Lot # U2115AA) in the right arm. On 07-MAR-2007 at 1:30 the patient experienced backache, headache, dizziness
and generalized discomfort in the clinic and the patient was referred to her family practice. At her family practice, the patient developed stridor and nystagmus
and was transferred to the facility (reported at 4:30) and was admitted to the ICU. Based on records received from the facility, the patient had fever and altered
neurological status. She had a temperature of 101.2 and fell at the clinic. The patient presented to the emergency room with nystagmus with mainly her gaze
toward the right. The patient was not speaking and was hyperventilating. It was reported that the patient had a fever a few days ago and had been sick with
viral syndrome. Physical exam showed pupils equally round and reactive to light but she had nystagmus frequently every few seconds and 'mainly seemed with
a right". The patient required an interpreter but she had no spontaneous speech and carpal pedal spasm. A lumbar puncture was performed in the hospital with
the following with the following results: clear fluid, 1 WBC, 0 RBC, Glucose WNL at 56 and protein of 19. Other laboratory tests included: WBC of 16.3,
neutrophil of 90%, Influenza A and B negative and an EEG which was mildly abnormal due to excessive presence of beta activity which could be drug related.
The patient was discharged on 09-MAR-2007 and diagnosed with diseases/disorders of the nervous system, convulsions, tetany, bronchitis, nystagmus,
altered mental status, hyperventilation

Symptom Text:

Other Meds:
Lab Data:

History:
Prex Illness:

A lumbar puncture was performed in the hospital with the following results: clear fluid, 1 WBC, 0 RBC, Glucose WNL at 56 and protein of 19. Other laboratory
tests included: WBC of 16.3, neutrophil of 90%, Influenza A and B negative and an E
fever a few days ago and had been sick with viral syndrome. Upper respiratory tract infection.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

274953-2 (S)

26-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Back pain, Bronchitis, Convulsion, Discomfort, Dizziness, Fall, Gaze palsy, Headache, Hyperventilation, Lack of spontaneous speech, Mental status changes,
Nervous system disorder, Neurological symptom, Nystagmus, Pyrexia, Speech disorder, Stridor, Syncope, Tetany, Viral infection

 ER VISIT, HOSPITALIZED, SERIOUS

Related reports:   274953-1

Other Vaccine
22-Jun-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2115AA
0960F

0
0

Right arm
Left arm

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
22-Mar-2007
Vaccine Date

22-Mar-2007
Onset Date

0
Days

29-Mar-2007
Status Date

PA
State Mfr Report Id

Lightheaded then passed out for less than 10 seconds.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

274955-1

29-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Loss of consciousness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
27-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0088U 1 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Mar-2007
Vaccine Date

17-Mar-2007
Onset Date

1
Days

29-Mar-2007
Status Date

MN
State Mfr Report Id

Herpes Zoster of R upper chest & shoulderSymptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

274964-1

29-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Herpes zoster

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
27-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 08005 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Feb-2007
Vaccine Date

23-Feb-2007
Onset Date

1
Days

29-Mar-2007
Status Date

MI
State Mfr Report Id

Pt received #3 Gardasil on 2/22/07. L arm small red dot after shot. On 2/23/07 she started to get larger with raised area on 2/24/07. Size of (2) quarters, itching
on/off with minimal pain. On 3/15/07 22mm bump felt under the skin but not raised.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

274968-1

29-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site nodule, Injection site pain, Injection site pruritus

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
27-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Mar-2007
Vaccine Date

13-Mar-2007
Onset Date

0
Days

29-Mar-2007
Status Date

OR
State Mfr Report Id

Pt felt nauseous after receiving vaccine. Developed temperature >102. Continued with a fever 102 deg -103.5 F x 5 days. Developed "fever blisters" in mouth.
Saw a provider at hospital ED. Treated with Doxycycline.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

Lab work done at hospital no results available
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

274970-1

29-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Herpes simplex, Nausea, Pyrexia

 ER VISIT, NOT SERIOUS

Related reports:   274970-2

Other Vaccine
27-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0187U 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Mar-2007
Vaccine Date

Unknown
Onset Date Days

16-May-2007
Status Date

OR
State

WAES0703USA03782
Mfr Report Id

Information has been received from a registered nurse concerning an 18, year old female who on 13, Mar 2007 was vaccinated with the first dose of HPV rL1 6
11 16 18 VLP vaccine (yeast) (lot# 656049/0187U). Subsequently, on an unspecified date the patient developed a fever between 102 and 103.5 F, oral fever
blisters and lymphadenopathy. The patient was seen in the emergency room and treated with doxycycline. At the time of this report the patient was recovering
from the events. Additional information has been requested

Symptom Text:

unknownOther Meds:
Lab Data:
History:
Prex Illness:

body temp, 03/??/ 07, 103.5 F body temp, 03/??/07, 102 F
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

274970-2

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Lymphadenopathy, Oral herpes, Pyrexia

 ER VISIT, NOT SERIOUS

Related reports:   274970-1

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 656049/0187U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1335
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Mar-2007
Vaccine Date

Unknown
Onset Date Days

29-Mar-2007
Status Date

MI
State Mfr Report Id

None Menactra given 2 mo earlySymptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
10.0

274971-1

01-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
27-Mar-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U1892AA
0962F

0
0

Right arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 1336
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Jan-2007
Vaccine Date

11-Jan-2007
Onset Date

0
Days

29-Mar-2007
Status Date

NY
State Mfr Report Id

Pt received Gardasil vaccine 1/11/07 at 100PM - Developed c/o chest pain late evening & went to hospital ER. Pt brought this to our attention 3/12/07 when she
was scheduled for her second vaccination - dose not given. No intervention other than Advil given in ER.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

Chest Xray & EKG within normal limit, Dedimer normal
Allergy Penicillin

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

274972-1

29-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chest pain

 ER VISIT, NOT SERIOUS

Other Vaccine
27-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1427F 0 Right arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Mar-2007
Vaccine Date

24-Mar-2007
Onset Date

1
Days

28-Mar-2007
Status Date

NY
State Mfr Report Id

APPROX. 24 HOURS AFTER VACCINE BEGAN WITH MUSCULAR NECK,BACK,LEG AND ARM PAIN.Symptom Text:

PREVICID 30 MG DAILYOther Meds:
Lab Data:
History:

NOPrex Illness:

NO

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

275007-1

28-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Back pain, Myalgia, Neck pain, Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
27-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0688F 1 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
M

Gender
06-Feb-2007
Vaccine Date

06-Feb-2007
Onset Date

0
Days

30-Mar-2007
Status Date

CA
State

WAES0702USA00873
Mfr Report Id

Information has been received from a health professional concerning a 77 year old male with no known allergies who on 06-FEB-2007 was vaccinated IM in the
right arm with a 1 ml dose of Zostavax (lot # 656412/1476F). The Zostavax was reconstituted with Gardasil (lot # 654741/1208F) and the combined product
was administered to the patient. It was reported that the patient was on an unspecified concomitant medication. No symptoms have been reported. Unspecified
medical attention was sought. There was no product quality complaint involved. Additional information has been requested.

Symptom Text:

(therapy unspecified)Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
77.0

275023-1

08-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, Incorrect drug dosage form administered

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

VARZOS
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

1476F
1208F

Unknown
Unknown

Intramuscular
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Apr-2007
Status Date

AZ
State

WAES0702USA03477
Mfr Report Id

Information has been received from a health professional concerning a patient who was vaccinated with a dose of Zostavax that was reconstituted with
Gardasil. No symptoms were noted. The office manager reported it was human error. The vaccine was administered by a medical assistant who was working in
the office as a temp and was unfamiliar with the office and the vaccine. There was no product quality complaint involved. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

275050-1

16-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Accidental exposure, Wrong drug administered

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Mar-2007

Received Date

Prex Vax Illns:

VARZOS
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 1340
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Mar-2007
Vaccine Date

13-Mar-2007
Onset Date

11
Days

29-Mar-2007
Status Date

NY
State Mfr Report Id

Day after receiving Guardasil noted hives throughout body which increased over weekend. Prescribed Keflex and Benadryl.Symptom Text:

Othrotrecyclen LoOther Meds:
Lab Data:
History:

NONEPrex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

275070-1

29-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Related reports:   275070-2

Other Vaccine
28-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 01880 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1341
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Mar-2007
Vaccine Date

02-Mar-2007
Onset Date

0
Days

16-May-2007
Status Date

NY
State

WAES0703USA04229
Mfr Report Id

Information has been received from a physician concerning a 25 year old female who on 02, Mar 2007 was vaccinated, first dose, HPV rL1 6 11 16 18 VLP
vaccine (yeast) (lot# 657006/0188U). On 02, Mar 2007 the patient experienced hive-like rash all over. The patient sought medical attention on 03, Mar 2007
and was prescribed diphenhydramine hydrochloride (BENADRYL) and corticosteriode. Subsequently, the patient recovered from hive-like rash all over.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

275070-2

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash generalised, Urticaria

 ER VISIT, NOT SERIOUS

Related reports:   275070-1

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 657006/0188U 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Mar-2007
Vaccine Date

Unknown
Onset Date Days

30-Mar-2007
Status Date

NC
State

WAES0703USA03783
Mfr Report Id

Information has been received from a physician concerning a 13 year old female who, on an unspecified date, was vaccinated intramuscularly with a second
dose of Gardasil. Within 24-48 hours, the patient experienced fever, achiness and diarrhea. The physician reported that 1-2 days later, the patient developed
blood in the stool and was admitted to the hospital. The physician reported that the patient was diagnosed with acute kidney failure and was still hospitalized. At
the time of this report, the patient's fever, achiness and acute kidney failure persisted. Fever, achiness and acute kidney failure were considered to be
immediately life-threatening and disabling. Additional information has been requested.    5/18/07 Received medical records from hospital which reveal patient
seen at hospital 3/18-3/26/07 for nausea, vomiting, bloody diarrhea & fever starting approx 3/11/07.  Found to have asymptomatic E.coli UTI that traveled to
kidneys.  Treated w/IV antibiotics & started on dialysis & placed on kidney transplant list. Progressed well & d/c to home on oral antibiotics.  FINAL DX: acute
renal failure, urosepsis, polycystic kidney disease, end stage renal failure, hemodialysis.  3/27-4/2/07 - Re-Admitted to pediatric nephrology with fever,
dizziness & orthostasis.  Treated w/multiple IV antibiotics.  Was to continue dialysis but at least 2 sessions cancelled due to hypotension.  Outpatient
hemodialysis was arranged closer to her home & was to continue IV antibiotics at dialysis center as well as continue on oral antibiotics.  Plan was to transition
to peritoneal dialysis after off antibiotics for 1 week. FINAL DX: posible partially treated urosepsis; end stage renal disease; polysystic kidney disease; rotavirus
gastroenteritis; h/o acute renal failure.  4/25/07  Seen in Dialysis at outlying center.  Doing well, last dose of antibiotics on 4/13 & afebrile since then.  Labs were
much improved & a trial of decreased dialysis was discussed.  5/4/07 - Seen in surgery clinic for evaluation of peritoneal dialy

Symptom Text:

UnknownOther Meds:
Lab Data:

History:

Prex Illness:

Unknown LABS 3/18 admit: urine & blood c/s revealed E.coli.  Creatinine peak at 9.  Renal US revealed echogenic kidneys w/poor corticomedullary
differentiation containing multiple tiny cysts; normal renal artery acceleration times w/slight
Unknown PMH: hearing loss since age 3, wears hearing aid left ear.  Pyelonephritis, renal cysts.  Migraine headaches, multiple episodes of allergies, allergic
rhinitis, sinusitis, pharyngitis, recurrent ear infections, gastroenteritis, tonsillitis & tonsillar hypertrophy, cellulitis & viral illness.  Patient was home schooled &
had hx of ADD, taking Adderall.    Family HX: pat

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

275111-1 (S)

22-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Congenital cystic kidney disease, Dialysis, Diarrhoea, Diarrhoea haemorrhagic, Dizziness postural, Gastroenteritis rotavirus, Haematochezia, Hypotension,
Nausea, Pain, Pyelonephritis, Pyrexia, Renal failure acute, Renal failure chronic, Urinary tract infection, Urosepsis, Vomiting

 ER VISIT, HOSPITALIZED, LIFE THREATENING, PERMANENT DISABILITY, SERIOUS

Related reports:   275111-2

Other Vaccine
29-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0181V 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 1343
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
27-Apr-2007
Status Date

NC
State

WAES0704USA04051
Mfr Report Id

Information has been received from a physician concerning a 12 year old female patient with a history of "kidney failure" who was vaccinated with a dose of
Gardasil. The patient had a complete kidney failure a few days after getting the Gardasil. Unspecified medical attention was sought by the patient. The outcome
of the patient was unknown at the time of this report. Upon internal review, kidney failure was considered to be an other important medical event. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Renal failure

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

275111-2

30-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Renal failure

 ER VISIT, NOT SERIOUS

Related reports:   275111-1

Other Vaccine
26-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Mar-2007
Vaccine Date

19-Mar-2007
Onset Date

0
Days

30-Mar-2007
Status Date

CA
State

WAES0703USA04361
Mfr Report Id

Information has been received from a physician, via a company representative, concerning a 13 year old female patient, who on 19-MAR-2007 was vaccinated
with the first dose, IM, of Gardasil. The physician reported that "approximately 3 minutes after receiving the first dose of the vaccine, the patient passed out,"
and then "experienced a seizure that lasted approximately 2 minutes." The physician stated that the seizure was probably related to pain or anxiety, and
indicated that the patient's status had improved after she received therapy (therapy unspecified). Seizure was considered to be an other important medical
event. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

275112-1

30-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anxiety, Convulsion, Loss of consciousness, Pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
29-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Mar-2007
Vaccine Date

26-Mar-2007
Onset Date

0
Days

30-Mar-2007
Status Date

ME
State Mfr Report Id

Elbows bilateral tingling and numb. No shortness of breath, respiratory distressSymptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

275145-1

05-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Paraesthesia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
29-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 01884 1 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Mar-2007
Vaccine Date

Unknown
Onset Date Days

30-Mar-2007
Status Date

MD
State Mfr Report Id

Spoke with patient mother 3/13/07. Patient appeared to have what was thought to be chicken pox. Her rheumatologist did bloodwork and thinks that the
vaccine flared up her Juvenile rheumatoid arthritis. Mother will call back with results of test and results from visit at John Hopkins.

Symptom Text:

Claritin DOther Meds:
Lab Data:
History:
Prex Illness:

Bloodwork done by rheumatologist
Amoxicillin

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

275151-1

02-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Condition aggravated, Juvenile arthritis, Varicella

 ER VISIT, NOT SERIOUS

Other Vaccine
29-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0955F 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Mar-2007
Vaccine Date

23-Mar-2007
Onset Date

2
Days

30-Mar-2007
Status Date

NY
State Mfr Report Id

Patient received 1st dose of Gardasil on 3/21/07 no co's voiced at time of injection. On Friday evening 3/23/07 patient noted face to be red and swollen,
symptoms disappeared after 2 hours. On Monday 3/26/07, pateint noted same red, swollen face after ingesting glass of white wine with dinner, again
symptoms lasted about 2 hours. Patient did not take any other medication during this time frame, nor had she used any new soaps/make up.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

seasonal allergies

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

275181-1

30-Mar-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Swelling face

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
29-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0244U 0 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Mar-2007
Vaccine Date

21-Mar-2007
Onset Date

0
Days

02-Apr-2007
Status Date

MA
State Mfr Report Id

Received immunizations at approximately 6:50PM, went to waiting room where brother and sister saw her fall to floor hitting her head (?left side) on a wooden
playbox. They said she just stared for about 5 seconds then left arm / shoulder was twitching when RN arrived, patient was conscious and in a chair. She was
pale, P68 at a FBV minutes, before 7pm, BP was 108/78, P78 standing. She was still dizzy and c/o headache, so ambulance was called. She was observed in
ER and discharged home.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

Accucheck 149, via normal EKG normal > Done at medical center
allergies - Erythromycin, Acanthosis nigricans, overweight

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

275225-1

03-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Fall, Head injury, Headache, Muscle twitching, Pallor, Staring

 ER VISIT, NOT SERIOUS

Other Vaccine
30-Mar-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

AVENTIS PASTEUR
MERCK & CO. INC.

U2141AA
1426F

Right arm
Left arm

Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Mar-2007
Vaccine Date

19-Mar-2007
Onset Date

0
Days

02-Apr-2007
Status Date

AL
State

WAES0703USA04310
Mfr Report Id

Information has been received from a registered nurse concerning a 10 year old female with a penicillin allergy who on 19-MAR-2007 was vaccinated IM with a
0.5 ml second dose of Gardasil (Lot# 654741/0013U). There was no concomitant medication. On 19-MAR-2007 the patient developed a rash all over her body,
especially near the injection site. The nurse reported that the patient was given BENADRYL for the rash. The patient went to see her pediatrician who
reportedly prescribed the patient with prednisone an ZYRTEC. It was also reported that the patient did not have a reaction to her first dose of Gardasil. At the
tiem of the report, the patient was recovering. The nurse felt that the patient's rash was an other important medical event. Additional information has been
requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Penicillin allergyPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
10.0

275249-1

02-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site rash, Rash generalised

 ER VISIT, NOT SERIOUS

Other Vaccine
30-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0013U 1 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Mar-2007
Vaccine Date

18-Mar-2007
Onset Date

3
Days

02-Apr-2007
Status Date

--
State

WAES0703USA04262
Mfr Report Id

Information has been received from a physician concerning her 18 year old daughter with penicillin and sulfonamide allergy, attention deficit/hyperactivity
disorder, anxiety and migraine who on 15-MAR-2007 was vaccinated, intramuscularly, with a dose of Gardasil. Concomitant therapy included TOPAMAX,
STRATTERA and ZOLOFT. On 18-MAR-2007 the patient experienced "soreness in her legs" and her "knees and ankles began to hurt. "The patient took
ibuprofen for the symptoms. On 20-MAR-2007, the patient was not able to attend school. It was reported that she was "not walking normally" and "walking like
an old lady." Unspecified medical attention was sought. There was no laboratory or diagnostic test performed. At the time of the report, the symptoms had not
resolved. The physician considered "knees and ankles began to hurt" and "soreness in her legs" to be disabling events.

Symptom Text:

STRATTERA, ZOLOFT, TOPAMAXOther Meds:
Lab Data:
History:

Penicillin allergy; sulfonamide allergy; Attention deficit/hyperactivity disorder; Anxiety; MigrainePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

275250-1 (S)

02-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Gait disturbance, Pain in extremity

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Related reports:   275250-2

Other Vaccine
30-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Mar-2007
Vaccine Date

16-Mar-2007
Onset Date

1
Days

08-May-2008
Status Date

--
State

WAES0703USA04168
Mfr Report Id

Information has been received from a Registered Nurse (R.N.) and a physician (the patient's mother) concerning an 18 year old female patient who on 15-
MAR-2007 was vaccinated with a first dose of Gardasil.  One or two days after the injection, the patient developed leg, ankle and knee pain.  Unspecified
medical attention was sought.  The patient's outcome was unknown.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

275250-2

08-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Pain in extremity

 ER VISIT, NOT SERIOUS

Related reports:   275250-1

Other Vaccine
14-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Mar-2007
Vaccine Date

15-Mar-2007
Onset Date

0
Days

02-Apr-2007
Status Date

CA
State

WAES0703USA03961
Mfr Report Id

Initial and follow-up information has been received from a Medical Assistant concerning a 17 year old female patient who on 15-MAR-2007 was vaccinated IM
with her first dose of Gardasil, lot #654702/0011U. The reporter reported soon after the injection "her arm hurt really bad" and was stiff. On 16-MAR-2007 the
patient developed sporadic twitching of her whole body. The reporter stated that the patient "looked as if she had Tourette syndrome. " On 17-MAR-2007 the
patient was examined in the emergency room and was released a few hours later. She was examined by her primary physician and gynecologist. She had an
appointment with a neurologist. She has not had any improvement in her symptoms of sporadic twitching, however arm pain and stiffness were subsiding. The
reporter considered the events to be disabling because the patient was unable to perform her activities of daily living for a week. Additional information has
been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

275251-1 (S)

02-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Activities of daily living impaired, Muscle twitching, Musculoskeletal stiffness, Pain in extremity, Tourettes disorder

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Other Vaccine
30-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0011U 0 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Mar-2007
Vaccine Date

28-Mar-2007
Onset Date

2
Days

02-Apr-2007
Status Date

KY
State Mfr Report Id

Gardasil give in Right Deltoid on Monday March 26. On Wed, March 28, patient reported itching, swelling and redness in Right upper arm. 4 1/2 inch by 5 inch
red, swollen, hot area noted on upper right arm. Taken to see MD on Thursday March 29. Patient started on Omnicef 300mg BID, Zyrtec 10mg QD, cool
compresses and Advil PRN. On Saturday, March 31, Patient becan complaints of tingling in fingers of Rt. hand. Rt. arm 3-4 cm larger than left arm. Called Dr.
instructed to elavate arm and give Advil around the clock. Report increase swelling or symptoms to physician.

Symptom Text:

Previcid, YazOther Meds:
Lab Data:
History:

noPrex Illness:

Reflux

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

275299-1

10-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site pruritus, Injection site swelling, Injection site warmth, Oedema peripheral, Paraesthesia

 ER VISIT, NOT SERIOUS

Other Vaccine
31-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. UNSURE 2 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 1354
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Mar-2007
Vaccine Date

Unknown
Onset Date Days

03-Apr-2007
Status Date

NE
State Mfr Report Id

Vasovagal response VS Reflex anoxic seizureSymptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

275308-1

03-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Seizure anoxic, Syncope vasovagal

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
30-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0188U 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 1355
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Mar-2007
Vaccine Date

14-Mar-2007
Onset Date

1
Days

03-Apr-2007
Status Date

FL
State Mfr Report Id

Received Gardasil and Menactra on same day 3/13/07 at a routine physician. Approximately 12 hours later, she began with fevers, chills, headache, dizziness,
sore throat & abdominal pain, vomited x 1

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

Rapid Strep test (-), rapid influenza test (-)
Left Choroidal fissure brain cyst - stable in size

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

275310-1

03-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Chills, Dizziness, Headache, Pharyngolaryngeal pain, Pyrexia, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
30-Mar-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

AVENTIS PASTEUR
MERCK & CO. INC.

A17714A
1427F

0
0

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 1356
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Mar-2007
Vaccine Date

30-Mar-2007
Onset Date

0
Days

03-Apr-2007
Status Date

SC
State Mfr Report Id

Dizziness, Syncope recovered in few minutes. Patient also complained of severe pain at Vaccine site. Tylenol PO given.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

Glucose 96, B/P 104/86, Sat 99%, pulse 75
None, NKDA, H/O Reflux

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

275314-1

03-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Injection site pain, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
30-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1208F 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 1357
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Jan-2007
Vaccine Date

15-Jan-2007
Onset Date

0
Days

03-Apr-2007
Status Date

--
State

WAES0703USA03948
Mfr Report Id

Information has been received from a physician concerning an 18 year old female with AMOXIL allergy who on 15-JAN-2007 was vaccinated with the first dose
of Gardasil (lot #655619/1427F), IM, 0.5 ml. Concomitant therapy included hormonal contraceptives (unspecified). On 15-JAN-2007, the patient experienced
prolonged left arm pain and limitation of movement secondary to arm pain following the first dose of Gardasil. No redness or swelling was noted. A shoulder x-
ray was negative. The patient was treated with an unspecified NSAID's (non-steroidal, anti-inflammatory drug) and was referred to a neurologist. At the time of
the report, the patient's prolonged left arm pain persisted and was considered to be disabling. Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:

Penicillin allergyPrex Illness:

joint X-ray 01/15/07 negat

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

275365-1 (S)

03-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypokinesia, Pain in extremity

 PERMANENT DISABILITY, SERIOUS

Other Vaccine
02-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1427F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1358
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Mar-2007
Vaccine Date

05-Mar-2007
Onset Date

0
Days

03-Apr-2007
Status Date

MA
State

WAES0703USA03899
Mfr Report Id

Information has been received from an RN concerning a 26 year old female patient who on 05-MAR-2007 was vaccinated IM in left deltoid with a dose of
Gardasil, lot #655618/0186U. Concomitant therapy included unspecified birth control pills. The nurse indicated that the patient has experienced soreness at the
injection site from the dose of Gardasil since 05-MAR-2007, and described the symptoms as "uncomfortable". The patient is a dancer and cannot lift her arm.
Medical attention was sought and Advil was taken for the symptoms. The patient's symptoms have improved but they have not resolved. The nurse felt that the
patient's symptoms were disabling because she was unable yo work as a dance instructor and cannot keep her arm up over her head. Additional information
has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

275366-1 (S)

03-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Discomfort, Hypokinesia, Injected limb mobility decreased, Injection site pain

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Other Vaccine
02-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0186U Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 1359
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Mar-2007
Vaccine Date

24-Mar-2007
Onset Date

2
Days

03-Apr-2007
Status Date

CT
State

CT200705
Mfr Report Id

Pt seen at office on 3/26/07 c/o itchy rash to face. Reports XS began 2 days previously. Seen by DR noted macular rash face and neck and ordered Benadryl,
Prn.

Symptom Text:

Albuterol inhaler, PrevacidOther Meds:
Lab Data:
History:

on 3/22/07 for epistaxis S/P trauma nosePrex Illness:

None
Allergy Codeine (GI upset), HX GERD and exercise induced asthma.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

275373-1

03-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus, Rash, Rash macular, Rash pruritic

 ER VISIT, NOT SERIOUS

Other Vaccine
02-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0244U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 1360
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
12-Mar-2007
Vaccine Date

12-Mar-2007
Onset Date

0
Days

04-Apr-2007
Status Date

IN
State Mfr Report Id

Syncope and short syncopal seizure after Gardasil x2Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

275377-1

07-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
02-Apr-2007

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

0263U
AHAVB129AA

1
1

Right arm
Right arm

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 1361
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Feb-2007
Vaccine Date

01-Mar-2007
Onset Date

22
Days

03-Apr-2007
Status Date

VA
State Mfr Report Id

Complained of rectal condyloma within 3 weeks of getting vaccine. No exposure there.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None exam
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

275392-1

03-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anogenital warts

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
02-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1447F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1362
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Mar-2007
Vaccine Date

07-Mar-2007
Onset Date

6
Days

03-Apr-2007
Status Date

NY
State Mfr Report Id

presented to ED with Ventricular tachycardia. Preliminary autopsy finding of myocarditis.  4/3/07 Spoke w/ME who stated prelim COD as acute myocarditis,
presumably viral.  States patient had PMH of heart murmur which was evaluated by ped cardiologist who found mild aortic & mitral valve insufficiency &
regurgitation.  ME states did not see evidence of that on autopsy but did find cardiomegaly.  Also states patient had been taken to ER on day of death for
abdominal pain w/fever & was dx w/gastroenteritis.  CXR at that time revealed cardiomegaly.  No EKG or cultures were done.  Was d/c to home & continued to
not feel well.  Parent found patient in bathroom unresponsive at approx 2AM & was transported to a second ER where she expired.  ME states patient had
approx 2 week hx of cough & runny nose prior to death.  6/12/07 Received final Autopsy Report which reveals COD as acute probable viral etiology myocarditis
& manner of death as natural.  6/29/07 Received ER records from hospital where patient expired which reveal patient was in respiratory arrest & had been
intubated by EMS.  ACLS measures were unsuccessful & patient pronounced.  8/24/07 Received cardiology consult which reveals patient evaluated for heart
murmur in 2005 which had been diagnosed for long time but never evaluated.  Patient admitted to palpitations & nervousness.  Patient history did not reveal
any evidence of rheumatic fever.  Antibiotic endocarditis prophylaxis recommended prior to dental & surgical procedures.  Patient was to f/u w/cardiology in 2-3
yearrs to document progress of valvular insufficiency.  FINAL Cardiology DX: Aortic & mitral valve insufficiency of unknown etiology.

Symptom Text:

Other Meds:
Lab Data:

History:
nonePrex Illness:

ER LABS of 3/8/07: ABG pH 7.23, po2 62.  Serum glucose 353, Creat 1.7, albumin 2.6, total protein 4.9, SGPT 62, SGOT 359.  Blood c/s was neg. 2005
Cardiology LABS: echocardiogram revealed mild mitral valve & aortic valve insufficiency.  Mi
aortic and mitral valve insufficiency, unknown aetiology

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

275428-1 (D)

30-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Autopsy, Cardiomegaly, Chest X-ray abnormal, Cough, Gastroenteritis, Mitral valve incompetence, Myocarditis, Nervousness, Palpitations,
Pyrexia, Rhinorrhoea, Ventricular tachycardia, Viral myocarditis

 DIED, SERIOUS

Related reports:   275428-2

Other Vaccine
02-Apr-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
HEPA

MERCK & CO. INC.
MERCK & CO. INC.
MERCK & CO. INC.

0943R
0263U
1280F

1
0
1

Right arm
Left arm

Right arm

Subcutaneously
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 1363
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Mar-2007
Vaccine Date

07-Mar-2007
Onset Date

6
Days

13-Jun-2007
Status Date

--
State

WAES0705USA05008
Mfr Report Id

Information has been received on request from the FDA under the Freedom of Information Act concerning a 12 year old female with a history of aortic and
mitral valve insufficiency (unknown etiology) who on 01-MAR-2007 was vaccinated IM into the left arm with a first dose of Gardasil (lot # 655849/0263U).
Concomitant suspect therapy included a second dose of Varivax (lot # 652082/0943R) SC into the right arm and a second dose of Vaqta (inactive) (lot #
656017/1280F) IM into the right arm. On 07-MAR-2007 the patient presented to the ED with ventricular tachycardia and died. Preliminary autopsy finding was
myocarditis. The original reporting source was not provided. A standard lot check investigation was performed (for Gardasil, Varivax and Vaqta). All in-process
quality checks for the lot number in question were satisfactory. In addition, an expanded lot check investigation was performed. The testing performed on the
batch prior to release met all release specifications. The lot met the requirements of the agency and was released. No further information is available. This
report was filed with the FDA. The VAERS number is 275428.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Aortic valve insufficiency; Mitral insufficiency

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

275428-2 (D)

13-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Death, Myocarditis, Ventricular tachycardia

 DIED, ER VISIT, SERIOUS

Related reports:   275428-1

Other Vaccine
12-Jun-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
HEPA

MERCK & CO. INC.
MERCK & CO. INC.
MERCK & CO. INC.

0943R
0263U
1280F

1
0
1

Right arm
Left arm

Right arm

Subcutaneously
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 1364
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Mar-2007
Vaccine Date

26-Mar-2007
Onset Date

14
Days

03-Apr-2007
Status Date

CA
State Mfr Report Id

Given Gardasil vaccine dose #1 3/12/07. No adverse reaction reported. Collapsed and died on 3/26/07 secondary emboli (records unavailable). 4/3/07 Spoke
w/investigating deputy who stated autopsy done at Medical Center.  T/C to physician at Medical Center who is actually a cardiologist, not pathologist, who had
responded to the code & pronounced.  Spoke w/secretary who states from Death Certificate COD is sudden cardiac death and pulmonary embolism.
Echocardiogram revealed very enlarged right ventricle & small left ventricle as well as large blood clots within both the right atrium & right ventricle.  6/25/07
Received Autopsy Report which reveals following anatomic diagnosis: 1. Pulmonary embolism, occlusive     a. pulmonary trunk, left hilar & peripheral vessels
b. acute cor pulmonale (by echocardiogram) 2. Pulmonary congestion & edema, bilatera    a. no evidence of anomalous coronary artery distribution    b. no
evidence of ventricular dysplasia

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

275438-1 (D)

07-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Cor pulmonale, Coronary artery thrombosis, Echocardiogram abnormal, Pulmonary congestion, Pulmonary embolism, Pulmonary oedema, Sudden cardiac
death, Thrombosis

 DIED, SERIOUS

Related reports:   275438-2

Other Vaccine
02-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0263U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 1365
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Mar-2007
Vaccine Date

26-Mar-2007
Onset Date

14
Days

13-Jun-2007
Status Date

--
State

WAES0705USA05011
Mfr Report Id

Information has been received on request from the FDA under the Freedom of Information Act concerning a 19 year old female with no history who on 12-MAR-
2007 was vaccinated IM into the left arm with a first dose of Gardasil (lot #655849/0263U). There was no adverse reaction reported. Subsequently on 26-MAR-
2007 the patient collapsed and died secondary to emboli. An autopsy was done and on the death certificate the following is documented "sudden cardiac death
and pulmonary embolism." An echocardiogram revealed a very enlarged right ventricle and small left ventricle as well as large blood clots within both the right
atrium and right ventricle. Coronary artery thrombosis and thrombosis were also reported. The original reporting source was not provided. A Standard lot check
investigation was performed. All in-process quality checks for the lot number in question were satisfactory. In addition, an expanded lot check investigation was
performed. The testing performed on the batch prior to release met all release specifications. The lot met the requirements of the agency and was released. No
further information is available. this report was filed with the FDA. The VAERS number is 275438.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

echocardiography 03/26/07 - very enlarged right ventricle and small left ventricle as well as large blood clots (see narrative)
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

275438-2 (D)

07-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Circulatory collapse, Coronary artery thrombosis, Pulmonary embolism, Sudden cardiac death, Thrombosis

 DIED, ER VISIT, SERIOUS

Related reports:   275438-1

Other Vaccine
12-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0263U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 1366
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
05-Apr-2007
Status Date

FL
State Mfr Report Id

Patient passed out. Blood pressure remained too low for patient to get off floor for 1% 1/2 hrs.Symptom Text:

allergy to penicillinOther Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

275444-1

05-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypotension, Loss of consciousness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
02-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1367
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Mar-2007
Vaccine Date

23-Mar-2007
Onset Date

11
Days

12-Apr-2007
Status Date

MS
State Mfr Report Id

1-2 wk-fever, lower back pain, lower abdominal pain. 23-MAR-broke out in small red bumps that got bigger and itched really bad.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

275476-1

12-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Back pain, Pyrexia, Rash pruritic

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
03-Apr-2007

Received Date

Prex Vax Illns:

SMALL
HPV4
ANTH

WYETH PHARMACEUTICALS, INC
MERCK & CO. INC.
EMERGENT BIOSOLUTIONS

4020076
0011U
FAV103

0
0
0

Right arm
Left arm
Left arm

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 1368
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Mar-2007
Vaccine Date

28-Mar-2007
Onset Date

1
Days

05-Apr-2007
Status Date

PA
State Mfr Report Id

16 Year old female received a 2nd dose of Gardasil vaccination next morning she woke up with generalized body aches.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

275483-1

06-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
03-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 01888U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1369
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
04-Apr-2007
Status Date

FR
State

WAES0703USA04719
Mfr Report Id

Information has been received from a company representative via a physician's office concerning a 17 year old female who on an unspecified date was
vaccinated with the first dose of Gardasil. Concomitant medication was not reported. Subsequently on an unspecified date, immediately following vaccination,
the patient complained about injection site pain. The patient left the practice together with her mother. About 15 minutes post vaccination, the patient and her
mother returned. At that time, the patient complained about feeling unwell and an intense global feeling in her pharynx. The patient felt like not being able to
breath. The patient was treated with corticosteroids. After about 1 hour, the patient recovered from the global feeling in her pharynx but was asthenic and
showed cold sweat. The patient was admitted to the hospital. The patient recovered after two days and was discharged from the hospital. Other business
partner numbers included E2007-01818. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

275510-1 (S)

04-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Cold sweat, Dyspnoea, Injection site pain, Malaise, Sensation of foreign body

 HOSPITALIZED, SERIOUS

Other Vaccine
03-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1370
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Mar-2007
Vaccine Date

22-Mar-2007
Onset Date

0
Days

04-Apr-2007
Status Date

FR
State

WAES0703USA05195
Mfr Report Id

Information has been received from a physician concerning a 15 year old female who on 22-MAR-2007 was vaccinated IM into the right arm with a first dose of
Gardasil (lot# 654948/0903F; batch# NE35170). concomitant suspect therapy included given on 22-MAR-2007 included an IM into the left arm booster dose of
REPEVAX (batch# Z0868). About 30 minutes later, the patient developed pruritis first at the left than at the right injection site. The patient experienced
"subjective" unspecified visual disturbance for a short time. Subsequently, she vomited 5 times and experienced a dry cough and felt weak. the patient's mother
brought her back to the practice. She was treated with antihistamines, prednisolone (100 mg) and inhalative salbutamol. Within about 2 hours the patient
recovered. It was reported that all previous vaccinations were well tolerated. The reporter felt that pruritis at the injection site, visual disturbance, vomited 5
times, dry cough and weak were considered to be other important medical events. Other business partner numbers include: E200701842. No further
information is available. The file is closed.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

275511-1

07-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Cough, Injection site pruritus, Medication error, Pruritus, Visual disturbance, Vomiting, Wrong drug administered

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
03-Apr-2007

Received Date

Prex Vax Illns:

IPV
DTAP
HPV4

UNKNOWN MANUFACTURER
UNKNOWN MANUFACTURER
MERCK & CO. INC.

Z0868
Z0868
0903F

Unknown
Unknown
Unknown

Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 1371
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Mar-2007
Vaccine Date

29-Mar-2007
Onset Date

2
Days

05-Apr-2007
Status Date

NY
State Mfr Report Id

Bethany went tanning at tanning bath, has tanned previous to vaccine. Did not use sun tanning lotion. 2 hrs post tanning after showering noticed hives on
chest, breasts and armpits. C/O burning and itching, pt instructed no tanning until further notice per doctor. No other c/o symptoms. Hives lasted 8 hr then
disappeared.

Symptom Text:

Estrostep 28Other Meds:
Lab Data:
History:

NonePrex Illness:

NKA

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

275542-1

06-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus, Skin burning sensation, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
03-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1427F 0 Left leg Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Mar-2007
Vaccine Date

28-Mar-2007
Onset Date

2
Days

04-Apr-2007
Status Date

TX
State Mfr Report Id

Patient developed itchy, maculopapular rash on the palms 2 days after Gardasil was administered.  Sje also had temp of 102 which lasted less than 1 day
duration.  Po benadryl given.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

275552-1

04-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Body temperature increased, Rash maculo-papular, Rash pruritic

 ER VISIT, NOT SERIOUS

Other Vaccine
03-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0962F 0 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Mar-2007
Vaccine Date

27-Mar-2007
Onset Date

1
Days

04-Apr-2007
Status Date

PA
State Mfr Report Id

patient developed a skin collored papular nonpruritic rash on arms and face 5 days after receiving hpv and tdap vaccines. came to the doctors to be evalauted
for the rash. no other symptoms or sequelae

Symptom Text:

Other Meds:
Lab Data:
History:

nonePrex Illness:

none
nickel and lactose allergies

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

275559-1

04-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash papular

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
03-Apr-2007

Received Date

Prex Vax Illns:

TDAP

HPV4

GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

AC52B009AA

0186U

0

0

Left arm

Right arm

Intramuscular

Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Mar-2007
Vaccine Date

03-Apr-2007
Onset Date

4
Days

04-Apr-2007
Status Date

ME
State Mfr Report Id

LOCAL REACTION WITH URTICARIASymptom Text:

mIRENA iudOther Meds:
Lab Data:
History:

NOPrex Illness:

CODEINE,SULFA,CEFZIL

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

275562-1

04-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Local reaction, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
03-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0187U 1 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Mar-2007
Vaccine Date

01-Mar-2007
Onset Date

0
Days

05-Apr-2007
Status Date

--
State

WAES0703USA05676
Mfr Report Id

Information has been received from a registered nurse (a school nurse), via a company representative, concerning a 16 year old female patient, who in March
2007, was vaccinated with a dose, 0.5ml, IM, of Gardasil. The nurse reported that on the following day, the patient developed swelling and pain at the injection
site, chest tightness, shortness of breath and facial redness, and was transported by ambulance to the emergency room. The nurse stated that treatment
included oxygen, and epinephrine injection, and prednisone. Following treatment "the patient's symptoms resolved and the patient completely recovered." The
nurse considered the events to be life threatening and disabling. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

275584-1 (S)

05-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chest discomfort, Dyspnoea, Erythema, Injection site pain, Injection site swelling, Oxygen supplementation

 ER VISIT, LIFE THREATENING, PERMANENT DISABILITY, SERIOUS

Other Vaccine
04-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Apr-2007
Status Date

--
State

WAES0702USA04415
Mfr Report Id

Information has been received from a physician who reported that her daughter was vaccinated with her second dose of Gardasil and experienced pain during
the injection. The patient stated there was no pain when she received the first dose of Gardasil. Unspecified medical attention was sought by the patient. The
patient's outcome was unknown.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

275591-1

17-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Mar-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Apr-2007
Vaccine Date

04-Apr-2007
Onset Date

0
Days

16-Apr-2007
Status Date

WI
State Mfr Report Id

Pain from injection site extending into neck.  Paresthesia in hand.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

275618-1

16-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Neck pain, Paraesthesia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
04-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 02400 1 Left arm Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Feb-2007
Vaccine Date

22-Feb-2007
Onset Date

1
Days

16-Apr-2007
Status Date

AZ
State Mfr Report Id

Pt c/o pain and weakness in Lt arm persistent since admin. of vaccine in Lt arm. Dr notes pt has decrease muscle strength in Lt arm unable to make a fist and
decrease tone in Lt arm.  4/10/07 Received medical records from PCP which include vax records & reveal that on day of vax patient experienced UTI s/s, UA
was done & patient started on antibiotics.  Returned to PCP on 4/4/07 w/complaints of left arm weakness since vax.  Exam revealed decreased left arm muscle
strength.  Patient was unable to make a fist w/left hand & had decreased muscle tone in left arm.  Received neuro & PT referrals.

Symptom Text:

Minocycline, Dafferin gelOther Meds:
Lab Data:
History:

U.T.I.Prex Illness:

Dr examined referred to PT and neurology consult.
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

275622-1

23-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Hypotonia, Muscular weakness, Neurological examination, Pain in extremity, Physiotherapy, Urinary tract infection

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
04-Apr-2007

Received Date

Prex Vax Illns:

MNQ
HEPA
HPV4

AVENTIS PASTEUR
MERCK & CO. INC.
MERCK & CO. INC.

U2209AA
1209F
0263U

0
1
0

Left arm
Left arm

Right arm

Intramuscular
Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Oct-1994
Vaccine Date

Unknown
Onset Date Days

16-Apr-2007
Status Date

CO
State Mfr Report Id

Right upper arm swelled and turned red. Was given on ABD, steroid and pain killer about Fri PM 13/30/07. Seen again by NP - no meds given at that time. Arm
by 4-1-07was red and swollen from elbow elbow to shoulder and was resolving.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
0.0

275623-1

06-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, Injection site erythema, Injection site swelling, Oedema peripheral

 ER VISIT, NOT SERIOUS

Other Vaccine
04-Apr-2007

Received Date

Prex Vax Illns:

VARCEL
HEPA

MNQ
HPV4

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
AVENTIS PASTEUR
MERCK & CO. INC.

0908F
AHAVB143BA

U1875AA
1427F

1
0

0
0

Right arm
Right leg

Right leg
Left leg

Subcutaneously
Intramuscular

Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
09-Apr-2007
Status Date

--
State

WAES0703USA04205
Mfr Report Id

Information has been received from a medical office receptionist who saw a news report in which it was reported that a female patient who was vaccinated with
Gardasil experienced a seizure. She had no further information and reported she only saw part of the news report. Upon internal review, seizure was
considered an other important medical event. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

275629-1

09-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
05-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1381
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Feb-2007
Vaccine Date

07-Feb-2007
Onset Date

0
Days

06-Apr-2007
Status Date

--
State

WAES0703USA05393
Mfr Report Id

Information has been received from a 24 year old female with no drug reactions or allergies and no pertinent medical history who on 07-FEB-2007 was
vaccinated with the first dose of Gardasil. There was no concomitant medication. The patient reported that she was pregnant when she received her first
injection of Gardasil. The patient reported that she did have an appointment with OB/GYN and the physician did not hear a heartbeat and she was therefore
being referred for an ultrasound. The patient stated that her physician advised her to continue the injections with Gardasil, but the patient decided not to get the
other two shots. Upon internal review it was determined that "physician did not hear a heartbeat" was considered an other important medical event. Additional
information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = Unknown)Prex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

275630-1

06-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Foetal heart rate abnormal

 ER VISIT, NOT SERIOUS

Other Vaccine
05-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Feb-2007
Vaccine Date

01-Dec-2006
Onset Date

-63
Days

09-Apr-2007
Status Date

PA
State

WAES0703USA05511
Mfr Report Id

Information has been received from a physician concerning a 13 year old female who on 18-DEC-2006 was vaccinated with a first dose of Gardasil (lot
#654389/0961F). There was no concomitant medication. Subsequently, the patient experienced hip, knee and ankle pain. In January 2007, the patient began
to experience occasional episodes of blurry vision. On 02-FEB-2007, the patient was vaccinated with a second dose of Gardasil. It was reported that the
patient's symptoms "severely worsened" following the second dose of Gardasil and the patient also experienced lightheadedness and increase in headaches.
The patient was seen by an orthopedic physician on 02-FEB-2007. Unspecified laboratory and diagnostic tests were performed (results not reported). On 07-
FEB-2007 the patient experienced "one episode of blacking out." The patient saw a neurologist on 20-MAR-2007. At the time of the report, the patient had not
recovered. The reporting physician considered the events to be disabling as the patient was unable to participate in ballet or dancing classes. Additional
information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory  - results not reported
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

275631-1 (S)

07-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Dizziness, Headache, Loss of consciousness, Vision blurred

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Related reports:   275631-2

Other Vaccine
05-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Dec-2006
Vaccine Date

19-Dec-2006
Onset Date

1
Days

09-Apr-2007
Status Date

PA
State Mfr Report Id

SYMPTOMS: � Groin/hip, knee, ankle pain (began following Gardasil Vaccine Shot #1 12/18/06; severely worsened following Gardasil Vaccine Shot #2 2/2/07)
� Light-headedness, increased headaches (began following Gardasil Vaccine Shot #1; increased following Gardasil Vaccine Shot #2) � Episodes of blurred
vision (occasional episodes Jan thru present 2007) � One episode of "blacking out"  while in shower (Feb 2007) � Swelling in knees  TREATMENT: � Been
under the care of orthopaedic sports medicine doctor since 2/2/07 � Had series of Xrays. hips, knees, ankles  --- nothing out of the ordinary shown �
Participated in 6 weeks physical therapy --- pain increased to point of discontinuing PT at suggestion of physical therapist and orthopaedic doctor � Had blood
work done. --- nothing out of the ordinary shown � Met with Dr. neurologist 3/20/07 --- office tests show nothing out of the ordinary. prescribed change in diet
and charting of headaches. follow-up appt in early May � Began Ibuprofen therapy (4x per day for 2 weeks) for swelling and hips/knees/ankles as prescribed by
orthopaedic doctor on 3/21/07. follow-up appt 4/6/07. � Next step:  schedule appointment with rheumatologist; begin physical therapy again as prescribed by
orthopaedic doctor

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

275631-2

22-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Dizziness, Groin pain, Headache, Loss of consciousness, Pain, Physiotherapy, Vision blurred

 ER VISIT, NOT SERIOUS

Related reports:   275631-1

Other Vaccine
08-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Left arm Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Mar-2007
Vaccine Date

23-Mar-2007
Onset Date

8
Days

16-Apr-2007
Status Date

NC
State Mfr Report Id

myalgias, bone pain, tendonitisSymptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Amox, itching; hx eczema, hay fever

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

275639-1

16-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Bone pain, Myalgia, Tendonitis

 ER VISIT, NOT SERIOUS

Other Vaccine
05-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0955F 1 Right arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Feb-2007
Vaccine Date

Unknown
Onset Date Days

16-Apr-2007
Status Date

NJ
State Mfr Report Id

c/c-pain-odd sensation in legs-first dose-adm by Gyn (MD) November 2006. 2nd dose-adm by PMD-Feb 2007- Symptoms-started Feb2-have increased since
8/1/07- records received C/O constant leg pain and back discomfort. Episode of cramping and diarrhea. Treated with Prednisone. Notes from 5/11/07-no futher
dicomfort.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

labs done 3-30-2007 records received 8/1/07-Labs WNL with ESR 32. Stool cultures negative
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

275693-1

01-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Diarrhoea, Limb discomfort, Musculoskeletal discomfort, Pain, Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
05-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 00140 1 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Apr-2007
Vaccine Date

02-Apr-2007
Onset Date

0
Days

16-Apr-2007
Status Date

CA
State Mfr Report Id

Mother explained when child woke up 4-3-07 a day after immunization she noticed her skin was pale, weak and has fever.Symptom Text:

Other Meds:
Lab Data:
History:

NONEPrex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

275694-1

07-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Pallor, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
05-Apr-2007

Received Date

Prex Vax Illns:

TDAP
HPV4
MNQ

SANOFI PASTEUR
MERCK & CO. INC.
SANOFI PASTEUR

C2659AA
0181U
U2221BA

Unknown
Left arm

Right arm

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 1387
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Mar-2007
Vaccine Date

Unknown
Onset Date Days

09-Apr-2007
Status Date

FR
State

WAES0704POL00002
Mfr Report Id

Information has been received from a physician concerning a 13 year old female who on approximately 07-MAR-2007 was vaccinated with Gardasil. In March
2007, the patient experienced polycystic ovaries and peritoneal abscess (10 centimetres in diameter) and was hospitalized. The patient was treated with
antibiotic intravenously. After treatment with antibiotic the diameter of the abscess was about 3 centimetres. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

275701-1 (S)

09-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Peritoneal abscess, Polycystic ovaries

 HOSPITALIZED, SERIOUS

Other Vaccine
06-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1388
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
01-Feb-2007
Onset Date Days

09-Apr-2007
Status Date

MN
State

WAES0703USA05521
Mfr Report Id

Information has been received through the pregnancy registry from a physician concerning a female teenager who was vaccinated with a first dose of Gardasil
without the knowledge that she was pregnant. It was found out that the patient was pregnant after the administration of the vaccine. Later the patient had a
miscarriage. As per the reporter, the miscarriage happened "last month or so." Medical attention was sought. The patient was recovering. Upon internal review,
miscarriage was considered to be an other important medical event. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP=unknown)Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

275702-1

09-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
06-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Mar-2007
Vaccine Date

Unknown
Onset Date Days

09-Apr-2007
Status Date

--
State

WAES0703USA05647
Mfr Report Id

Information has been received from a pharmacist (PharmD) concerning a female (age unknown) patient who on 26-MAR-2007 was vaccinated with a dose of
Gardasil which was thought by the reporter to be her initial dose. Subsequently, on an unspecified date, the patient experienced generalized abdominal pain
and was hospitalized on 29-MAR-2007 to rule out appendicitis. The pharmacist stated that all of the patient's test have come back normal but could not identify
specifically what tests or labs were performed. It was noted that the patient was treated with IV fluids and pain medication as needed. At the time of this report,
the patient had not recovered. No product quality complaint was involved. The reporter considered generalized abdominal pain to be an other important medical
event. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory - normal
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

275703-1 (S)

09-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain

 ER VISIT, HOSPITALIZED, SERIOUS

Other Vaccine
06-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Mar-2007
Vaccine Date

13-Mar-2007
Onset Date

0
Days

09-Apr-2007
Status Date

FL
State

WAES0703USA05514
Mfr Report Id

Information has been received from a physician concerning a 24 year old white female with no pertinent medical history who on 13-MAR-2007, at 08:30, was
vaccinated, into the right deltoid, with a first dose of Gardasil (lot #657006/0188U). Concomitant therapy included ZYRTEC-D, AMBIEN CR and ALEVE. On 13-
MAR-2007, at approximately 19:00, the patient had a seizure while driving. The patient went to the emergency room and underwent unspecified blood tests and
a computed axial tomography (results not reported). On 14-MAR-2007, the patient was too tired to go to work. The patient was advise to follow-up with a
neurologist. It was recommended that the remainder of Gardasil series was held until neurologic work up was complete. Upon internal review, the patient's
seizure was considered to be an other important medical event. Additional information has been requested.

Symptom Text:

ZYRTEC-D; AMBIEN CR; ALEVEOther Meds:
Lab Data:
History:
Prex Illness:

computed axial 03/13/07 - results not reported; diagnostic laboratory 03/13?/07 - results not reported
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

275704-1

09-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Emergency care examination, Fatigue, Neurological examination

 ER VISIT, NOT SERIOUS

Other Vaccine
06-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0188U 0 Right arm Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Jan-2007
Vaccine Date

26-Feb-2007
Onset Date

41
Days

09-Apr-2007
Status Date

FR
State

WAES0703USA05447
Mfr Report Id

Information has been received from a gynaecologist concerning a 17 year old female who on 16-JAN-2007 was vaccinated with the first dose of Gardasil, (lot
#654884/0902P, batch #NE24240), IM into the upper arm. Concomitant medication was not reported. On 26-FEB-2007, the patient experienced rhagades,
pustules and burning feeling of vulva. On 28-FEB-2007, the patient developed severe inflammation of introitus vaginae. The patient was admitted to hospital on
02-MAR-2007. Severe herpes simplex genitalis and a superinfection with Escherichia coli were diagnosed. the patient was treated with acyclovir and
antiinfectives. On an unspecified date, the following laboratory tests were performed leukocytes 6.4 nl, hemoglobulin 13.6 g/dl, hematocrit 39.5%, thrombocytes
251.000 micro/L, IgM positive, IgG positive, vaginal smear showed Escherichia coli and HSV-PCR diagnosed herpes simplex type I. On 07-MAR-2007, the
patient was discharged from the hospital. Subsequently on an unspecified date, the patient recovered completely from herpes simplex type I and
superinfection. On 19-MAR-2007, the patient received the second dose of Gardasil which was well tolerated (up to the reporting date). File closed. No further
information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Prex Illness:

cervical smear  02?Mar07- Comment: showed Escherichia coli; HSV type and/or 2 identification PCR 02?Mar07 - Comment: Type I diagnosis made by HCR-
PCR; WBC count 02?Mar07 6.4 nl; hematocrit 02?Mar07 39.5%; hemoglobin 02?Mar07 13.6 g/dl; plat
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

275705-1 (S)

10-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Burning sensation, Escherichia infection, Herpes simplex, Rash pustular, Skin fissures, Superinfection, Vaginal inflammation, Vulvovaginal discomfort

 HOSPITALIZED, SERIOUS

Other Vaccine
06-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0902F 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
09-Apr-2007
Status Date

--
State

WAES0703USA05352
Mfr Report Id

Information has been received from a nurse concerning a female (age not reported) who on an unspecified date was vaccinated with a dose of Gardasil.
Subsequently the patient developed Guillian-Barre syndrome. At the time of this report, the outcome was unknown. Upon internal review, Guillian-Barre
syndrome was considered an other important medical event. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

275706-1

09-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Guillain-Barre syndrome

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
06-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1393
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
09-Apr-2007
Status Date

--
State

WAES0703USA05351
Mfr Report Id

Information has been received from a nurse concerning a female (age not reported) who on an unspecified date was vaccinated with a dose of Gardasil.
Subsequently the patient experienced "ongoing seizures". Upon internal review, the patient's seizures were considered an other important medical event.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

275707-1

09-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
06-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1394
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Mar-2007
Vaccine Date

22-Mar-2007
Onset Date

0
Days

09-Apr-2007
Status Date

--
State

WAES0703USA04990
Mfr Report Id

Information has been received from a certified nurses aid concerning a 19 year old female who on 22-MAR-2007 was vaccinated with the first dose of Gardasil.
Concomitant medication was reported as none. On 22-MAR-2007, the patient experienced burning feeling at the injection site, the patient passed out and had a
seizure for about 10 minutes. An ambulance was called and the patient was rushed to the emergency room. The outcome and causality of the events were not
reported. Burning feeling at the injection site, passed out and seizure were considered to be other important medical events. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

275708-1

09-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Emergency care examination, Injection site irritation, Loss of consciousness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
06-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1395
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Apr-2007
Vaccine Date

03-Apr-2007
Onset Date

0
Days

12-Apr-2007
Status Date

FL
State Mfr Report Id

Fainted within 10 min of receiving vaccines and fell backward and hit head on carpeted floor was unresponsive for 20-30 seconds. Complained of headache
and neck pain. Transported to ER - CT showed traumatic subarachnoid hemorrhage. Transferred to PICU.  5/11/07 Received medical records from hospital
which reveal patient experienced syncopal episode & fell backward w/o bracing herself, striking posterior head & becoming dazed & minimally responsive for
several minutes.  Seen at outlying hospital & had CT scan which revealed SAH & skull fx.  Exam revealed alert & oriented, hematomas over skull.  Tx
w/dilantin.  Neurosurg & neurology consults done.  Seizure was ruled out & dilantin d/c.  Strong suspicion for vascular abnormality due to amount of intracranial
bleeding after fall. FINAL DX: traumatic subarachnoid hematoma.

Symptom Text:

Other Meds:
Lab Data:

History:

nonePrex Illness:

LABS: CT at transfer hospital revealed hemorrhagic focus within medial left frontal high convexity adjacent to falx w/subdural hematoma along the falx.  WBC
19.8.  CT angiography was WNL.  EEG was reported as neg but no report provided.
Allergic to penicillin ALLERGIES: PCN, urticaria. PMH: fainting episodes, mild concussion 3-5 mos ago from sports injury. Pounding headaches 1-3 x/week.
Family hx of headaches.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

275712-1 (S)

11-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Computerised tomogram abnormal, Fall, Head injury, Headache, Neck pain, Subarachnoid haemorrhage, Syncope, Unresponsive to stimuli

 ER VISIT, HOSPITALIZED, SERIOUS

Related reports:   275712-2;  275712-3;  275712-4

Other Vaccine
06-Apr-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U226AA
0188U

0
0

Right arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 1396
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Apr-2007
Vaccine Date

02-Apr-2007
Onset Date

0
Days

16-Apr-2007
Status Date

FL
State

WAES0704USA00912
Mfr Report Id

Information has been received from a Registered Nurse (R.N.) concerning a 13 year old female patient with a history or vasovagal response to vaccine who on
02-APR-2007 was vaccinated with a first dose 0.5 mL of Gardasil. Concomitant therapy included Menactra. On 02-APR-2007 the patient felt dizziness and fell
on the ground. The patient was hospitalized in intensive care for head injury but did not require any surgery. At the time of this report patient was still in the
hospital and had not recovered. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Vasovagal reaction

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

275712-2 (S)

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Fall, Head injury, Intensive care

 ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, LIFE THREATENING, SERIOUS

Related reports:   275712-1;  275712-3;  275712-4

Other Vaccine
13-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1397
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Apr-2007
Vaccine Date

02-Apr-2007
Onset Date

0
Days

07-May-2007
Status Date

FL
State

200701352
Mfr Report Id

Initial report received on 19 April 2007 from another manufacturer, report# WAES0704USA00912. The initial reporter to this manufacturer had been a health
care professional. Verbatim from the report: "Information has been received from a Registered nurse (R.N.) concerning a 13 year old female patient with a
history of vasovagal response to vaccine who on 02-APR-2007 was vaccinated with a first dose of 0.5 mL of Gardasil. Concomitant therapy included
MENACTRA. On 02-APR-2007 the patient felt dizziness and fell on the ground. The patient was hospitalized in intensive care for head injury but did not require
any surgery. At the time of this report patient was still in the hospital and had not recovered. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vasovagal reaction

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

275712-3 (S)

07-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Fall, Head injury

 ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, LIFE THREATENING, SERIOUS

Related reports:   275712-1;  275712-2;  275712-4

Other Vaccine
04-May-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

AVENTIS PASTEUR
MERCK & CO. INC.

NULL
NULL 0

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 1398
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Apr-2007
Vaccine Date

03-Apr-2007
Onset Date

0
Days

21-Jun-2007
Status Date

FL
State

200702174
Mfr Report Id

This report was received from another manufacturer on 07 June 2007 (reference number WAES0705USA05078). The following is verbatim: "This report was
identified from a line listing on request by the Company from the FDA under the Freedom of Information Act. A 13 year old female patient with a penicillin
allergy, was vaccinated on 03-APR-2007 with the first dose of Gardasil (Lot #657006/0188U), and the first dose of MENACTRA (Lot #U226AA). The listing
indicated that within 10 minutes of receiving the vaccinations, she fell backward and hit her head on the carpeted floor, and was transported to the ER. The
patient experienced syncope, a fall, head injury, headache, neck pain, subarachnoid hemorrhage, and was unresponsive to stimuli. A computerized
tomography (CT) in the ER was abnormal, and showed traumatic subarachnoid hemorrhage. The listing indicated that one or more of the events required a visit
to the emergency room and resulted in hospitalization in the pediatric intensive care unit (PICU). No further information is available. The original reporting
source was not provided."

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

CT in the ER was abnormal: traumatic subarachnoid hemorrhage
Penicillin allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

275712-4 (S)

21-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Fall, Head injury, Headache, Neck pain, Subarachnoid haemorrhage, Syncope, Unresponsive to stimuli

 HOSPITALIZED, SERIOUS

Related reports:   275712-1;  275712-2;  275712-3

Other Vaccine
20-Jun-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U226A
0188U

0
0

Unknown
Unknown

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 1399
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Apr-2007
Vaccine Date

03-Apr-2007
Onset Date

0
Days

09-Apr-2007
Status Date

MD
State Mfr Report Id

Within one minute following injections, Bonnie experienced flashing lights in her eye; could only see in bright primary colors; had extreme trouble breathing;
experienced pain in top of mouth and throat; pain at injection site; blood pressure was low. Symptoms started to subside after injection of Epinephrine and use
of Nebulizer. She has no history of food or pollen allergies.

Symptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

Previous reaction to DPT vaccine (seizure)Previous reaction to dental sealants (multiple canker sores, unexplained muscle twitching, rash on trunk of
body)Previous reaction to sulfa based eye drops prescribed for pinkeye

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

275734-1

10-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chromatopsia, Dyspnoea, Hypotension, Injection site pain, Oral pain, Pharyngolaryngeal pain, Photopsia

 ER VISIT, NOT SERIOUS

Related reports:   275734-2;  275734-3

Other Vaccine
06-Apr-2007

Received Date

Prex Vax Illns:

TTOX
HPV4
MNQ

UNKNOWN MANUFACTURER
MERCK & CO. INC.
AVENTIS PASTEUR

NULL
NULL
NULL

1
0
0

Left arm
Right arm
Right arm

Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 1400
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Apr-2007
Vaccine Date

03-Apr-2007
Onset Date

0
Days

12-Apr-2007
Status Date

MD
State

WAES0704USA00708
Mfr Report Id

Information has been received from a physician, concerning a 14 year old female patient with a drug hypersensitivity to pertussis and a sulfonamide allergy,
who on 03-APR-2007 was vaccinated with the first dose of Gardasil (Lot # 655322/0091U) (dose and route not provided). Concomitant vaccines administered
on 03-APR-2007 included MENACTRA. On 3-APR-2007, the patient experienced blurry vision, tingling in her mouth and throat, and low blood pressure (not
specified) "within 30 seconds of vaccination with Gardasil. "The patient was given epinephrine and albuterol in the physician's office, and was then sent to the
ER. Treatment in the ER included steroids (unspecified). The physician indicated that the patient recovered on the same day, 03-APR-2007. The physician
considered the blurry vision, tingling of the mouth and throat, and low blood pressure to be disabling, life threatening, and an other medical event. Additional
information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:

Drug hypersensitivity; sulfonamide allergyPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

275734-2 (S)

13-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypotension, Paraesthesia oral, Throat irritation, Vision blurred

 ER VISIT, LIFE THREATENING, PERMANENT DISABILITY, SERIOUS

Related reports:   275734-1;  275734-3

Other Vaccine
11-Apr-2007

Received Date

Prex Vax Illns:

TTOX
HPV4
MNQ

UNKNOWN MANUFACTURER
MERCK & CO. INC.
AVENTIS PASTEUR

NULL
0091U
NULL

0
Unknown
Unknown
Unknown

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 1401
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Apr-2007
Vaccine Date

03-Apr-2007
Onset Date

0
Days

07-May-2007
Status Date

MD
State

200701349
Mfr Report Id

This case was received from another manufacturer (reference number WAES0704USA00708) on 19 April 2007. The following information is verbatim as it
appears in the other manufacturer's report: "This is in follow-up to report(s) previously submitted on 4/10/2007. Information has been received from a physician,
concerning a 14 year old female patient with a drug hypersensitivity to pertussis and a sulfonamide allergy, who on 03-APR-2007 was vaccinated with the first
dose of Gardasil (Lot# 65532210091U) (dose and route not provided). Concomitant vaccines administered on 03-APR-2007 included tetanus toxoid and
MENACTRA. On 03-APR-2007, the patient experienced blurry vision, tingling in her mouth and throat, and low blood pressure (not specified) "within 30
seconds of vaccination with Gardasil. The patient was given epinephrine and albuterol in the physician's office, and was then sent to the ER. Treatment in the
ER included steroids (unspecified). The physician indicated that the patient recovered on the same day, 03-APR-2007. Follow up information from the physician
indicated that at the time of vaccination, the physician was "unaware of the reactions the patient had experienced following exposure to the pertussis vaccine
and sulfa as these occurred when the patient was a small child." The physician clarified that he did not consider the events to be life threatening, but confirmed
that the patient would not receive additional doses of Gardasil. The physician considered the blurry vision, tingling of the mouth and throat, and low blood
pressure to be life threatening, and an other medical event. Additional has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Drug hypersensitivity to pertussis; Sulfonamide allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

275734-3 (S)

07-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypotension, Paraesthesia, Paraesthesia oral, Vision blurred

 HOSPITALIZED, LIFE THREATENING, SERIOUS

Related reports:   275734-1;  275734-2

Other Vaccine
04-May-2007

Received Date

Prex Vax Illns:

TTOX
MNQ
HPV4

UNKNOWN MANUFACTURER
AVENTIS PASTEUR
MERCK & CO. INC.

NULL
NULL
NULL 0

Unknown
Unknown
Unknown

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 1402
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Nov-2006
Vaccine Date

31-Jan-2007
Onset Date

64
Days

10-Apr-2007
Status Date

IL
State

WAES0704USA00075
Mfr Report Id

Information has been received from a consumer and a licensed practical nurse, through the pregnancy registry, concerning a 23 year old female, who was
vaccinated on 28-SEP-2006 with the first dose of Gardasil, and on 28-NOV-2006 with the second dose of Gardasil (Lot # 653735/0688F). There was no
concomitant medication. The nurse reported that on 26-FEB-2007 (consumer reported as 13-MAR-2007, "some time after"she received the second dose) the
patient had a miscarriage. The date of the last LMP was approximately 31-JAN-2007 ("late January"). According to the consumer, lab diagnostic tests included
"several blood tests, ultrasounds, vaginal probe" (results not provided). On 29-MAR-2007, the third dose of Gardasil (Lot # 654389/0961F) was administered to
the patient, and the nurse reported the patient "was fine" at that visit. The miscarriage was considered to be an other important medical event. Additional
information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 1/31/2007)Prex Illness:

Diagnostic laboratory 02/26/07, gynecological 02/26/07, ultrasound 02/26/07

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

275779-1

11-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0688F 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1403
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Jan-2007
Vaccine Date

Unknown
Onset Date Days

10-Apr-2007
Status Date

FR
State

WAES0704USA00470
Mfr Report Id

Information has been received from a gynaecologist concerning a 17 year old female with a history of contraception use who on 23-JAN-2007 was vaccinated
with Gardasil (lot # 654884/0902F; batch # NE24240) into the left upper arm (number in the series not reported). Concomitant therapy included hormonal
contraceptives (unspecified) for systemic use. On 23-JAN-2007, the same day, the patient experienced generalized pruritus and redness, She was treated with
antihistamines and recovered on 24-MAR-2007. On an unspecified date in 2007, the patient developed a "white spot" (diameter approximately 4 cm) in the
area of the injection site . At the time of reporting, the white spot was ongoing. This was supposed to be a "persisting damage". The events were ongoing to be
serious as Other Important Medical  Events. File closed. Other business partner numbers included: E2007-01992. No further information is available.

Symptom Text:

hormonal contraceptives (unspecified) Unk - UnkOther Meds:
Lab Data:
History:
Prex Illness:

None
Contraception

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

275780-1

11-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Generalised erythema, Injection site discolouration, Pruritus generalised

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0902F Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1404
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Apr-2007
Vaccine Date

07-Apr-2007
Onset Date

1
Days

11-Apr-2007
Status Date

CO
State Mfr Report Id

Patient reported "dizziness", "room spinning", some nausea symptoms beginning 11 hours after administration of vaccine. Dizziness woke patient during the
night due to severity. Symptoms were continuing at time of discussion with patient at approximately 56 hours after administration. Symptoms worsen with
position change, movement.  Patient also reports striking top of head in a swimming pool approximately 4 hours after receiving vaccination.  Patient will see MD
if symptoms do not improve.

Symptom Text:

None knownOther Meds:
Lab Data:
History:

NonePrex Illness:

None known

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

275805-1

11-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Head injury, Nausea, Vertigo

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0011U 1 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 1405
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Apr-2007
Vaccine Date

04-Apr-2007
Onset Date

0
Days

17-Apr-2007
Status Date

AL
State Mfr Report Id

1 1/2 hr after patient received Gardasil injection, pt developed "worse headache I ever had." lasting several hours.Symptom Text:

Other Meds:
Lab Data:
History:

nonePrex Illness:

none
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

275812-1

17-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1424F 0 Gluteous maxima Unknown



10 JUN 2008 06:27Report run on: Page 1406
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Apr-2007
Vaccine Date

09-Apr-2007
Onset Date

0
Days

17-Apr-2007
Status Date

OK
State Mfr Report Id

Approx 2-3 min after vaccine admin, pt experienced syncope episode with 2-3 sec loss of consciousness and fall to ground from own height. Pt had not eaten
that day and had expressed anxiety re: immuniz. prior to event vs immediately after event BP-110/70; P-130/min, R-24/min, O2 sat 98%. Placed pt in
recumbent position and gave her mild to drink. Fs OS-109 mg/dl. Fully recovered w/in 10 min BP-100/70; P-88/mm; R-16/mn O2 Sat 99%. Recovered at 11:55
in stable condition.

Symptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

275814-1

17-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anxiety, Fall, Loss of consciousness, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

TDAP

HPV4
MNQ

GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
AVENTIS PASTEUR

AC52B015A

1208F
12142AA

0

0
0

Right arm

Left arm
Left arm

Intramuscular

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 1407
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Feb-2007
Vaccine Date

03-Feb-2007
Onset Date

0
Days

17-Apr-2007
Status Date

MO
State Mfr Report Id

Within 1 hr after pt left office per pt she experienced dizziness, sweating, SOB and throat swelling. Pt had to use albuterol inhaler.Symptom Text:

Zyrtec, Albuterol inhalerOther Meds:
Lab Data:
History:

nonePrex Illness:

none
Asthma, Seasonal Allergies

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

275815-1

17-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Dyspnoea, Hyperhidrosis, Pharyngeal oedema

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1427F 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 1408
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Mar-2007
Vaccine Date

01-Apr-2007
Onset Date

2
Days

17-Apr-2007
Status Date

NC
State Mfr Report Id

5cc of erythema/induration right u pper arm. Claritin, cool compresses.Symptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

obesity

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

275819-1

17-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site induration

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

MNQ
HPV4
HEPA

AVENTIS PASTEUR
MERCK & CO. INC.
MERCK & CO. INC.

NULL
0960F
1213F

0
0
0

Right arm
Left arm
Left arm

Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 1409
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Mar-2007
Vaccine Date

23-Mar-2007
Onset Date

9
Days

17-Apr-2007
Status Date

MI
State Mfr Report Id

On 3/23/07, had "bump" with 2 smaller bumps" on labia. 3-24-07 another appeared, but  'first was almost gone" Referred to private physician.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

275823-1

17-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

VARCEL
TDAP
MNQ
HPV4

MERCK & CO. INC.
AVENTIS PASTEUR
AVENTIS PASTEUR
MERCK & CO. INC.

1149F
C2492BA
U1892AA
0962F

1
0
0
0

Left arm
Right arm
Left arm
Left arm

Subcutaneously
Intramuscular
Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Apr-2007
Vaccine Date

04-Apr-2007
Onset Date

0
Days

17-Apr-2007
Status Date

FL
State Mfr Report Id

Dizziness, pt stated that she was feeling tired, faint, could not walk, almost passed, pale face, low blood pressure. But she was conscious the whole time. The
whole episode happened about 10 minutes after receiving the vaccines. She was monitored in the office until she was feeling better. She walked out of the
office at 1230 PM. Received the shots at 1140.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Blood Glucose (normal)
None/NKDA

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

275829-1

17-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Fatigue, Gait disturbance, Hypotension, Pallor, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

AVENTIS PASTEUR
MERCK & CO. INC.

U1932AB
0188U

0
0

Right arm
Right arm

Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Jan-2007
Vaccine Date

12-Jan-2007
Onset Date

0
Days

17-Apr-2007
Status Date

FL
State Mfr Report Id

At the check out patient was standing and then fell on the floor was taken to the room. She was awake, alert, vital signs were normal, stayed in the room for 15-
20 minutes and left when she felt better.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

275830-1

17-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Fall

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

AVENTIS PASTEUR
MERCK & CO. INC.

U2117AA
1427F

0
0

Left arm
Right arm

Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Mar-2007
Vaccine Date

19-Mar-2007
Onset Date

7
Days

11-Apr-2007
Status Date

PA
State

WAES0704USA00353
Mfr Report Id

Information has been received from a physician concerning a 15 year old female patient with Opitz syndrome (hypertelorism-hypospadias), Turner's syndrome
and migraines who was on 12-MAR-2007 vaccinated with a first dose of Gardasil, lot #654389/0961F (dose not reported). Concomitant therapy included
TOPAMAX, fentanyl and other "unknown medications". On 19-MAR-2007 the patient developed a movement disorder characterized by "verbal and bodily" tics.
On 20-MAR-2007 patient was hospitalized and treated with IV fluids. Unspecified laboratory tests were normal. She was seen by a neurologist who felt her tics
were volitional because she could stop them when asked. Another neurologist felt the tics were not volitional because they occurred in her sleep. At the time of
this report, the patient had not recovered. The physician considered the events to be disabling since she was unable to feed herself. Additional information has
been requested.

Symptom Text:

(therapy unspecified), fentanyl, TOPAMAXOther Meds:
Lab Data:
History:

Turner's syndrome; Migraine; HypertelorismPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

275899-1 (S)

11-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Feeding disorder, Movement disorder, Tic

 ER VISIT, HOSPITALIZED, PERMANENT DISABILITY, SERIOUS

Other Vaccine
10-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0961F 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Apr-2007
Vaccine Date

02-Apr-2007
Onset Date

0
Days

17-Apr-2007
Status Date

IN
State Mfr Report Id

Student received Gardasil at 1500 on 4/2/07 - tolerated vaccine well - returned to dorm - subsequently passed out in dorm bathroom causing laceration to
head.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

Allergic to Ceclor

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

275915-1

18-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness, Skin laceration

 ER VISIT, NOT SERIOUS

Other Vaccine
10-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0014U 2 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Apr-2007
Status Date

TX
State Mfr Report Id

On 3-24 07 patient developed pain on her left shoulder /left elbow/left knee / left shin/and left ankle (no arthritis) (injection was left arm)Symptom Text:

Gynazole vaginal creamOther Meds:
Lab Data:
History:

Yeast vaginitisPrex Illness:

Acne

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

275921-1

18-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Musculoskeletal pain, Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
10-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0244U 0 Left arm Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Apr-2007
Vaccine Date

10-Apr-2007
Onset Date

0
Days

11-Apr-2007
Status Date

CA
State Mfr Report Id

10 minutes after administration of Gardasil in left deltoid, patient reported feeling a little dizzy.  She was seated and instructed to hold her head down between
her knees, with some improvement.  Vital signs included B/P 76/50 (left arm) [B/P from 20 minutes earlier was 98/70]. Patient was monitored for 45 minutes,
given Gatorade 12 oz and 16 oz water.  Symptoms of dizziness completely resolved, with persistent stable B/P in the 90s/60s, both arms, sitting and standing.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

UTIPrex Illness:

NKA/NKDA

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

275935-1

11-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
10-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0387U 0 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Apr-2007
Vaccine Date

07-Apr-2007
Onset Date

4
Days

18-Apr-2007
Status Date

OH
State Mfr Report Id

Broke out with rash and hives 4-7-07 x 3 days.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Med allergy to Sulfa

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

275951-1

18-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
11-Apr-2007

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
MERCK & CO. INC.

03844
00014

0
0

Right arm
Left arm

Unknown
Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Feb-2007
Vaccine Date

18-Mar-2007
Onset Date

18
Days

17-Apr-2007
Status Date

NJ
State Mfr Report Id

22 Days after receiving the above vaccines, she experienced numbness in her right hand and a headache and nausea. The next morning those symptoms
were resolved. After being awake for 10 minutes she had a grand mal seizure. Duration 2-3 minutes. Emergency evaluation revealed a normal exam. PMH -
significant for epilepsy. Dx 11/05 on Lamictal last seizure 1/06.

Symptom Text:

LamictalOther Meds:
Lab Data:
History:

NonePrex Illness:

EEG --> B/L abnormal activity
Epilepsy, recurrent headaches

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

275961-1

18-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Grand mal convulsion, Headache, Hypoaesthesia, Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
10-Apr-2007

Received Date

Prex Vax Illns:

TDAP

HEPA

HPV4

GLAXOSMITHKLINE
BIOLOGICALS
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

AC52B014AA

AHAVB143BA

0187U

5

0

0

Unknown

Unknown

Unknown

Intramuscular

Intramuscular

Intramuscular



10 JUN 2008 06:27Report run on: Page 1418
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Jan-2007
Vaccine Date

08-Feb-2007
Onset Date

10
Days

12-Apr-2007
Status Date

NY
State

WAES0704USA00603
Mfr Report Id

Information has been received from a licensed practical nurse concerning a 16 year old female with no pertinent medical history who on 29-JAN-2007 was
vaccinated, intramuscularly , into the left deltoid, with a 0.5 ml dose of Gardasil (lot #"1424K"). There was no concomitant medication. On 08-FEB-2007 the
patient developed optic neuritis, blurred vision and double vision and was hospitalized. The patient was discharged from the  hospital on 13-FEB-2007 when
her vision returned to normal. At the time of the report, the patient was recovering under the care of a retinoligist. Additional information has been requested.
05/29/07-records received for DOS 2/8-2/11/07-DX blurry vision left eye. Seen by ophtho on day of admission fr optic neuritis vs. pseudotumor cerebri. Acute
onset of painless blurry vision left eye and seeing double for one day. No headache.

Symptom Text:

NoneOther Meds:
Lab Data:

History:
Prex Illness:

Unknown records received 5/29/07-MRI no significant abnormalities. CSF clear. coloreless 0 RBC 1 WBC. CSF culture gram positive bacilli. no organisms
seen on gram stain.
None records received 5/29/07-H/O migraines.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

275989-1 (S)

30-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Diplopia, Optic neuritis, Vision blurred

 ER VISIT, HOSPITALIZED, SERIOUS

Other Vaccine
11-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Apr-2007
Status Date

--
State

WAES0704USA00721
Mfr Report Id

Information has been received from a physician's assistant (PA), via a company representative, concerning a female patient who was vaccinated (date
unspecified) with a dose of Gardasil the PA reported that "the patient died of a blood clot 3 hours after getting the Gardasil vaccine." The PA clarified that the
patient was not vaccinated at her office. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

275990-1 (D)

13-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Death, Thrombosis

 DIED, ER VISIT, SERIOUS

Other Vaccine
11-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1420
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Apr-2007
Status Date

TN
State

WAES0704USA00736
Mfr Report Id

Information has been received from a physician concerning a 19 year old female patient, sexually active for less than 1 year, who in December 2006 was
vaccinated with a first dose of Gardasil. A papanicolaou smear (PAP) test was done on the same day as the vaccination and the results showed cervical
intraepithelial neoplasia (CIN) 2 or 3. After her second injection with Gardasil vaccine (yeast) she required conization due to the rapid development of CIN.
Human Papillomavirus (HPV) types were unknown. The physician felt that rapid development of CIN was an other important medical event. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Sexually active; Cervical intraepithelial neoplasia IIPrex Illness:

colposcopy, Pap test 12/??/06 - Results showed CIN 2 or 3

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

275991-1

13-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cervical dysplasia, Condition aggravated

 ER VISIT, NOT SERIOUS

Other Vaccine
11-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Mar-2007
Vaccine Date

Unknown
Onset Date Days

12-Apr-2007
Status Date

TN
State

WAES0704USA00776
Mfr Report Id

Information has been received from a physician concerning a friend of a friend's 11 or 12 year old daughter who on approximately 04-MAR-2007 ("about 1
month ago") was vaccinated with a first dose of Gardasil. In approximately March 2007, the patient developed Stevens-Johnson Syndrome and was
hospitalized. Her recovery status was unknown at the time of the report. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

275992-1 (S)

13-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Stevens-Johnson syndrome

 EXTENDED HOSPITAL STAY, HOSPITALIZED, SERIOUS

Other Vaccine
11-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Mar-2007
Vaccine Date

26-Mar-2007
Onset Date

0
Days

12-Apr-2007
Status Date

VA
State

WAES0704USA00946
Mfr Report Id

Information has been received from a licensed practical nurse (LPN), via company representative, concerning a 16 year old female patient with a sulfonamide
allergy, who on 26-Mar-2007 was vaccinated with a dose of 0.5ml, IM, of Gardasil (Lot # 656372/0243U). Concomitant therapy included LOESTRIN. The nurse
reported that on 26-MAR-2007, "about 15 minutes" after the vaccination, the patient felt dizzy, passed out, "hitting her face and head as she fell." The patient
was taken to the ER, and was treated wit intravenous fluids and TYLENOL. A computed tomography (CT) was performed to evaluate for head and neck injury;
the CT result was negative. The nurse added that the patient also developed a low grade fever (date not specified). At the time of this report, the nurse
indicated that the patient had recovered from the events. Felt dizzy, passed out, hitting her face and head as she fell, and low grade fever were considered to
be an other important medical event. Additional information has been requested.

Symptom Text:

LOESTRINOther Meds:
Lab Data:
History:

Sulfonamide allergyPrex Illness:

Head computed axial 03/26/07 - Negative

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

275993-1

07-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Computerised tomogram normal, Dizziness, Fall, Head injury, Loss of consciousness, Neck injury, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
11-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0243U Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Apr-2007
Status Date

FR
State

WAES0704USA01086
Mfr Report Id

Information has been received from a pediatrician concerning an adolescent female who was vaccinated, intramuscularly, into the upper arm, with a first dose
of Gardasil. Approximately 3 week after the vaccination the patient experienced erythema exsudativum multiforme and was hospitalized. She was treated with
intravenous corticosteroids. Subsequently, the patient recovered (exact duration not reported). No further information is available. Other business partner
numbers included E2007-02193.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

275994-1 (S)

13-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema multiforme

 HOSPITALIZED, SERIOUS

Other Vaccine
11-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Mar-2007
Vaccine Date

22-Mar-2007
Onset Date

2
Days

16-Apr-2007
Status Date

--
State Mfr Report Id

A 17-year-old female who was brought to the emergency room because of progressively worsening right-sided abdominal pain since the day before her
admission. She developed some nausea and had emesis in the emergency room. No previous history of abdominal pain. Additionally, she had received an
injection of Gardasil three to four days prior to onset of these symptoms. She has no fever and no chills, No chest pain. Nausea and vomiting, as stated. No
diarrhea. She did have a normal bowel movement yesterday. Her periods had been regular until she was started on Depo-Provera. No fever. No chills. No
significant weight changes. No history of diabetes. Mental health problems as stated earlier. 05/16/07-records received for DOS 3/22-3/30/07;DC
DX:Abdominal pain, question etiology. Possible GE reflux disease. Gastritis. post traumatic stress disorder. Question biliary colic. Dilated common bile duct,
possibly normal variant. Admitted from ED with worsening right sided abdominal pain. Nausea and emesis.  No fevers,

Symptom Text:

Celexa, Tenex, Lamictal, Depo-provera, susequadOther Meds:
Lab Data:

History:

Prex Illness:

Her blood pressure is 118/79, temperature 36.7, pulse 81 and respirations 22. HEAD, EARS, EYES, NOSE AND THROAT Unremarkable. Conjunctivae are
pink. Buccal mucosa are moist. No cervical lymphadenopathy. Thyroid not palpable. CHEST Clear to
Her medical history includes a long psychiatric history with anxiety and panic disorder, posttraumatic stress disorder and attachment disorder. No known
medication allergies. The family history is not known. She is adopted. She has been adopted since age 5. No history of alcohol or tobacco.  Records received
5/16/07- HX of anxiety, panic disorder, post traumatic stress disorder. H

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

275999-1 (S)

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Gastritis, Gastrooesophageal reflux disease, Mental disorder, Nausea, Vomiting

 HOSPITALIZED, SERIOUS

Other Vaccine
11-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Mar-2007
Vaccine Date

Unknown
Onset Date Days

18-Apr-2007
Status Date

OH
State Mfr Report Id

Inadvertently gave the 3rd dose 2 days after the 2nd dose (of Gardasil).Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
ANA (+), arthritis

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

276006-1

18-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, Medication error

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
11-Apr-2007

Received Date

Prex Vax Illns:

HPV4
UNK

HPV4 MERCK & CO. INC. 0187U 2 Right arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Mar-2007
Vaccine Date

13-Mar-2007
Onset Date

0
Days

18-Apr-2007
Status Date

OR
State Mfr Report Id

Moderate Fever, widespread rash/hivesSymptom Text:

Effexor XR 150 mg; Lexapro 10 mg; Ortho Evra PatchOther Meds:
Lab Data:
History:

NonePrex Illness:

None
Allergy Augmentin and Penicillin

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

276013-1

18-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pyrexia, Rash, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
11-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1426F 0 Right arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Mar-2007
Vaccine Date

29-Mar-2007
Onset Date

2
Days

12-Apr-2007
Status Date

AZ
State Mfr Report Id

29 Mar 07 developed rash all over body that lasted approx. 3 days/ took benedryl or claritin for releif.  3Apr 07 lymph nodes became tender and enlarged.  5
Apr 07 lymph nodes hot, red, sore, and itchy accompanied by nausea, vomiting, diarrhea, and fever that desipated on 8 Apr 07.  some lymph nodes are still
enlarged and have had a hard time sleeping through the night since I received the vaccinations.

Symptom Text:

Macrobid- UTI preventative, Naproxen- PRN for painOther Meds:
Lab Data:
History:

nonePrex Illness:

none
Med allergies:  Morphine, Codeine, Demoral, Penicillin

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

276037-1

12-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Diarrhoea, Erythema, Insomnia, Lymph node pain, Lymphadenopathy, Nausea, Pruritus, Pyrexia, Rash generalised, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
11-Apr-2007

Received Date

Prex Vax Illns:

SMALL
HPV4
ANTH

WYETH PHARMACEUTICALS, INC
MERCK & CO. INC.
EMERGENT BIOSOLUTIONS

4020076
0637F
FAV106

0
0
0

Right arm
Left arm
Left arm

Unknown
Intramuscular

Subcutaneously
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Apr-2007
Vaccine Date

11-Apr-2007
Onset Date

0
Days

12-Apr-2007
Status Date

FL
State Mfr Report Id

APPROXIMATELY 10 MINUTES AFTER VACCINE ADMINISTRATION CLIENT PASSED OUT FALLING AND HITTING HER HEAD.  CLIENT AROUSED IN A
FEW SECONDS. VITAL SIGNS CHECKED. APPROXIMATELY 20 MINUTES LATER CLIENT REPORTED FEELING ANXIOUS AND CONFUSED,  CRYING,
AMBULANCE CALLED

Symptom Text:

NONE KNOWNOther Meds:
Lab Data:

History:
NONE KNOWNPrex Illness:

TRANSFERRED BY AMBULANCE TO MORTON PLANT HOSPPER MOTHERS REPORT: CLIENT GIVEN IV FLUIDS AND CT SCAN.  MOTHER REPORTS
CT SCAN NORMAL BUT DID NOT R/O OR CONFIRM CONCUSSION CLIENT RELEASED FROM HOSPITAL AROUND NOON.  MOTHER REPORTS ED
RECOMMEN
NONE KNOWN

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

276042-1

12-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anxiety, Confusional state, Crying, Fall, Head injury, Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
11-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0012U 0 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Apr-2007
Vaccine Date

05-Apr-2007
Onset Date

0
Days

18-Apr-2007
Status Date

RI
State Mfr Report Id

2-3 min after receiving vaccination while standing had syncopal episode, sweaty, shaking sore throat white lips after 5-10 mins. 12 cups of H2O felt better BP
90/60 BP normal taken prior to exam 106/62 P 80

Symptom Text:

Other Meds:
Lab Data:
History:

nonePrex Illness:

none
anaphylaxis to bees (epi pen)

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

276063-1

18-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure decreased, Hyperhidrosis, Pallor, Pharyngolaryngeal pain, Syncope, Tremor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
11-Apr-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

1300F
0011U

1
0

Right arm
Left arm

Subcutaneously
Intramuscular



10 JUN 2008 06:27Report run on: Page 1430
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Mar-2007
Vaccine Date

22-Mar-2007
Onset Date

0
Days

18-Apr-2007
Status Date

RI
State Mfr Report Id

Passed out in hallway after receiving vaccine. BP 90/30 then elevated to 98/60 took 15 mins to he able to sit up BP normal taken prior to exam 94/60 P 84Symptom Text:

Other Meds:
Lab Data:
History:

nonePrex Illness:

none
Ceclor allergy (rash)

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

276064-1

18-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypotension, Loss of consciousness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
11-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0011U 0 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Mar-2007
Vaccine Date

22-Mar-2007
Onset Date

0
Days

18-Apr-2007
Status Date

RI
State Mfr Report Id

Syncopal episode appr 5-7 mins after administration of IM Gardasil. Fell at our check out window with no alerts anyone- BP 116/80 BP normal/prior to exam
120/80 P. 92

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

276065-1

18-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure normal, Fall, Heart rate normal, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
11-Apr-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

1300F
0011U

1
0

Unknown
Unknown

Subcutaneously
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Mar-2007
Vaccine Date

20-Mar-2007
Onset Date

0
Days

18-Apr-2007
Status Date

RI
State Mfr Report Id

Administered vaccine with on incidents. Suddenly with in 2-3 mins. became faint, sweaty, pale layed pt down on exam table. Responded immediately BP 98/56
AP 68. Observation, cool drink rest no further incidence-discharged with mom (did not drug herself).

Symptom Text:

Doxycycline 1xd on/off for acheOther Meds:
Lab Data:
History:

nonePrex Illness:

none
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

276066-1

18-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hyperhidrosis, Hypotension, Pallor, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
11-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0263U 0 Right arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Apr-2007
Status Date

MO
State Mfr Report Id

Left arm started hurting 3 days after HPV #2 administration. Continued with pain in arm 1 month after administration of shotSymptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

ultrasound
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

276069-1

18-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
11-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 14478 1 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jan-2007
Vaccine Date

01-Jan-2007
Onset Date

0
Days

13-Apr-2007
Status Date

FL
State

WAES0704USA01018
Mfr Report Id

Information has been received from a physician concerning a 15 year old female with migraines and tension headaches who in January 2007, was vaccinated
intramuscularly into the right leg (also reported as "buttocks") with a first dose of Gardasil. Concomitant therapy included amytripaline (manufacturer unknown
and rizatriptan benzoate. In March 2007, a second dose of Gardasil was administered intramuscularly into the left leg (also reported as "buttocks"). The
physician reported that "a few days to a week after each dose the patient developed a sciatic neuropathy". It was further reported that the neuropathy of the
right leg had resolved completely over a few weeks (approximately January 2007 or February 2007). The neuropathy of the left leg had improved, but has not
resolved. The physician noted that the patient was still having weakness in the left leg and loss of deep tendon reflex at the level of the left ankle. She also had
sensory complaints and tingling when touched at the lateral distal lower extremity. The pain was improved however. The patient was reported to still have a
limp. It was also reported that the patient was able to attend school but was unable to participate in physical activities due to the sciatic neuropathy. The
physician felt that the patient's experiences were disabling. Additional information has been requested.

Symptom Text:

amitriptyline hydrochloride,MAXALT(RIZATRIPTAN BENZOATE)Other Meds:
Lab Data:
History:

Migraine, Tension headachePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

276081-1 (S)

13-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Areflexia, Gait disturbance, Incorrect route of drug administration, Muscular weakness, Pain, Paraesthesia, Sciatic nerve neuropathy, Sensory disturbance,
Similar reaction on previous exposure to drug

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Other Vaccine
12-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Sep-2006
Vaccine Date

05-Sep-2006
Onset Date

0
Days

07-May-2007
Status Date

CO
State

WAES0611USA02401
Mfr Report Id

Initial and follow up information has been received from a health professional concerning a 39 year old whit female patient with NKDA and with HPV and with a
family history of breast cancer (mother) who on 07, Nov 2006 was vaccinated with a second IM dose of HPV rL1 6 11 16 18 VLP vaccine (yeast) (lot #
654540/0800F) into the left deltoid. It was reported that the patient jerked her arm away and the needle came out of the patient's arm and did not received a full
dose of the vaccine. It was reported that it was "hard to tell how much of the injection was lost." "A 1/3 of the injection came out of the patient's arm and what is
left in the vial." It was recommended that the patient get re-vaccinated with dose number 2. The patient was "upset for the inconvenience" and the patient
decided to discontinue the injection because she had a "bad experience", she already had HPV and she had trouble getting to the office. No symptoms were
noted. A first dose of HPB rL1 6 11 16 18 VLP vaccine (yeast) (lot # 653650/0696F) was given IM into the deltoid on 05, Sep 2006. Additional information is not
expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Family history of cancer; Papilloma viral infection

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
39.0

276104-1

07-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Agitation, Inappropriate schedule of drug administration, Underdose

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 653650/0696F 0 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Sep-2006
Vaccine Date

Unknown
Onset Date Days

07-May-2007
Status Date

FL
State

WAES0611USA07318
Mfr Report Id

Information has been received from a registered nurse concerning a 24 year old female who on 13, Sep 2006 and 08, Nov 2006 was vaccinated
intramuscularly with a first and second 0.5 mL dose of HPV rL1 6 11 16 18 VLP vaccine (yeast) (lot # 653650/0640F). There was no concomitant medication. In
approximately November 2006, the patient became pregnant about 3 weeks before she was vaccinated with her second dose of HPV rL1 6 11 16 18 VLP
vaccine (yeast). The patient's last menstrual period was 15, Oct 2006 and her estimated due data is 22, Jul 2007. No symptoms were noted. The patient sought
unspecified medical attention. Other medications used during pregnancy included amoxicillin (+) clavolanate potassium (AUGMENTIX) started on 28, Nov 2006
875mg, twice a day for otitis media, ampicillin started on 04, Dec 2006 500 mg once a day administered for nausea due to amoxicillin (+) clevulanate potassium
(AUGMENTIN), and prenatal vitamins started on 28, Nov 2006. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

276105-1

07-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Nausea, Otitis media

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 653650/0640F 0 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
07-May-2007
Status Date

--
State

WAES0701USA00301
Mfr Report Id

Information has been received from a physician concerning a female (age not reported) with pertinent medical history and drug reactions/allergies not reported
who in December 2006 (before Christmas) was vaccinated with HPV rL1 6 11 16 18 VLP vaccine (yeast), injection 0.5 mL. Concomitant medication was not
reported. Subsequently, on an unspecified date, the patient experienced redness, swelling and itching at injection site. The patient sought unspecified medial
attention. The outcome of the event was not reported. Additional information has been requested.

Symptom Text:

unknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276106-1

07-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site pruritus, Injection site swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
07-May-2007
Status Date

NY
State

WAES0701USA01666
Mfr Report Id

Information has been received from a health professional who reported that a prefilled syringe (Lot # 654540/1162F) malfunctioned and the vaccine sprayed
across the room. The patient did not miss being vaccinated with HPV rL1 6 11 16 18 VLP vaccine (yeast). Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276107-1

07-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Medical device complication

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 654540/1162F Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Nov-2006
Vaccine Date

20-Nov-2006
Onset Date

0
Days

07-May-2007
Status Date

NC
State

WAES0701USA04121
Mfr Report Id

Information has been received as part of a pregnancy registry from a nurse practitioner concerning a 16 year old female with food allergies to coconut and
mushrooms and a of history migraines, streptococcal infection and pharyngitis who on 20, Nov 2006 was vaccinated with HPV rL1 6 11 16 18 VLP vaccine
(yeast), 0.5 mL by intramuscular injection, first dose (lot# 6539381/0954F). Concomitant medication included (CLARITIN) and (NASONEX). On 20, Nov 2006,
the patient indicated that her last period was one week ago (13, Nov 2006). On 05, Dec 2006, the patient was seen in an clinic with complaints of nausea and
dizziness and had a positive urine pregnancy test at that time. On 11, Dec 2006, the patient underwent and ultrasound which revealed that she was 7 1/2
weeks pregnant. CRL 10.4 mm, positive fetal heartbeat. Additional information is not expected

Symptom Text:

Claritin, NasonexOther Meds:
Lab Data:
History:
Prex Illness:

Ultrasound, 12/11/2006, CRL 10.4 mm, positive fetal heartbeat, 7 1/2 weeks pregnant. Urine beta-human , 12/05/2006 posit
Migraine; Streptococcal infection; Pharyngitis; Pregnancy NOS (LMP = 10/05//2006) Food allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

276108-1

07-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Drug exposure during pregnancy, Nausea, Pregnancy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 653938/0954 0 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Jan-2007
Vaccine Date

22-Jan-2007
Onset Date

0
Days

07-May-2007
Status Date

--
State

WAES0701USA04534
Mfr Report Id

Information has been received from a nurse practitioner concerning a 38 year old female with colitis ulcerative and no allergies who on 22, Jan 2007 was
vaccinated with a first dose of HPV rL1 6 11 16 18 VLP vaccine (yeast). On 22, Jan 2007 the patient had eye redness of the white of the eye, tiredness, fatigue
and lightheadedness. As of 05, Feb 2007, the patient's symptoms continued. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
Colitis ulcerative

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
38.0

276109-1

07-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Fatigue, Ocular hyperaemia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Dec-2006
Vaccine Date

28-Dec-2006
Onset Date

0
Days

07-May-2007
Status Date

TN
State

WAES0702USA00159
Mfr Report Id

Information has been received from a registered nurse concerning a 14 year old female with no pre-existing conditions who on 29, Nov 2006, was vaccinated
with the first dose of HPV rL1 6 11 16 18 VLP vaccine (yeast). On 28, Dec 2006, the patient was vaccinated with second dose of HPV rL1 6 11 16 18 VLP
vaccine (yeast) (lot # 654389/0961F) IM right arm 30 days after the 1st dose. At the time of the vaccination, the patient had no  illness. The patient did not
experience adverse effects. No additional information is expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

276110-1

07-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, No adverse effect

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 654389/0961F 1 Right arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
16-Feb-2007
Vaccine Date

16-Feb-2007
Onset Date

0
Days

07-May-2007
Status Date

AL
State

WAES0702USA03810
Mfr Report Id

Information has been received from a nurse that on 16, Feb 2007, they administered a dose of HPV rL1 6 11 16 18 VLP vaccine (yeast) in a patient's hip. No
adverse event was reported. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276111-1

07-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Incorrect route of drug administration, No adverse effect

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
07-May-2007
Status Date

KS
State

WAES0703USA00199
Mfr Report Id

Information has been received from a physician via a company representative concerning a female patient who was vaccinated with the first dose. 0.5 ml, IM, of
HPV rL1 6 11 16 18 VLP vaccine (yeast). Subsequently the patient "developed hives all over her body." At the time of this report, the patient had recovered.
The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276112-1

07-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Feb-2007
Vaccine Date

27-Feb-2007
Onset Date

0
Days

07-May-2007
Status Date

--
State

WAES0703USA00227
Mfr Report Id

Information has been received from a nurse practitioner (NP) concerning a 40 year old female who on 27, Feb 2007 was vaccinated with the first dose, 0.5 ml,
of HPV rL1 6 11 16 18 VLP vaccine (yeast). concomitant therapy included estrogens (unspecified. On 27, Feb 2007, "starting a short time after her first dose,
"the NP reported that the patient experienced pain at the injection site. At the time of this report, the patient was recovering from the event. The patient sought
unspecified medical attention. Additional information has been requested.

Symptom Text:

estrogens (unspecified)Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
40.0

276113-1

07-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
15-Feb-2007
Onset Date Days

07-May-2007
Status Date

--
State

WAES0703USA00265
Mfr Report Id

Information has been received from a nurse practitioner concerning a female who was vaccinated with HPV rL1 6 11 16 18 VLP vaccine (yeast) first dose.
Concomitant therapy included medroxyprogesterone acetate (DEPO-PROVERA). On approximately 15, Feb 2007, the patient experienced continuing dizziness
when administered HPV rL1 6 11 16 18 VLP vaccine. A blood test was performed and the patient was found to be anemic. The nurse practitioner was unsure
whether to continue further series with HPV rL1 6 11 16 18 VLP vaccine. Unspecified medical attention was sought. As of 01, Mar 2007, the patient's continuing
dizziness and anemic persisted. Additional information has been requested.

Symptom Text:

DEPO-PROVERAOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory , anemic
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276114-1

07-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anaemia, Dizziness, Laboratory test

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
07-May-2007
Status Date

--
State

WAES0703USA00294
Mfr Report Id

Information has been received from a physician concerning a patient who was vaccinated with HPV rL1 6 11 16 18 VLP vaccine (yeast). One day post
vaccination with HPV rL1 6 11 16 18 VLP vaccine (yeast, the patient developed facial palsy (not further specified). The patient outcome was not reported.
Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276115-1

07-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Facial palsy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
09-May-2007
Status Date

--
State

WAES0703USA00296
Mfr Report Id

Information has been received from a physician concerning a patient who was vaccinated with Gardasil. Concomitant therapy included influenza virus vaccine
(unspecified). One day post Gardasil, the patient developed facial palsy (not further specified). The patient outcome was not provided. Additional information is
not expected.

Symptom Text:

influenza virus vaccineOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276116-1

09-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Facial palsy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
09-May-2007
Status Date

--
State

WAES0703USA00336
Mfr Report Id

Information has been received from a registered nurse concerning a female who was vaccinated intramuscularly with Gardasil (LOT# 656049/0187U).
Subsequently the patient experiences an 8 inch rash on hip area. The patient sought medical attention. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276117-1

09-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0187U Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Feb-2007
Vaccine Date

12-Feb-2007
Onset Date

0
Days

09-May-2007
Status Date

IL
State

WAES0703USA00347
Mfr Report Id

Information has been received from a consumer concerning her 14 year old daughter who on 12-FEB-2007 was vaccinated with Gardasil (lot # not reported)
0.5 ml IM. There was no concomitant medication. On 12-FEB-2007 the patient experienced her arm hurting really bad after getting the injection and she
developed a headache. Three days after the injection, on 15-FEB-2007, the patient experienced fainting, dizziness, headaches, "dehydrating", not eating,
everything kind of hurts, and she only wanted to sleep. Her blood pressure was not steady and was all over the place. Medical attention was sought. Orthostatic
test was performed. At the time of reporting, the patient had not recovered. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic procedure 02/15?/07 - "orthostatic test"
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

276118-1

09-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure fluctuation, Decreased appetite, Dehydration, Dizziness, Headache, Pain, Pain in extremity, Somnolence, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1450
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Feb-2007
Vaccine Date

27-Feb-2007
Onset Date

1
Days

09-May-2007
Status Date

--
State

WAES0703USA00367
Mfr Report Id

Information has been received from a nurse practitioner concerning a 24 year old female, with no pertinent medical history, who on 26-FEB-2007 was
vaccinated with Gardasil (LOT# 654702/0011U). There was no concomitant therapy. On 26-FEB-2007, within 24 hours of Gardasil administration, the patient
experienced a rash on her abdomen. The patient had phoned the office to report the rash. The rash was not seen by the nurse practitioner or physician. No
prescription medication therapy was provided to the patient. Subsequently, the patient recovered in 1 day. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

276119-1

09-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0011U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1451
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Feb-2007
Vaccine Date

27-Feb-2007
Onset Date

0
Days

09-May-2007
Status Date

CA
State

WAES0703USA00380
Mfr Report Id

Information has been received from a physician concerning a 27 year old female with no known drug allergies and a history of a left thrombosis (2001), loop
electrosurgical excision procedure for mild dysplasia (06-DEC-2006) and a pregnancy (2001) who was vaccinated intramuscularly on 27-NOV-2006 with the
first dose of Gardasil (Lot # not provided). On 27-FEB-2007 the patient was vaccinated intramuscularly in the right deltoid with the second dose of Gardasil (Lot
# 654702/0011U). Five to eight hours post vaccination the patient developed a rash on right shoulder that spread up to her neck, myalgia, lethargy, chills, bone
aching and mild shortness of breath. It was reported that 48 hours later, the patient returned to her physicians office who recommended treatment with
Benadryl. The physician reported that the patient did not take the Benadryl. It was reported that the rash as resolving and the patient. The physician reported
that the patient was seen again in his office on 01-MAR-2007 and was still experiencing lethargy and bone pain. The physician also reported that the patient did
not have any adverse effects after that the first of Gardasil. He states that he was unsure if the third dose of Gardasil will be administered. Additional
information has been rechecked.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Thrombosis leg; Loop electrosurgical excision procedure; Dysplasia; Pregnancy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
27.0

276120-1

09-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Bone pain, Chills, Dyspnoea, Inappropriate schedule of drug administration, Lethargy, Myalgia, Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0011U 1 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Feb-2007
Vaccine Date

01-Feb-2007
Onset Date

0
Days

09-May-2007
Status Date

--
State

WAES0703USA00381
Mfr Report Id

Information has been received from a nurse concerning a female who in February 2007, was vaccinated IM with 0.5 ml Gardasil. In approximately February
2007, the patient developed a flesh-colored, dry, flakey, itchy rash on her face a couple days after administration of Gardasil. The rash resolved in about 5
days. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276121-1

09-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1453
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
09-May-2007
Status Date

--
State

WAES0703USA00390
Mfr Report Id

Information has been received from a pediatrician concerning a female who was vaccinated with a 0.5 ml dose of Gardasil. Subsequently the patient
experienced muscle aches and hair loss. On 02-MAR-2007, the patient was going to the pediatrician's office for evaluation. the pediatrician reported that the
vaccine was administered by the patient's OB/GYN. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276122-1

09-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Alopecia, Myalgia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Jan-2007
Vaccine Date

02-Jan-2007
Onset Date

0
Days

09-May-2007
Status Date

NY
State

WAES0703USA00405
Mfr Report Id

Information has been received from a certified medical assistant concerning a 22 year old female with an allergy to gluten or wheat who on 02-JAN-2007 was
vaccinated intramuscularly with a 0.5 ml (first dose of Gardasil) (lot 654389/0961F). The CMA reported that the patient's tongue felt numb for several days after
her first dose of Gardasil. The patient sought unspecified medical attention. Subsequently, the patient recovered. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Gluten intolerance; Food allergyPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

276123-1

09-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia oral

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0961F 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Feb-2007
Vaccine Date

23-Feb-2007
Onset Date

0
Days

09-May-2007
Status Date

--
State

WAES0703USA00421
Mfr Report Id

Information has been received from a physician assistant concerning a 15 year old "healthy individual" female who on approximately 23-FEB-2007, was
vaccinated with Gardasil first dose. On approximately 23-FEB-2007 (also reported as about a week after Gardasil was administered, the patient experienced
swelling and hives in her extremities area. The reporting physician assistant does not treat this patient and did not want to be contacted. The treating physician
works in the same office as the reporter but also did not want to contacted as the physician did not feel the events were related. No lab or diagnostic tests were
performed. Unspecified medical attention was sought. As of 02-MAR-2007, the patient's swelling and hives in her extremities persisted. No further information
is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

276124-1

09-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Oedema peripheral, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Feb-2007
Vaccine Date

26-Feb-2007
Onset Date

4
Days

09-May-2007
Status Date

IL
State

WAES0703USA00432
Mfr Report Id

Information has been received from a physician concerning a 17 year old female who on 22-FEB-2007 was vaccinated with a first dose of Gardasil. On
approximately 26-FEB-2007, the patient developed fever of 101F that lasted for several days. On approximately 28-FEB-2007, the patient developed a red,
itchy rash on the upper body from the waist up. The patient sought unspecified medical attention. At the time of this report, the outcome was unknown.
Additional information has been requested.

Symptom Text:

UnkOther Meds:
Lab Data:
History:
Prex Illness:

body temp 02/26/07 101 F
Unk

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

276125-1

09-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Pyrexia, Rash erythematous, Rash pruritic

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1457
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Dec-2006
Vaccine Date

Unknown
Onset Date Days

09-May-2007
Status Date

TX
State

WAES0703USA00440
Mfr Report Id

Information has been received from a physician concerning a 23 year old female who in December 2006, was vaccinated into the left arm with a 0.5mL first
dose of Gardasil. Subsequently, on an unspecified date, the patient developed a swollen arm (reported via company representative). The physician also
reported that the patient developed a "nodule on the left arm under the skin, "a pouch, which intermittently becomes itchy." (date not reported). At the time of
the report, the patient had not recovered. The patient sough unspecified medical attention. Additional information is not available.

Symptom Text:

UnkOther Meds:
Lab Data:
History:
Prex Illness:

Unk

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

276126-1

09-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Nodule on extremity, Oedema peripheral, Pruritus

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Jan-2007
Vaccine Date

12-Jan-2007
Onset Date

0
Days

09-May-2007
Status Date

IN
State

WAES0703USA00443
Mfr Report Id

Information has been received from a registered nurse concerning a 22 year old female with an allergy to tetracycline who on 12-JAN-2007 was vaccinated IM
with a 0.5 mL first dose of Gardasil (Lot# 653650/0697F). Concomitant therapy included medroxyprogesterone acetate (DEPO-PROVERA). On 12-JAN-2007
the patient developed a 102 degree fever later that evening. Subsequently, the patient recovered. Additional information has been requested.

Symptom Text:

Depo-ProveraOther Meds:
Lab Data:
History:
Prex Illness:

body temp 01/12/07 102
Allergic reaction to antibiotics

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

276127-1

09-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0697F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1459
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
09-May-2007
Status Date

IL
State

WAES0703USA00447
Mfr Report Id

Information has been received from a pharmacist concerning a 20 year old female with pertinent medical history not reported and drug reactions/allergies
reported as none who on an unspecified date was vaccinated with HPV rL1 6 11 18 VLP vaccine (yeast), 0.5 ml, IM. Concomitant medication was not reported.
Approximately on week after vaccination, the patient reported that she experienced shingles. The outcome and causality of the event was not reported.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

UnknownPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

276128-1

09-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Herpes zoster

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Feb-2007
Vaccine Date

26-Feb-2007
Onset Date

0
Days

09-May-2007
Status Date

SC
State

WAES0703USA00461
Mfr Report Id

Information has been received from a physician via a company representative concerning a "very nervous" 17 year old female who on approximately 26, Feb
2007 ("earlier this week") was vaccinated IM with a 0.5 mL dose of HPV rL1 6 11 16 18 VLP vaccine (yeast) (lot # not reported). On approximately 26, Feb
2007 ("after injection") the patient fainted. The patient sought unspecified medical attention and was reported as recovered (date not specified). Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Nervousness

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

276129-1

09-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1461
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Mar-2007
Vaccine Date

01-Mar-2007
Onset Date

0
Days

09-May-2007
Status Date

--
State

WAES0703USA00483
Mfr Report Id

Information has been received from a physician's assistance concerning a female who on 01-MAR-2007 was vaccinated with Gardasil. On 01-MAR-2007, the
patient experienced a little blood at injection site when Gardasil was administered. Unspecified medical attention was sought. The patient's outcome was not
reported. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unk
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276130-1

09-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site haemorrhage

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1462
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
09-May-2007
Status Date

OH
State

WAES0703USA00489
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with 0.5 ml of Gardasil. Subsequently the patient experienced
bronchospasm and shortness of breath. The patient was noted to be under a lot of stress "lately". Subsequently, the patient recovered from bronchospasm and
shortness of breath. Additional has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unk
Stress

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276131-1

09-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Bronchospasm, Dyspnoea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Feb-2007
Vaccine Date

01-Mar-2007
Onset Date

2
Days

09-May-2007
Status Date

CA
State

WAES0703USA00515
Mfr Report Id

Information has been received from a 27 year old female with no allergies who had no problem with her first dose of Gardasil. On 27-FEB-2007 the patient
received her second dose of Gardasil via injection. Concomitant therapy included "YAZ" (therapy unspecified). On 01-MAR-2007 the patient experienced
bumps and itchiness where she received her Gardasil shot. The patient did not seek medical attention. As of 02-MAR-2007 the patient was not recovered.
Additional information has been requested.

Symptom Text:

[therapy unspecified]Other Meds:
Lab Data:
History:
Prex Illness:

Unk
Unk

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
27.0

276132-1

09-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pruritus, Injection site rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Dec-2006
Vaccine Date

18-Dec-2006
Onset Date

2
Days

09-May-2007
Status Date

PA
State

WAES0703USA00597
Mfr Report Id

Information has been received from a physician concerning a 16 year old female with fibromyalgia, Ehlers-Danlos syndrome, migraine and insomnia and no
know drug allergies who on 16, Dec 2006 was vaccinated intramuscularly with a 0.5 mL dose of HPV rL1 6 11 16 18 VLP vaccine (yeast) (lot # 654885/1424F).
Concomitant therapy included amitriptyline hydrochloride (AMITRIPTYLIN), ramelteon (ROZEREM), cephalexin (KEFLEX) and fludrocrtisone acetate
(FLORINEF). On 18, Dec 2006 (also reported as "several hours after receiving HPV rL1 6 11 16 18 VLP vaccine (yeast)") the patient developed mild hives on
her neck. The patient sought unspecified medical attention. No laboratory diagnostic studies were performed. On 19, Dec 2006 ("by the next morning") the
hives resolved without treatment. No further problems were reported. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

AMITRIPTYLIN, KEFLEX, FLORINEF, ROZEREMOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Fibromyalgia; Ehlers-Danlos syndrome; migraine; Insomnia

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

276133-1

09-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 654885/1424F Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Sep-2006
Vaccine Date

01-Sep-2006
Onset Date

0
Days

09-May-2007
Status Date

--
State

WAES0703USA00614
Mfr Report Id

Information has been received from a licensed practical nurse (LPN) concerning her 16 year old daughter who in September 2006, was vaccinated with the first
IM dose of Gardasil. Concomitant therapy included "RPN" inhaler. The LPN reported her daughter had been "growing out of rheumatoid arthritis". Within 24
hours, at 0400 hours, the patient experienced nausea and vomiting that lasted for several days. The patient was then fine. In November 2006 or December
2006, the patient received her second IM dose of Gardasil. Within 24 hours, at 0400 hours, the patient experienced vomiting and nausea that lasted for several
days. Subsequently, the patient was fine. The patient did not seek medical attention. Additional information has been requested.

Symptom Text:

[therapy unspecified]Other Meds:
Lab Data:
History:
Prex Illness:

Unk
Rheumatoid arthritis

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

276134-1

09-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Nausea, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Feb-2007
Vaccine Date

22-Feb-2007
Onset Date

14
Days

09-May-2007
Status Date

FL
State

WAES0703USA00618
Mfr Report Id

Information has been received from a health professional concerning a female who on 08-FEB-2007 was vaccinated intramuscularly with the first dose of
Gardasil (lot # 653938/0954F). Subsequently the patient developed a rash on her arm and part of her face on approximately 22-FEB-2007. The rash spread to
the rest of her body. The patient was referred to a Infectious Disease specialist and was diagnosed with allergic dermatitis and pityriasis rosea. Throat culture
was negative. The patient was treated with hydroxyzine hydrochloride (Atarax). Subsequently, the rash resolved. Additional information has been requested. It
was reported that another female in her school class experienced allergic dermatitis with pityriasis rosea after vaccination with Gardasil
(WAES0703USA04287)

Symptom Text:

UnkOther Meds:
Lab Data:
History:
Prex Illness:

throat culture 02/07
Unk

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.3

276135-1

09-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dermatitis allergic, Pityriasis rosea, Rash, Rash generalised

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0954F Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Mar-2007
Vaccine Date

01-Mar-2007
Onset Date

0
Days

09-May-2007
Status Date

CA
State

WAES0703USA00629
Mfr Report Id

Information has been received from a physician concerning a 23 year old female patient who on 01-MAR-2007 was vaccinated with a dose of Gardasil. the
patient became dizzy after receiving the injection. She also had stomach cramps when she got home. Unspecified medical attention was sought. The patient's
outcome was unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

276136-1

09-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain upper, Dizziness

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Dec-2006
Vaccine Date

15-Dec-2006
Onset Date

0
Days

09-May-2007
Status Date

MA
State

WAES0703USA00630
Mfr Report Id

Information has been received from a Registered Nurse (R.N.) concerning a 21 year old female patient with asthma who on 15-DEC-2006 was vaccinated IM in
her right arm with a dose of Gardasil, lot #654389/0961F. Concomitant therapy included hormonal contraceptives (unspecified) and albuterol inhaler
(unspecified). The patient has had difficulty lifting her right arm since she was immunized in that arm on 15-DEC-2006. The patient also experienced tingling in
her arm, nausea, and vomiting after the injection. The patient was treated with physical therapy. The patient had not recovered as of the report date. Additional
information has been requested.

Symptom Text:

albuterol; hormonal contraceptivesOther Meds:
Lab Data:
History:

AsthmaPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

276137-1

09-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injected limb mobility decreased, Paraesthesia, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0961F Right arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
09-May-2007
Status Date

--
State

WAES0703USA00636
Mfr Report Id

Information has been received from a physician concerning a female (age not reported) with pertinent medical history and drug reactions/allergies not reported
who on an  unspecified date was vaccinated with the first dose of Gardasil. Concomitant medication was not reported. Subsequently on an unspecified after
being administered the first dose of Gardasil, the patient developed neuropathy and was currently seeing a neurologist. The physician was not sure if the
neuropathy was caused by Gardasil or not. The outcome of the event was not reported. Additional information has been requested.

Symptom Text:

UnkOther Meds:
Lab Data:
History:
Prex Illness:

Unk

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276138-1

09-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Neuropathy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
09-May-2007
Status Date

FL
State

WAES0703USA00664
Mfr Report Id

Information has been received from a physician concerning a female patient who was vaccinated on an unspecified date with her second dose of Gardasil.
Approximately a week later, the patient developed herpetic appearing lesions located on the perivulva and/or gynecological area. The patient was diagnosed
with type 1 herpes simplex. The patient's outcome was known. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276139-1

09-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Herpes simplex, Herpes virus infection

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
09-May-2007
Status Date

--
State

WAES0703USA00668
Mfr Report Id

Information has been received from a Nurse Practitioner (N.P.) concerning a female patient in her early 20's who on an unspecified date was vaccinated with
her first dose of Gardasil. Five minutes after receiving the injection, the painted fainted. She was given fruit juice. Her outcome was unknown. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

276140-1

09-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Feb-2007
Vaccine Date

Unknown
Onset Date Days

09-May-2007
Status Date

MD
State

WAES0703USA00670
Mfr Report Id

Information has been received through the pregnancy registry from a registered nurse concerning a female who on 20-FEB-2007 was vaccinated with a first
dose of Gardasil while she was pregnant. Subsequently the patient experienced vomiting. The patient was seen in the emergency room and treated with
unspecified fluids. On an unspecified date, the patient's alpha-human chorionic gonadotropin level was 221,000. At the time of the report, the patient was 4
months gestation. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = Unknown)Prex Illness:

serum alpha-human 221.0

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276141-1

09-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Feb-2007
Vaccine Date

16-Feb-2007
Onset Date

1
Days

09-May-2007
Status Date

NY
State

WAES0703USA00672
Mfr Report Id

Information has been received from a licensed practical nurse concerning a 16 year old female with seasonal allergy who on 29-AUG-2006 was vaccinated
intramuscularly with a first dose of Gardasil. On 06-NOV-2006, the patient was vaccinated intramuscularly with a second dose of Gardasil. It was reported that
the patient received the first and second dose without incident. On 15-FEB-2007, the patient was vaccinated intramuscularly with a third dose of Gardasil.
Concomitant therapy included Loratadine. On 16-FEB-2007, at midnight, the patient developed nausea and vomiting that lasted until 14:00 and the patient
recovered. Unspecified medical attention was sought. Additional information has been requested.

Symptom Text:

LoratadineOther Meds:
Lab Data:
History:
Prex Illness:

Seasonal allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

276142-1

09-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Nausea, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Feb-2007
Vaccine Date

26-Feb-2007
Onset Date

0
Days

09-May-2007
Status Date

--
State

WAES0703USA00680
Mfr Report Id

Information has been received from a registered nurse concerning a 16 year old female with no previous drug reactions who on 26, Feb 2007, was vaccinated
with HPV rL1 6 11 16 18 VLP vaccine (yeast) first dose. On 26, Feb 2007, the patient fainted after receiving HPV rL1 6 11 16 18 VLP vaccine (yeast).
Unspecified medical attention was sought. The patient recovered from fainting the same day the vaccine was received. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

276143-1

09-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Mar-2007
Vaccine Date

05-Mar-2007
Onset Date

0
Days

09-May-2007
Status Date

--
State

WAES0703USA00698
Mfr Report Id

Information has been received from a pharmacist concerning a 19 year old female with pertinent medical history and drug reactions/allergies reported as none
who on 05, Mar 2007 was vaccinated with the second dose of HPV rL1 6 11 16 18 VLP vaccine (yeast), ( lot # 653937/0637F). Concomitant medication was
reported as none. On 05, Mar 2007, 5 to 10 minutes after receiving the vaccination, the patient fainted. The patient sought unspecified medical attention. The
outcome and causality of the event was not reported. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

276144-1

09-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 653937/0637F 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Feb-2007
Vaccine Date

01-Feb-2007
Onset Date

0
Days

09-May-2007
Status Date

CA
State

WAES0703USA00708
Mfr Report Id

Information has been received from a physician concerning a 15 year old female who in February 2007, was vaccinated with a first dose of Gardasil. The
physician reported that the patient developed muscle pain, headache and dizziness after receiving the first dose. The patient sought unspecified medical
attention. At the time of this report, the outcome was unknown. Additional information has been requested.

Symptom Text:

UnkOther Meds:
Lab Data:
History:
Prex Illness:

Unk
Unk

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

276145-1

09-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Headache, Myalgia

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Jan-2007
Vaccine Date

11-Jan-2007
Onset Date

7
Days

09-May-2007
Status Date

MO
State

WAES0703USA007710
Mfr Report Id

Information has been received from a physician concerning a 21 year old female who on 04, Jan 2007 was vaccinated with a first dose of HPV rL1 6 11 16 18
VLP vaccine (yeast). ON approximately 11, Jan 2007 the patient experienced dizziness. The patient described her dizziness as a "head rush" associated with a
feeling of 'fuzziness" and a sensation that she was spinning. This feeling may be accompanied by nausea with no vomiting. The dizziness was episodic and
lasted for minutes to an hour or so. The dizziness was not positional and did not occur at night. The patient was seen by three physicians and underwent
magnetic resonance imaging (MRI). All follow-up examinations and MRI were normal. At the time of this report, the patient had not recovered form the
dizziness. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

magnetic resonance, normal
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

276146-1

09-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Feeling abnormal, Nausea, Vertigo

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Mar-2007
Vaccine Date

01-Mar-2007
Onset Date

0
Days

09-May-2007
Status Date

--
State

WAES0703USA00727
Mfr Report Id

Information has been received from a nurse practitioner concerning a 15 year old female with a history of fever of 102.5 degree a week prior to being
vaccinated who on 01-MAR-2007 was vaccinated with Gardasil. In March 2007, soon after vaccination with Gardasil, the patient developed labia lesions. The
patient was not sexually active. On 05-MAR-2007, the patient was seen for an office visit. The lesions were cultured and sensitivity of the lesions were negative
for bacterial, fungal and viral infections. As of 05-MAR-2007, the patient's labia lesions persisted. Additional information has been requested.

Symptom Text:

UnkOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic microbiology 03/07 culture and sensitivity of the lesions are negative for bacterial, fungal and viral infections
Fever

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

276147-1

09-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Vulval disorder

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Mar-2007
Vaccine Date

05-Mar-2007
Onset Date

0
Days

09-May-2007
Status Date

OH
State

WAES0703USA00798
Mfr Report Id

Information has been received from a physician, via a company representative, concerning a female patient, who on 05-MAR-2007 was vaccinated with the first
dose of Gardasil. The physician reported that after the vaccination, the patient left the office and lost consciousness momentarily, experiences flu like
symptoms including nausea, aches and pains and dizziness." It was unknown if the patient experienced fever. The patient went to the emergency room at 9:30
pm on 05-MAR-2007, "but was admitted into the hospital." Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276148-1

09-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Influenza like illness, Loss of consciousness, Nausea, Pain

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
19-Feb-2007
Vaccine Date

19-Feb-2007
Onset Date

0
Days

09-May-2007
Status Date

--
State

WAES0703USA00861
Mfr Report Id

Information has been received from a physician concerning a patient (age and gender unknown) who on 19-FEB-2007 was vaccinated with Gardasil (Lot
number 654540/0800F). On 19-FEB-2007 the patient the received vaccine in the bottom. No further information is available.

Symptom Text:

UnkOther Meds:
Lab Data:
History:
Prex Illness:

Unk
Unk

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276149-1

09-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug administered at inappropriate site

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0800F Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Jan-2007
Vaccine Date

02-Jan-2007
Onset Date

0
Days

09-May-2007
Status Date

--
State

WAES0703USA00873
Mfr Report Id

Information has been received from a 36 female with no pertinent medical history who on 02-JAN-2007 was vaccinated with a first dose of Gardasil. There was
no concomitant medication. On 17-JAN-2007 the patient's "period started a week early" and has remained on that schedule. The patient did not seek medical
attention. She reported that she would be a few days to a week late receiving her second vaccination of Gardasil because the physician's office was out of
stock and had to order more. No further information is available.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
36.0

276150-1

09-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, Menstrual disorder

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Mar-2007
Vaccine Date

02-Mar-2007
Onset Date

0
Days

09-May-2007
Status Date

KS
State

WAES0703USA00876
Mfr Report Id

Information has been received from a registered nurse concerning an 18 year old female smoker (1/2 pack per day) with genital warts who on 02, Mar 2007
was vaccinated intramuscularly with a 0.5 mL dose of HPV rL1 6 11 16 18 VLP vaccine (yeast) (lot # 654510/0962F). Concomitant therapy included ethinyl
estradiol/norgestimate (ORTHO-CYCLEN). On 02, Mar 2007, the patient experienced chest pain several hours post vaccination. The character and location of
the chest pain was unknown. On 04, Mar 2007, the patient recovered from chest pain without medical attention on treatment. No further problem reported.
Additional information has been requested.

Symptom Text:

ORTHO-CYCLENOther Meds:
Lab Data:
History:
Prex Illness:

None
Smoker; Genital wart

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

276151-1

09-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chest pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 654510/0962F Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
M

Gender
06-Mar-2007
Vaccine Date

06-Mar-2007
Onset Date

0
Days

09-May-2007
Status Date

FL
State

WAES0703USA00883
Mfr Report Id

Information has been received from a physician concerning a 64 year old male who on 06-MAR-2007 was vaccinated intramuscularly with a 0.5 ml dose of
Gardasil instead of Zostavax. It was reported that there was no product confusion and that is was a medication error. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
64.0

276152-1

09-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Medication error, Wrong drug administered

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
09-May-2007
Status Date

--
State

WAES0703USA00915
Mfr Report Id

Information has been received from a registered nurse concerning a female (age not reported) who on an  unspecified date was vaccinated with the first dose
of Gardasil, 0.5 ml, IM. Concomitant medication was not reported. Subsequently on an unspecified date, the patient did not come in for her 2nd dose of
Gardasil on time and the vaccination was given after 2 months. No adverse experiences were noted. Additional information is not expected.

Symptom Text:

UnkOther Meds:
Lab Data:
History:
Prex Illness:

Unk

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276153-1

09-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, No adverse effect

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
09-May-2007
Status Date

--
State

WAES0703USA00945
Mfr Report Id

Information has been received from a medical assistant concerning a female nurse splashed Gardasil in her eyes. Subsequently, the nurse's eyes were blurry
and burning (patient outcome not reported). The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276154-1

09-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Accidental exposure, Eye irritation, Vision blurred

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Dec-2006
Vaccine Date

01-Dec-2006
Onset Date

0
Days

09-May-2007
Status Date

--
State

WAES0703USA00962
Mfr Report Id

Information has been received from a physician concerning a female who in December 2006 , was vaccinated with Gardasil 0.5 mL, injection.  In December
2006, the patient experienced muscle aches all over, especially in the legs and arms. The patient's muscle aches all over, especially in the legs and arms
persisted for 3 months. The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

UnkOther Meds:
Lab Data:
History:
Prex Illness:

Unk

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276155-1

09-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Myalgia, Pain

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Jan-2007
Vaccine Date

Unknown
Onset Date Days

09-May-2007
Status Date

--
State

WAES0703USA00980
Mfr Report Id

Information has been received from a physician concerning a female who on 30, Jan 2007, was vaccinated with HPV rL1 6 11 16 18 VLP vaccine (yeast).
Subsequently, the patient developed a large lump on her neck and swelling to her thigh at injection site after immunization with HPV rL1 6 11 16 18 VLP
vaccine (yeast). Unspecified medical attention was sought. As of 03, Mar 2007, the patient's large lump on her neck and swelling to her thigh at injection site
persisted. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276156-1

09-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site swelling, Neck mass

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Feb-2007
Vaccine Date

26-Feb-2007
Onset Date

0
Days

09-May-2007
Status Date

--
State

WAES0703USA00984
Mfr Report Id

Information has been received from a registered nurse concerning a 16 year old female with no pertinent medical history and no previous reactions who on 26,
Feb 2007, was vaccinated with HPV rL1 06 11 16 18 VLP vaccine (yeast) first dose. Concomitant therapy included hepatitis A vaccine (inactive) (manufacturer
unknown), diphtheria toxoid and tetanus toxoid all administered on the same day (26, Feb 2007). The nurse did not know if the vaccines were administered in
the same arm as HPV rL1 6 11 16 18 VLP vaccine. ON 26, Feb 2007, the patient developed swelling around both eyes and her face became red and itchy. The
patient did not have a fever or any other symptoms. Unspecified medical attention was sought. On 03, Mar 2007, the patient recovered from swelling around
both eyes and red and itchy face. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

276157-1

09-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Eye swelling, Pruritus

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Feb-2007
Vaccine Date

26-Feb-2007
Onset Date

0
Days

09-May-2007
Status Date

--
State

WAES0703USA00994
Mfr Report Id

Information has been received from a registered nurse concerning a 16 year old female with an allergy to amoxicillin (+) clavulanate potassium (Augmentin)
who on 26-FEB-2007 was vaccinated with the first IM dose of 0.5 ml of Gardasil (lot # 655849/0263). There was no concomitant medication. Later in the day,
on 26-FEB-2007 the patient experienced soreness at the injection site. On 27-FEB-2007 the patient developed arm redness and swelling from injection site to
fingertips. There was no itching. The patient also experienced dizziness and headache throughout the day (frequency and duration unknown). The patient took
ibuprofen on 28-FEB-2007 for the swelling. The swelling and redness subsided the morning of 01-MAR-2007. The patient was still reporting pain at the injection
site and no swelling or redness on 05-MAR-2007. The patient was recovering from dizziness and headache. The patient had not been examined at the office
since the vaccination. No lab testing was performed. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
Drug hypersensitivity

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

276158-1

09-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Erythema, Headache, Injection site erythema, Injection site pain, Injection site swelling, Oedema peripheral

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0263U Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
09-May-2007
Status Date

--
State

WAES0703USA01012
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with a first dose of HPV rL1 6 11 16 18 VLP vaccine (yeast). Ten
days after HPV rL1 6 11 16 18 VLP vaccine (yeast) was administered, the patient developed numb fingers and hands, fingers turned red and blue, muscle
aches, rash and dizziness. Unspecified medical attention was sought. As  of 06, Mar 2007, the patient's numb fingers and hands and fingers turned red and
blue, muscle, aches, rash and dizziness persisted. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276159-1

09-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cyanosis, Dizziness, Erythema, Hypoaesthesia, Myalgia, Rash, Skin discolouration

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1491
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Jan-2007
Vaccine Date

15-Jan-2007
Onset Date

0
Days

09-May-2007
Status Date

NE
State

WAES0703USA01014
Mfr Report Id

Information has been received from a registered nurse concerning an 18 year old female patient who on 15, Jan 2007 was vaccinated with a first dose of HPV
rL1 6 11 16 18 VLP vaccine (yeast) (lot # 655619/1427F). Concomitant suspect vaccination included a dose of diphtheria toxoid (=) pertussis acellular 3-
component vaccine (+) tetanus toxoid (BOOSTRIX; and a dose of meningoxoccal ACYW conj vaccine (dip toxoid) (MENACTRA). On 15, Jan 2007, within 2
minutes after her vaccinations. the patient became pale and fainted. The nurse also reported that while unconscious, the patient had jerking motions which
lasted a couple of seconds. The patient was reported to have rested in the office for 15 minutes and then went home recovered. Additional information has
been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

276160-1

09-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dyskinesia, Pallor, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 655619/1427F 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1492
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Jan-2007
Vaccine Date

23-Feb-2007
Onset Date

51
Days

09-May-2007
Status Date

MD
State

WAES0703USA01048
Mfr Report Id

Information has been received from a licensed practical nurse, concerning a 20 year old female patient, who on 03-JAN-2007 was vaccinated with the first
dose, 0.5 ml, IM, of Gardasil (Lot # 654389/0961F). There was no concomitant medication. On approximately 23-FEB-2007, the patient developed "hives that
started approximately 1 week before her appointment for the second dose (02-MAR-2007). The nurse added that the patient's "primary physician gave her an
analgesic" (name unknown). The nurse stated that the patient"still had the hives when she came to the office" for her appointment and reported "the hives were
mostly on both arms." The patient "received the second dose" of Gardasil on 02-MAR-2007. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

276161-1

09-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1493
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Feb-2007
Vaccine Date

21-Feb-2007
Onset Date

0
Days

09-May-2007
Status Date

--
State

WAES0703USA01052
Mfr Report Id

Information has been received from a physician concerning a female patient who on 21, Feb 2007 was vaccinated with a dose of HPV rL1 6 11 16 18 VLP
vaccine (yeast). The patient developed a single hive above her upper lip about 20 minutes after the injection. Unspecified medical attention was sought. The
patient recovered. The physician did not know if the event was definitely related to the HPV rL1 6 11 16 18 VLP vaccine (yeast). Additional information has
been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276162-1

09-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1494
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
09-May-2007
Status Date

MO
State

WAES0703USA01054
Mfr Report Id

Information has been received from a physician concerning a female patient who was vaccinated with a first and second dose of Gardasil. The patient
developed a rash on her face after 1st injection. She developed a more extensive rash on her face after the 2nd injection. In both instances, the rash was
isolated to only the patient's face. The physician was not planning to vaccinate the patient with the 3rd dose due to the adverse experience. Unspecified
medical attention was sought. The patient was improving as of the report date. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276163-1

09-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1495
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
09-May-2007
Status Date

CT
State

WAES0703USA01086
Mfr Report Id

Information has been received from a physician concerning a 15 year old female patient who in January 2007 was vaccinated with a second dose of HPV rL1 6
11 16 18 VLP vaccine (yeast). The patient developed a fever of 102.5F for 3 days after her injection. The patient missed one day of school. Unspecified
medical attention was sought. The patient recovered. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

body temp, 01/??/07, 102.5
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

276164-1

09-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Activities of daily living impaired, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1496
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Feb-2007
Vaccine Date

27-Feb-2007
Onset Date

11
Days

09-May-2007
Status Date

WI
State

WAES0703USA01098
Mfr Report Id

Information has been received from a physician concerning a 16 year old female with asthma and allergy to "campha" who on 16, Feb 2007 was vaccinated IM
with her first dose of HPV rL1 6 11 16 18 VLP vaccine (yeast), single dose vial. Concomitant therapy included fluticasone propionate (+) salmeterol xinafoate
(ADVAIR) and amphetamine aspartate/amphetamineSO4/dex (ADDERALL TABLETS). On 27, Feb 2007 the patient was tested for HPV and the pap smear
results were positive for high risk HPV. Unspecified medical attention was sought. Her outcome was unknown. Additional information has been requested.

Symptom Text:

ADDERALL TABLETS, mg;  ADVAIROther Meds:
Lab Data:
History:
Prex Illness:

cervical smear, 02/27/2007, Positive for high risk HPV
Asthma; Drug hypersensitivity

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

276165-1

09-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Papilloma viral infection

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1497
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
09-May-2007
Status Date

CT
State

WAES0703USA01104
Mfr Report Id

Information has been received from a physician concerning a 15 year old female with no pertinent medical history who was vaccinated with a second dose of
Gardasil. There was no concomitant medication. Subsequently the patient experienced dizziness for three days. Unspecified medical attention was sought.
There were no laboratory or diagnostic tests performed. Subsequently, the patient recovered. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

276166-1

09-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1498
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Apr-2007
Vaccine Date

11-Apr-2007
Onset Date

1
Days

16-Apr-2007
Status Date

OH
State Mfr Report Id

area of erythema and induration at site of second varicella immunization. 9 by 4 cm. no feverSymptom Text:

Other Meds:
Lab Data:
History:

NONEPrex Illness:

none
AMOXIL ALLERGY

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

276177-1

16-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site induration

 ER VISIT, NOT SERIOUS

Other Vaccine
12-Apr-2007

Received Date

Prex Vax Illns:

VARCEL
TDAP

MNQ
HPV4

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
AVENTIS PASTEUR
MERCK & CO. INC.

0113U
AC52B011AA

U1968AA
0244U

1
0

0
0

Right arm
Right arm

Left arm
Left arm

Subcutaneously
Intramuscular

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 1499
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Feb-2007
Vaccine Date

12-Feb-2007
Onset Date

0
Days

09-May-2007
Status Date

--
State

WAES0703USA01129
Mfr Report Id

Information has been received from a licensed practical nurse concerning an 18 year old female who was vaccinated with Gardasil (Lot# 653735/0688F). On
12-FEB-2007, the patient lost consciousness and hit her head after receiving her first dose of Gardasil. The patient was taken to the emergency room but was
not admitted. The patient also developed local site reaction. On 13-FEB-2007, the patient visited the office and complained of pain at the site and it was warm
to the touch. Unspecified medical attention was sought. Subsequently, the patient recovered from lost consciousness, hit head, local site reaction and pain and
warmth at injection site. Additional information has been requested.

Symptom Text:

UnkOther Meds:
Lab Data:
History:
Prex Illness:

Unk
Unk

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

276218-1

09-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Head injury, Injection site pain, Injection site reaction, Injection site warmth, Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0688F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1500
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
09-May-2007
Status Date

--
State

WAES0703USA01131
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with Gardasil first dose. Subsequently, the patient developed a rash
over their entire body. Unspecified medical attention was sought. The patient's outcome was not reported. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276219-1

07-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash generalised

 NOT SERIOUS, ER VISIT

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1501
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Mar-2007
Vaccine Date

07-Mar-2007
Onset Date

0
Days

09-May-2007
Status Date

SC
State

WAES0703USA01156
Mfr Report Id

Information has been received from a nurse concerning a 17 year old female who on 07-MAR-2007 was vaccinated with a 0.5 mL second dose of Gardasil. On
07-MAR-2007, the patient experienced a headache then fainted after receiving the second dose of Gardasil. The patient's blood pressure was slightly elevated
while she passed out. The patient was advised to sit down for 15-20 minutes after the Gardasil was administered but refused to be seated to passing out. The
patient was taken to the emergency room but refused care. At the time of this report, the outcome was unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

276220-1

09-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure increased, Headache, Loss of consciousness, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1502
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
09-May-2007
Status Date

--
State

WAES0703USA01172
Mfr Report Id

Information has been received from a physician concerning a female (age not reported) with asthma who on an unspecified date was vaccinated with the
second dose of Gardasil, 0.5 ml, once, IM. Concomitant therapy included Advair and unspecified inhaler (therapy unspecified). Subsequently on an unspecified
date, the patient experienced chest tightness and shortness of breath a short time after receiving her second dose of Gardasil. The physician reported that the
patient self-medicated with her inhaler and her symptoms resolved. Additional information has been requested.

Symptom Text:

(therapy unspecified), ADVAIROther Meds:
Lab Data:
History:

AsthmaPrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276221-1

09-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chest discomfort, Dyspnoea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1503
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Dec-2006
Vaccine Date

Unknown
Onset Date Days

09-May-2007
Status Date

--
State

WAES0703USA01175
Mfr Report Id

Information has been received from a pharmacist concerning her 19 year old daughter with food allergies who in December 2006, was vaccinated with a first
dose of Gardasil. Concomitant therapy included Yaz. The patient had a routine Papanicolaou (pap) test which revealed a few mild abnormal cells. A colposcopy
was scheduled. The patient had not recovered as of the report date. Additional information has been requested.

Symptom Text:

YAZOther Meds:
Lab Data:
History:

Food allergyPrex Illness:

Pap test - a few mild abnormal cells

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

276222-1

09-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Smear cervix abnormal

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1504
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
09-May-2007
Status Date

--
State

WAES0703USA01179
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with the second dose of Gardasil. Subsequently the patient
experienced genital warts. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276223-1

09-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anogenital warts

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Mar-2007
Vaccine Date

02-Mar-2007
Onset Date

0
Days

09-May-2007
Status Date

--
State

WAES0703USA01200
Mfr Report Id

Information has been received from a certified medical assistant concerning a 22 year old female who on 02-MAR-2007 was vaccinated with second dose of
Gardasil, injection (Lot#655503/0012U). Concomitant therapy included Yaz. On 02-MAR-2007, after administration of Gardasil the patient experienced
dizziness and was close to fainting. Therapy with human papillomavirus vaccine was discontinued. Subsequently, the patient recovered from dizziness and
close to fainting. The product quality complaint unit was not involved. Additional information has been requested. The same source also provided information
concerning other patient's experiences (WAES# 0703USA04318 and WAES# 0703USA04319).

Symptom Text:

YAZOther Meds:
Lab Data:
History:

ContraceptionPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

276224-1

09-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Presyncope

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0012U 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1506
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Feb-2007
Vaccine Date

26-Feb-2007
Onset Date

20
Days

09-May-2007
Status Date

--
State

WAES0703USA01205
Mfr Report Id

Information has been received from a physician concerning a 27 year old female who on an unspecified date was vaccinated with the first IM dose of Gardasil
(lot# 655617/1447F). On 06-FEB-2007, the patient was vaccinated with the second IM dose of 0.5 ml Gardasil. Concomitant therapy included Percocet. On 26-
FEB-2007 the patient called the physician's office with complaints of neck pain. No lab testing was performed. The physician reported that patient refused to
take the third dose of 0.5 ml Gardasil due to arthralgia after her second dose. Additional information has been requested.

Symptom Text:

PERCOCETOther Meds:
Lab Data:
History:

Joint disorderPrex Illness:

None0

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
27.0

276225-1

09-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Neck pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1447F Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1507
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Mar-2007
Vaccine Date

05-Mar-2007
Onset Date

0
Days

09-May-2007
Status Date

--
State

WAES0703USA01266
Mfr Report Id

Information has been received from a nurse practitioner, via a company representative, concerning a female patient, who on 05-MAR-2007 was vaccinated with
the first dose, IM, of Gardasil. Concomitant suspect therapy included Tdap. The nurse practitioner reported that "a patient who received the 1 Gardasil in one
arm and the Tdap vaccine in the other arm, fainted within a few seconds after being vaccinated." The nurse practitioner states that "the patient was fine after a
minute or so." The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276226-1

09-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

TDAP
HPV4

UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL 0

Unknown
Unknown

Unknown
Intramuscular



10 JUN 2008 06:27Report run on: Page 1508
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
M

Gender
02-Mar-2007
Vaccine Date

02-Mar-2007
Onset Date

0
Days

09-May-2007
Status Date

NC
State

WAES0703USA01289
Mfr Report Id

Information has been received from two consumers, the mother and father of a 4 month old male infant, who on 02-MAR-2007 was vaccinated with a single
dose Gardasil by mistake. Concomitant therapy included Dtap (unspecified), IPV (unspecified), OPV (unspecified) and Prevnar. The mother and father of the
child reported that their son should have received the "HIB" vaccine (not specified) "but instead (was) given (Gardasil)." On 20-MAR-2007, the mother of the
infant reported that the child had been experiencing "diarrhea for over a week," and reported that Pedialyte had been ordered. She added that on 16-MAR-
2007, the HIB vaccine was administered. The mother stated that her child did "not appear dehydrated," and continued to have "wet diapers." The patient's twin
brother also experienced the events as described above after vaccination with Gardasil (WAES # 0703USA01783). Additional information has been requested.

Symptom Text:

hib conj vaccine (unspecified)Other Meds:
Lab Data:
History:

ProphylaxisPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
0.3

276227-1

09-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Diarrhoea, Medication error, Wrong drug administered

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

PNC
IPV
DTAP
HPV4
OPV

WYETH PHARMACEUTICALS, INC
UNKNOWN MANUFACTURER
UNKNOWN MANUFACTURER
MERCK & CO. INC.
UNKNOWN MANUFACTURER

NULL
NULL
NULL
NULL
NULL

1
0
0
1

Unknown
Unknown
Unknown
Unknown
Unknown

Unknown
Unknown
Unknown
Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Mar-2007
Vaccine Date

07-Mar-2007
Onset Date

0
Days

09-May-2007
Status Date

FL
State

WAES0703USA01294
Mfr Report Id

Information has been received from a Registered Nurse (R.N.) concerning a 17 year old female patient who on 10-JAN-2007 was vaccinated with her first dose
of Gardasil. On 03-MAR-2007 she was vaccinated IM in her left deltoid with her second dose of Gardasil, lot #654540/0800F. Concomitant therapy included
oral contraceptives (unspecified). Shortly after the administration of her second dose,

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

276228-1

09-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0800F 1 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
09-May-2007
Status Date

NY
State

WAES0703USA01300
Mfr Report Id

Information has been received from an office receptionist concerning her 19 year old daughter who on an unspecified date was vaccinated with a first dose of
Gardasil. The patient's arm was "shaky" after the first injection. On an unspecified date the patient received her 2nd dose of Gardasil. Subsequently, her arm
was "jumpy" and she experienced vomiting and diarrhea. Unspecified medical attention was sought. The patient recovered. Additional information has
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

276229-1

09-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Diarrhoea, Dyskinesia, Tremor, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
09-May-2007
Status Date

--
State

WAES0703USA01306
Mfr Report Id

Information has been received from a physician concerning a 17 year old female who was vaccinated with Gardasil first dose. Concomitant therapy included
diphtheria toxoid (+) pertussis acellular vaccine (unspecified) (+) tetanus toxoid administered right before Gardasil. The patient said that while she was being
administered the Gartdasil (also reported as immediately after receiving Gardasil, she had stinging and burning sensation (at injection site) and felt as if she
was going to faint or pass out. The feeling lasted for approximately fifteen minutes. Thereafter, she felt "okay" Subsequently, the patient recovered. Additional
information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

276230-1

07-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Immediate post-injection reaction, Injection site irritation, Injection site pain, Presyncope

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1512
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
09-May-2007
Status Date

OH
State

WAES0703USA01307
Mfr Report Id

Information has been received from an office manager concerning a female patient who was vaccinated with a first dose of Gardasil and fainted after receiving
the injection. Unspecified medical attention was sought. The patient recovered. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276231-1

07-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1513
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
09-May-2007
Status Date

--
State

WAES0703USA01335
Mfr Report Id

Information has been received from a physician concerning a female patient who was vaccinated with a first dose of Gardasil. The patient developed a rash all
over the body after the injection. Unspecified medical attention was sought. The patient's outcome was unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276232-1

07-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash generalised

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1514
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Mar-2007
Vaccine Date

07-Mar-2007
Onset Date

1
Days

09-May-2007
Status Date

WI
State

WAES0703USA01345
Mfr Report Id

Information has been received from a nurse practitioner concerning a female who on 06-MAR-2007 was vaccinated with the first IM dose of Gardasil. On 07-
MAR-2007 the patient experienced rash on her neck. The reporter felt that rash on her neck was not related to Gardasil. Patient outcome was unknown.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276233-1

09-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1515
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
09-May-2007
Status Date

--
State

WAES0703USA01357
Mfr Report Id

Information has been received from an employee at a physician's office concerning a female who in December 2006, was vaccinated with Gardasil. In
December 2006, the patient experienced nausea. In December 2006, therapy with human papillomavirus vaccine was discontinued. Subsequently, the patient
recovered form nausea. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276234-1

07-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Feb-2007
Vaccine Date

08-Mar-2007
Onset Date

8
Days

09-May-2007
Status Date

MA
State

WAES0703USA01360
Mfr Report Id

Information has been received from a registered nurse concerning a 19 year old female patient with seasonal allergies who on 28, Feb 2007 was vaccinated IM
with a 0.5 mL dose of Gardasil lot # 654389/0961F) and has not begun her period. Concomitant therapy included ethinyl estradiol (+) levonorgestrel (AVLANE),
as oral contraception, and fluticasone propionate (FLONASE). The nurse reported that the patient took her 3 weeks of active pills and usually begins her period
2 days after beginning the reminder pills. As of 08, Mar 2007 (4 days after beginning the reminder  pills), the patient had not begun her period. The patient
sought unspecified medical attention. Additional information has been requested.

Symptom Text:

AVLANE; FLONASEOther Meds:
Lab Data:
History:
Prex Illness:

None
Seasonal allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

276235-1

07-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Menstruation delayed

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 654389/0961 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Jan-2007
Vaccine Date

04-Feb-2007
Onset Date

10
Days

09-May-2007
Status Date

LA
State

WAES0703USA01367
Mfr Report Id

Information has been received from a physician concerning a 24 year old female with no medical history of drug reactions/allergies who on 25, Jan 2007 was
vaccinated with the first IM 0.5 ml dose of Gardasil. Concomitant therapy included hormonal contraceptives (unspecified). On approximately 04, Feb 2007, the
patient experienced lesions on the external vaginal area. The patient contacted the physician on 26, Feb 2007. Biopsy of the lesions revealed condyloma. No
treatment was provided at the time of reporting. The patient had not recovered. Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

biopsy, 02/??/07; condyloma
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

276236-1

07-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anogenital warts

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
09-May-2007
Status Date

TX
State

WAES0703USA01500
Mfr Report Id

Information has been received from a registered nurse concerning a 22 year old "nurse" who works in the same physician's office who was vaccinated with first
dose of Gardasil. Subsequently, her menstrual cycle did not arrive on time. Her menstruation lasted for 2 weeks and it was a heavier flow. the patient's
menstrual cycle ended and then started again. The patient experienced 2 cycles in one month. After her second dose of Gardasil, the patient's menstrual cycle
arrived on time but it was a heavier flow. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

276237-1

07-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Menorrhagia, Menstruation delayed

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
M

Gender
02-Mar-2007
Vaccine Date

Unknown
Onset Date Days

09-May-2007
Status Date

NC
State

WAES0703USA01783
Mfr Report Id

Information has been received from two consumers, the mother and father of a 4 month old male infant, who on 02-MAR-2007 was vaccinated with single dose
by mistake. Concomitant therapy included Dtap (unspecified), IPV, OPV (unspecified). The mother and father of the child reported that their son should have
received the HIB vaccine (not specified) "but instead (was) given Gardasil. On 20-MAR-2007, the mother of the infant reported that the child had been
experiencing "diarrhea for over a week," and reported that oral electrolyte maintenance (PEDIALYTE) has been ordered. She added that on 16-MAR-2007, the
haemophilus influenza type B vaccine was administered. The mother stated that her child did "not appear dehydrated," and continued to have "wet diapers."
The patient's twin brother also experienced the events as described above after vaccination with Gardasil (WAES # 0703USA01289). Additional information
has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:

ProphylaxisPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
0.3

276238-1

09-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Diarrhoea, Medication error, Wrong drug administered

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1520
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
09-May-2007
Status Date

OH
State

WAES0703USA01925
Mfr Report Id

Information has been received from an office manager concerning a patient who was vaccinated with a first dose of Gardasil. The patient got dizzy and fell after
receiving the injection. The patient's outcome was unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276239-1

09-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Fall

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
09-May-2007
Status Date

NY
State

WAES0703USA01943
Mfr Report Id

Information has been received from an office receptionist concerning her 17 year old step daughter who on an unspecified date was vaccinated with first dose
Gardasil. The patient experienced extreme nausea, diarrhea and dizziness after the injection. "Patient was vomiting so hard, that the blood vessels in her eyes
broke." The patient's outcome was unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

276240-1

09-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Diarrhoea, Dizziness, Eye haemorrhage, Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
09-May-2007
Status Date

FL
State

WAES0703USA02267
Mfr Report Id

Information has been received from a Licensed Practical Nurse (L.P.N.) concerning a patient who was vaccinated with a first dose of Gardasil. Patient
developed hives within 2-3 hours of receiving the injection. The patient's outcome was unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276241-1

09-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Mar-2007
Vaccine Date

07-Mar-2007
Onset Date

0
Days

09-May-2007
Status Date

--
State

WAES0703USA04052
Mfr Report Id

Information has been received from a health professional concerning a 16 year old female who on 07-MAR-2007, was vaccinated with Gardasil (Lot#
654535/0960F). There was no local site reaction but on 07-MAR-2007, the patient became dizzy and pale. The patient had to wait 20 minutes in the waiting
room before she was fine (recovered). Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

276242-1

09-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Pallor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0960F 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
04-May-2007
Status Date

FL
State

WAES0703USA04287
Mfr Report Id

Information has been received from a medical assistant concerning a female with vaccinated with Gardasil. Subsequently the patient developed a rash on her
arm and part of the face. The rash spread to the rest of the body. The patient was diagnosed with allergic dermatitis and pityriasis rosea. Patient outcome was
unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276243-1

04-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dermatitis allergic, Pityriasis rosea, Rash generalised

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1525
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
07-Feb-2007
Vaccine Date

07-Feb-2007
Onset Date

0
Days

04-May-2007
Status Date

--
State

WAES0703USA04318
Mfr Report Id

Information has been received from a certified medical assistant concerning a patient with contraception who on 07-FEB-2007 was vaccinated with second
dose of Gardasil (Lot#655503/0012U). Concomitant therapy included YASMIN, PAXIL and PROTONIX. On 07-FEB-2007, the patient experienced fainted
(patient outcome not provided). Additional information has been requested. The same source also provided information regarding other patients' experiences
(WAES#0703USA01200 and WAES#0703USA04319).

Symptom Text:

YASMIN, PROTONIX, PAXILOther Meds:
Lab Data:
History:

ContraceptionPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276244-1

04-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0012U 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
04-May-2007
Status Date

--
State

WAES0703USA04319
Mfr Report Id

Information has been received from a certified medical assistant concerning three patients who were vaccinated with Gardasil. Subsequently, the patients were
closed to fainting or fainted (patient outcomes not provided). Attempts are being made obtain additional identifying information to distinguish the individual
patients mentioned in this report. Additional information will be provided if available. The same source provided information concerning the experienced of other
patients (WAES#0703USA01200 and WAES#0703USA04318).

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276245-1

10-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Presyncope, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
19-Feb-2007
Vaccine Date

19-Feb-2007
Onset Date

0
Days

04-May-2007
Status Date

--
State

WAES0703USA04414
Mfr Report Id

Information has been received from a physician concerning a  patient (age and gender unknown) who on 19-FEB-2007 was vaccinated with Gardasil (Lot
number 654540/0800F). on 19-FEB-2007 the patient the received vaccine in the bottom. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276246-1

04-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug administered at inappropriate site

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0800F Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
19-Feb-2007
Vaccine Date

19-Feb-2007
Onset Date

0
Days

04-May-2007
Status Date

--
State

WAES0703USA04415
Mfr Report Id

Information has been received from a physician concerning a patient (age and gender unknown) who on 19-FEB-2007 was vaccinated with Gardasil (Lot
number 654540/0800F). On 16-FEB-2007 the patient the received vaccine in the bottom. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276247-1

04-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug administered at inappropriate site

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0800F Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Dec-2006
Vaccine Date

21-Dec-2006
Onset Date

0
Days

09-May-2007
Status Date

IL
State

WAES0703USA04432
Mfr Report Id

Information has been received from a registered nurse concerning a 20 year old female student who on 21-DEC-2006, at 2:00PM, was vaccinated IM, into the
left deltoid, with a first dose of Gardasil (Lot# 653937/0637F). There was no illness at the time of vaccination. On 21-DEC-2006, after the injection, at 2:00PM,
the patient became lightheaded and nauseated, "approximately 15 minutes". The nurse also reported the injection was very painful when vaccine contents
injected into muscle and the patient had a hot flash. On 23-FEB-2007, at 3:15PM, the patient was vaccinated IM, into the left deltoid, with a second dose of
Gardasil (Lot# 654389/0961F). There was no illness at the time of vaccination. The nurse reported that the patient felt a hot flash immediately post injection .
The second injection was also said to be very painful when vaccine contents injected into the muscle (not from needle placement), for "five minutes". No further
information is expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

276248-1

09-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Hot flush, Immediate post-injection reaction, Injection site pain, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0637F 0 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Feb-2007
Vaccine Date

01-Feb-2007
Onset Date

0
Days

09-May-2007
Status Date

--
State

WAES0703USA04505
Mfr Report Id

Information has been received from a nurse concerning a female who in February 2007, was vaccinated IM with 0.5 mL Gardasil. In approximately February
2007, the patient developed a flesh-colored, dry, flakey, itchy rash on her face a couple days after administration of Gardasil. The rash resolved in about 5
days. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276249-1

09-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Feb-2007
Vaccine Date

01-Feb-2007
Onset Date

0
Days

09-May-2007
Status Date

--
State

WAES0703USA04506
Mfr Report Id

Information has been received from a nurse concerning a female who in February 2007, was vaccinated IM with 0.5 mL Gardasil. In February 2007, the
morning after receiving Gardasil the patient experienced a stiff neck which was stiff for about a day. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276250-1

09-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Musculoskeletal stiffness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Oct-2006
Vaccine Date

01-Oct-2006
Onset Date

0
Days

09-May-2007
Status Date

--
State

WAES0703USA04516
Mfr Report Id

Information has been received from a certified family nurse practitioner (CFNP) concerning a 30 year old female clinic employee who in August 2006 was
vaccinated with first dose of Gardasil (lot # not reported). In October 2006, the patient was vaccinated with second dose of Gardasil (lot # not reported). In
February 2007, the patient was vaccinated with third dose of Gardasil (lot # not reported). In October 2006, the patient experienced stinging and sore arm after
the second vaccination. The patient recovered after three days. In February 2007, the patient again experienced stinging and sore arm after the third
vaccination. The patient recovered after three days. Additional information was received from the CFNP via telephone. The sore arm lasted about 3 days. There
was no reaction with the first dose which came from a pre-loaded syringe. The second and third doses of vaccine were from a vial. No additional information
has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
30.0

276251-1

09-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, Medication error, Pain, Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Oct-2006
Vaccine Date

01-Oct-2006
Onset Date

0
Days

09-May-2007
Status Date

--
State

WAES0703USA04517
Mfr Report Id

Information has been received from a certified family nurse practitioner (CFNP) concerning a 25 year old female clinic employee who in August 2006 was
vaccinated with first dose of Gardasil (lot # not reported). In October 2006, the patient was vaccinated with second dose of Gardasil (lot # not reported. In
February 2007, the patient was vaccinated with third dose of Gardasil (lot # not reported). In October 2006, the patient recovered after three days. In February
2007, the patient again experienced stinging and sore arm after the third vaccination. The patient recovered after three days. Additional information was
received from the CFNP via telephone. The sore arm lasted about 3 days. There was no reaction with the first dose which came from a pre-loaded syringe. The
second and third doses of vaccine were from a vial. No additional information has been received.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
32.0

276252-1

09-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, Medication error, Pain, Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1534
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Apr-2007
Status Date

--
State

WAES0704USA01230
Mfr Report Id

Information has been received from a pediatric physician concerning a 14 year old female who was vaccinated with a dose of Gardasil. Subsequently the
patient developed Guillain-Barre syndrome which he thought was "pain and paralysis in the legs" or a "nerve-related syndrome that can last between 6 months
to a year." Unspecified medical attention was sought. The patient's outcome was unknown. Upon internal review, Guillain-Barre syndrome was considered to
be an other important medical event. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

276255-1

16-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Diplegia, Guillain-Barre syndrome, Pain

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1535
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Mar-2007
Vaccine Date

Unknown
Onset Date Days

16-Apr-2007
Status Date

--
State Mfr Report Id

Patient developed severe urticaria and angioedema starting about 24-48 hours after getting HPV vaccine (First dose). Patient had two E.R. visits. Needs high
dose steroids to control angioedema of throat. Problem lasted ten days.  5/1/07 Received med records from ER visit which reveals patient experienced rash on
hip area which spread to extremities. Exam revealed urticarial rash on extemities & trunk.  Initially had mild SOB & tightening of throat.  Pt had recent
DepoProvera injection as well as Gardisil.  Tx w/antihistamine & prednisone & d/c to home. ALLERGIES: Augmentin & sulfa FINAL DX: Urticaria.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

No previous history of urticaria

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

276262-1 (S)

26-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Angioedema, Drug hypersensitivity, Dyspnoea, Throat tightness, Urticaria

 HOSPITALIZED, LIFE THREATENING, SERIOUS

Other Vaccine
13-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Mar-2007
Vaccine Date

29-Mar-2007
Onset Date

0
Days

23-Apr-2007
Status Date

MD
State Mfr Report Id

pt states she had fever, nausea, vomiting and diarrhea for one and half days.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

276265-1

24-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Diarrhoea, Nausea, Pyrexia, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
13-Apr-2007

Received Date

fever, nausea, vomiting~Measles  Mumps  Rubella (Virivac)~~0~In PatientPrex Vax Illns:

HPV4 MERCK & CO. INC. 0384U Right arm Unknown



10 JUN 2008 06:27Report run on: Page 1537
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Apr-2007
Status Date

CA
State Mfr Report Id

intermittent numbness/pain on injection arm.  started after the first vaccine 12/15/06, increased in intensity and frequency after 2nd injection 2/27/07.Symptom Text:

flovent, albuterolOther Meds:
Lab Data:
History:

none.  the mfgr was NovartisPrex Illness:

none thus far
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

276294-1

16-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Pain in extremity, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Apr-2007

Received Date

Prex Vax Illns:

FLUHPV4 MERCK & CO. INC. 0187U 1 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Mar-2007
Vaccine Date

Unknown
Onset Date Days

19-Apr-2007
Status Date

DE
State Mfr Report Id

c/o soreness in arm since injection on 3/15/07. Pt came in 4/13/07 with above symptoms not note to us before this dateSymptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

none
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

276300-1

19-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Related reports:   276300-2

Other Vaccine
13-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0187U 0 Left arm Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Mar-2007
Vaccine Date

15-Mar-2007
Onset Date

0
Days

13-Jun-2007
Status Date

--
State

WAES0704USA03073
Mfr Report Id

Information has been received from a nurse practioner and a licensed practical nurse concerning a female who on 15-MAR-2007 was vaccinated with Gardasil
(Lot # 656049/0187U). In approximately March 2007, the patient experienced pain at the injection site of the affected arm. On 13-APR-2007, the patient was
seen by the physician and still affected arm. On 13-APR-2007, the patient was seen by the physician and still had pain in at the injection site and could not lift
her arm. On 16-APR-2007, the patient was reported as recovering from the pain at the injection site. This is one of several patients reported by the same
source. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276300-2

13-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injected limb mobility decreased, Injection site pain

 ER VISIT, NOT SERIOUS

Related reports:   276300-1

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0187U Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Apr-2007
Vaccine Date

12-Apr-2007
Onset Date

0
Days

19-Apr-2007
Status Date

CA
State Mfr Report Id

approx 1 hour after vaccine pt reported headache with temp (had tem 99 deg) per pt mom tem up to 102 approx 4 hour after I 25-vomiting approx 2 hour after I
25

Symptom Text:

noneOther Meds:
Lab Data:
History:

Temp 99 no other illnessesPrex Illness:

physical exam 4/13/07 with flu scheduled
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

276302-1

19-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Body temperature increased, Headache, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
13-Apr-2007

Received Date

Prex Vax Illns:

TDAP

HPV4
MNQ

GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
AVENTIS PASTEUR

AC52B009AA

0244U
U2158AA

0

0
0

Right leg

Right arm
Left arm

Intramuscular

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Apr-2007
Status Date

MS
State

WAES0704USA00624
Mfr Report Id

Information has been received from a nurse practitioner concerning an approximately 16 year old female who was seen in a clinic for a migraine, and
subsequently, was vaccinated IM with the first dose of Gardasil. It was reported that the patient developed seizures within 15-20 minutes of vaccination. The
clinic called 911, and the nurse practitioner "believed" the patient was taken to the emergency room, although, it was unknown if the patient was hospitalized. It
was also reported that the patient had no prior history of seizures, and that the patient's outcome was unknown. Upon internal review, the patient's seizure was
considered to be an other important medical event. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

MigrainePrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

276314-1

17-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Dec-2006
Vaccine Date

01-Jan-2007
Onset Date

12
Days

17-Apr-2007
Status Date

--
State

WAES0704USA00625
Mfr Report Id

Information has been received from a registered nurse for the Pregnancy registry for Gardasil concerning a 26 year old female who on 20-DEC-2006 was
vaccinated IM with the second 0.5 mL dose of Gardasil. The patient was vaccinated with the  first 0.5 mL dose Gardasil (lot # 653937/0637F) on 27-OCT-2006.
Concomitant therapy included hormonal contraceptives (unspecified). In January 2007, the patient became pregnant. In March 2007, the patient had a
miscarriage at 8 weeks gestation. The patient sought unspecified medical attention. Subsequently, the patient recovered. Upon internal review, the patient's
miscarriage was considered to be an other important medical event. Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = Unknown)Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

276315-1

17-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Apr-2007
Vaccine Date

10-Apr-2007
Onset Date

1
Days

19-Apr-2007
Status Date

MA
State Mfr Report Id

Gardasil #1 received 4/9/07 woke up 4/10/07 with acute torticoillis.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
4/2/07 had a febrile illness with vomiting

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
9.0

276328-1

20-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Torticollis

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0960F 0 Left arm Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Mar-2007
Vaccine Date

19-Mar-2007
Onset Date

7
Days

19-Apr-2007
Status Date

NJ
State Mfr Report Id

Papular vesicular pruritic rash began 1 week after receiving Varivax booster.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

276336-1

20-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash papular, Rash pruritic, Rash vesicular

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

1497F
NULL

1 Unknown
Unknown

Subcutaneously
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Mar-2007
Vaccine Date

Unknown
Onset Date Days

26-Apr-2007
Status Date

LA
State

LA070401
Mfr Report Id

#2 MMR administered expired lot # MSD 0377R (3/24/07) couldn't update in LINKSSymptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

276343-1

26-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Expired drug administered

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

TDAP
MNQ
HPV4

AVENTIS PASTEUR
AVENTIS PASTEUR
MERCK & CO. INC.

C2556AA
U2061AA
0960F

0
0
0

Left arm
Right arm
Right arm

Intramuscular
Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Mar-2007
Vaccine Date

22-Mar-2007
Onset Date

3
Days

26-Apr-2007
Status Date

MA
State Mfr Report Id

on 3/22/07 broke out in rash on right arms, upper chest and neck itchy. on 3/23/07-examined and very faint macular rash on arms, neck, upper trunk, not
urticaria

Symptom Text:

Other Meds:
Lab Data:
History:

nonePrex Illness:

Also on OLP (Yaz)
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

276349-1

26-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus, Rash, Rash macular

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0263U 1 Left arm Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Apr-2007
Vaccine Date

11-Apr-2007
Onset Date

0
Days

19-Apr-2007
Status Date

NH
State

NH0716
Mfr Report Id

Sitting on exam table , received vaccines Gardasil and Menactra. Got down from exam table, stood up and fell forward, hitting forehead on the wall. Nurse
pivoted her onto a chair, sitting position. "Patient's eyes were open, back arched, arms straight and posturing" x approximately 3 seconds. Relaxed - still
staring, not alert. Nurse and medical student placed her on exam table reclining.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

Vital signs stable, neurologicallly stable, per provider note
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

276351-1

20-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Fall, Head injury, Posturing, Staring

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

AVENTIS PASTEUR
MERCK & CO. INC.

U2221AA
1208F

0
0

Left arm
Right arm

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Apr-2007
Vaccine Date

09-Apr-2007
Onset Date

0
Days

19-Apr-2007
Status Date

NH
State

NH0717
Mfr Report Id

Patient had lab work done 1st (hemoglobin), then received vaccines-Gardasil and Menactra left exam room, walked into waiting room and told mother she felt
"hot and dizzy"; "fell over, hit head, eyes remained and open, head arched back, arms shaking. "Episode over within 1-2 minutes.

Symptom Text:

Birth control "patch", Albuterol Inhaler prnOther Meds:
Lab Data:
History:

nonePrex Illness:

Orthostatic vital signs done; stable
Asthma, Dysmenorrhea, Migraines-Acne

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

276352-1

20-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Fall, Feeling hot, Head injury, Posture abnormal, Tremor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

AVENTIS PASTEUR
MERCK & CO. INC.

U2221AA
1208F

0
0

Left arm
Left arm

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Mar-2007
Vaccine Date

21-Mar-2007
Onset Date

0
Days

26-Apr-2007
Status Date

MA
State Mfr Report Id

Received immunizations at approximately 6:50 pm, went to waiting room where brother and sister saw her fall to floor hitting her head (L side) on a wooden
play box. They said she just stared for about 5 seconds and then L arm/shoulder was twitching when RN arrived, was conscious and in a chair. She was pale,
P68 at a few minutes before 7 am. BP 7:10pm 100/70. By 7:25 pm, BP was increased to 78. She was still dizzy and c/o headache, so ambulance was called.
She was observed in ER and discharged home.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

EKG nl
Allergies-erythromycin; Medical conditions-acanthosis, overweight

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

276442-1

27-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Fall, Head injury, Headache, Heart rate normal, Muscle twitching, Pallor, Staring

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

AVENTIS PASTEUR
MERCK & CO. INC.

V214AA
1426F

Right arm
Left arm

Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Feb-2007
Vaccine Date

23-Feb-2007
Onset Date

0
Days

18-Apr-2007
Status Date

GA
State

WAES0704USA01566
Mfr Report Id

Information has been received from a Certified Medical Assistant (C.M.A.) concerning a 14 year old female patient who on 23-FEB-2007 was vaccinated IM
with 0.5 mL of Gardasil. On 23-FEB-2007 the patient fell to floor in a seizure like state. After 30 seconds she became conscious. Patient never had a seizure
like episode before this incident. Unspecified medical attention was sought by the patient. The patient recovered the same day. Upon internal review, seizure
was considered to be an other important medical event. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

276530-1

18-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Fall

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Mar-2007
Vaccine Date

01-Mar-2007
Onset Date

0
Days

18-Apr-2007
Status Date

--
State

WAES0704USA01485
Mfr Report Id

Information has been received from a certified nurse midwife, via a company representative, concerning a 25 year old female patient who on 01-MAR-2007 was
vaccinated in the hip, with the first dose of Gardasil (Lot #02630 - invalid). There was no concomitant medication. The nurse stated that on 27-MAR-2007, the
patient developed Bell's palsy on the left side of her face, and added that the "patient's face is uncontrolled." The nurse confirmed that the patient visited the
ER, but the date and details were not provided at the time of this report. Bell's palsy was considered to be disabling by the reporter. Additional information has
been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

276531-1 (S)

18-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug administered at inappropriate site, Facial palsy

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Other Vaccine
17-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Mar-2007
Vaccine Date

27-Mar-2007
Onset Date

11
Days

19-Apr-2007
Status Date

CO
State Mfr Report Id

Severe myalgias starting 3/27/07 to the point of being unable to sit up or walk. Fever stated 4/4/07 PM. With in 1 hr of onset of fever, pt became hypotensive
and had a flushing rash. She was admitted to the PICU and supported with pressors. As of 4/6/07, she is improving. No source had been identified. CK <7,
BCXs neg. 04/19/07-records received from facility-DOS 4/4-4/10/07-DC DX: Hypotension. Rash. Presented with 2 week history not feeling well with significant
myalgias. C/O sore throat, throat culture negative. Nausea, diarrhea. Developed progressive muscle pain. RX with dopamine. Source of infection may have
been area of inflammation on back of earlobe at earring hole site.

Symptom Text:

PrevacidOther Meds:
Lab Data:

History:
NonePrex Illness:

BCx x 2 Neg, Ck <7, Strep (-), ASO (-), CXR (-), Pelvic (-), UCx x 2 neg, CRP = 8.3, ESR = 36 Records received 4/19/07-CXR normal. EKG WNL. Elevated
WBC. CK WNL. Blood and urine cultures negative.
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

276540-1 (S)

25-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abasia, Diarrhoea, Flushing, Hypokinesia, Hypotension, Inflammation, Intensive care, Myalgia, Nausea, Pharyngolaryngeal pain, Pyrexia, Rash

 ER VISIT, HOSPITALIZED, LIFE THREATENING, SERIOUS

Other Vaccine
17-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0244U 1 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Mar-2007
Vaccine Date

29-Mar-2007
Onset Date

0
Days

19-Apr-2007
Status Date

LA
State Mfr Report Id

patient collapsed 15 to 20 minutes after receiving MCV4 and Gardasil vaccines. 06/20/07-records received from facility for DOS 3/29-3/30/07-DC DX: Syncope.
Head Trauma. After injection positive loss of consciousness for about 2-3 minutes. No nausea, vomiting fever or chills but headache for about 2 days. No visual
changes.

Symptom Text:

NoneOther Meds:
Lab Data:

History:
Prex Illness:

CBC with diff, LMP, BHCG, EKG, Echocardiogram, head CT scan, Chest X-ray, EEG records received 6/20/07-CT head negative. Doppler echocardiogram
normal. Sinus tachycardia with sinus arrhythmia. EEG normal. EKG sinus rhythm with 1st degree A
Hx headaches / depression / systolic murmur records received 6/20/07-PMH: Migraines, depression and aggressive behavior.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

276541-1 (S)

20-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Head injury, Headache, Loss of consciousness, Syncope

 HOSPITALIZED, SERIOUS

Related reports:   276541-2

Other Vaccine
17-Apr-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2061AA
0960F

0
0

Left arm
Right arm

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Mar-2007
Vaccine Date

29-Mar-2007
Onset Date

0
Days

21-Jun-2007
Status Date

LA
State

200702173
Mfr Report Id

Initial information received on 07 June 2007 from another manufacturer, report# WAES0705USA05083. The initial reporter to this manufacturer had been the
FDA, VAERS# not provided. Verbatim from the report: "Information has been received on request from the FDA under the Freedom of Information Act
regarding a 12 year old female patient with a history of headaches, depression and systolic murmur, who on 29-MAR-2007 was vaccinated IM into the right arm
with a first dose of Gardasil (Lot# 654535/0960F). Concomitant therapy given on 29-MAR-2007 IM into the left arm included a first dose of MENACTRA (Lot#
U2061AA). On 29-MAR-2007, the patient collapsed 15 to 20 minutes after receiving the vaccines. The patient was hospitalized and lab data included a beta-
human chorionic gonadotropin test (unspecified), chest x-ray, complete blood cell count, "LMP", echocardiography, electrocardiogram,
electroencephalography, head computed axial tomography, and white blood cell differential. At the time of this report, the patient's outcome was unknown. The
original reporting source was not provided. No further information is available."

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

The subject had a history of headaches, depression and systolic murmur.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

276541-2 (S)

21-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chest X-ray, Circulatory collapse, Computerised tomogram, Echocardiogram, Electrocardiogram, Electroencephalogram, Full blood count, Pregnancy test,
Syncope, White blood cell count

 HOSPITALIZED, SERIOUS

Related reports:   276541-1

Other Vaccine
20-Jun-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2061A
0960F

0 Left arm
Right arm

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Apr-2007
Vaccine Date

06-Apr-2007
Onset Date

0
Days

26-Apr-2007
Status Date

AZ
State Mfr Report Id

Dizziness following HPV injection, clamy, pale blood pressure went from 110/68 decreased to 80/52Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

276554-1

26-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure decreased, Cold sweat, Dizziness, Pallor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 03194 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Mar-2004
Vaccine Date

25-Mar-2007
Onset Date

1098
Days

26-Apr-2007
Status Date

WI
State Mfr Report Id

Received vaccines 3/22/07, developed hives on stomach and back 3/25/07. On 4-3-07 saw a dermatologist and was diagnosed with pityriasis rosea.Symptom Text:

OrthoOther Meds:
Lab Data:
History:

nonePrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

276557-1

27-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pityriasis rosea, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Apr-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

AVENTIS PASTEUR
MERCK & CO. INC.

U1853BB
1426F

0
0

Right arm
Left arm

Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Mar-2007
Vaccine Date

Unknown
Onset Date Days

27-Apr-2007
Status Date

FL
State Mfr Report Id

Dysfunctional uterine bleeding, without prior history of said WT = 100 lb.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

Pending
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

276564-1

27-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dysfunctional uterine bleeding

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Apr-2007

Received Date

Prex Vax Illns:

HEPA
MNQ

HPV4 MERCK & CO. INC. 0011U 0 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Apr-2007
Vaccine Date

03-Apr-2007
Onset Date

0
Days

27-Apr-2007
Status Date

PA
State Mfr Report Id

5 minutes after HPV vaccine was given patient became pale, her eyes rolled back in her head, and she became rigid, she lost conscious 30 seconds. When
she came to she had postical s/s of a blank stare for about 5-10 seconds. She did become A x O x S. BP 116/ 78 P 64, Pulse O2 97%. Before vaccine BP
115/65

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Allergic rhinitis, exercise induced asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

276602-1

27-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Gaze palsy, Loss of consciousness, Muscle rigidity, Pallor, Staring

 NO CONDITIONS, NOT SERIOUS

Related reports:   276602-2;  276602-3

Other Vaccine
17-Apr-2007

Received Date

Prex Vax Illns:

TDAP

HPV4
HEPA
MNQ

GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
SMITHKLINE BEECHAM
AVENTIS PASTEUR

AC526014AA

0263U
AHAVB14BAA
U1968AA

0

0
0
0

Left arm

Right arm
Right arm
Left arm

Intramuscular

Intramuscular
Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
24-Apr-2007
Status Date

PA
State

WAES0704USA03302
Mfr Report Id

Information has been received from a physician concerning a 12-15 year old (exact age unknown) patient with a history of seizure disorder (date not known),
was vaccinated with a dose of Gardasil. The physician reported that the patient convulsed almost immediately after receiving the Gardasil, but he did not
witness the patient's experience. The physician's office followed up with the patient next day and the patient was doing fine. Upon internal review, convulsion
was considered to be an other important medical events. The physician reported that another patient in the same age group convulsed after receiving Gardasil.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Convulsion disorder

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276602-2

22-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Condition aggravated, Convulsion

 NO CONDITIONS, NOT SERIOUS

Related reports:   276602-1;  276602-3

Other Vaccine
23-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Apr-2007
Vaccine Date

03-Apr-2007
Onset Date

0
Days

15-May-2007
Status Date

PA
State

200701540
Mfr Report Id

SERIOUSNESS CRITERIA: OTHER - MEDICALLY SIGNIFICANT. Initial report received on 04 May 2007 from another manufacturer, report#
WAES0704USA03302. The initial reporter to this manufacturer had been a health care professional. Verbatim from the report: "Initial and follow-up information
has been received from a physician and a health care professional concerning a 18 year female patient with no known seizure disorder, allergic rhinitis,
exercise induced asthma and a history of passing out while giving blood who on 03-APR-2007 was vaccinated IM in right deltoid with a dose of Gardasil, lot
#655849/0263U. Concomitant therapy included HAVRIX, MENACTRA and Dtap. The physician reported that the patient convulsed almost immediately after
receiving the Gardasil, but he did not witness the patient's experience. He stated that approximately 5 minutes after receiving the injection the patient became
very stiff, rigid, eyes rolled back and passed out for approximately 30 seconds. He reported that this patient was "really out of it." Vital signs before and after the
seizure were normal. The physician's office followed up with the patient next day and the patient was doing fine. The physician did not consider the event to be
serious." "In follow-up report a health care professional reported that when the patient came to she had postictal signs and symptoms of a "blank stare" for
about 5-10 second. She became awake, alert and orient to time, place and people (AAOx3). Blood pressure was 116/78, pulse was 64 and pulse oximetry was
97%. Before vaccine was administered the blood pressure measurement was 115/65. On 03-APR-2007 patient recovered. The physician did not consider the
event to be serious. Upon internal review, convulsion was considered to be an other important medical event. The physician reported that another patient in the
same age group convulsed after receiving the Gardasil. Additional information is not expected." The reporter in this case is the same as in case 2007-01539.

Symptom Text:

Other Meds:
Lab Data:
History:

rhinitis allergic; asthma exercise inducedPrex Illness:

03/Apr/2007: pulse oximetry 97%; heart rate, 64; blood pressure normal before and after seizure; BP before vaccine 115/65; BP after vaccine 116/78
Medical history: passed out; blood donor

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

276602-3

01-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Eye rolling, Immediate post-injection reaction, Inappropriate schedule of drug administration, Loss of consciousness, Medication error, Muscle
rigidity, Musculoskeletal stiffness, Postictal state, Staring

 ER VISIT, NOT SERIOUS

Related reports:   276602-1;  276602-2

Other Vaccine
14-May-2007

Received Date

Prex Vax Illns:

MNQ
HPV4
HEPA

DTAP

SANOFI PASTEUR
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
UNKNOWN MANUFACTURER

U1968A
0263U
AHAVB148AA

AC52B014AA

0
0
0

0

Unknown
Right arm
Unknown

Unknown

Intramuscular
Intramuscular
Intramuscular

Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Apr-2007
Vaccine Date

11-Apr-2007
Onset Date

1
Days

18-Apr-2007
Status Date

WY
State Mfr Report Id

Mother reports:  patient started feeling sick the morning after the shot. She started out with a mild headache, neck, and back pain. She originally attributed it to
being tired. By 9:00 pm on 4-11-07 she was running a high fever, hurting everywhere, had back pain, and a severe headache. She left work early because she
was so ill. She did not sleep well that night. Her fever was high enough that you could feel the heat rising from her from a foot away. She was delirious, saying
strange things throughout the night. I gave her tylenol and kept cold rags on her head. During her high fever time she had chills and severe headache. The shot
sight was approximately four inches in diameter. Emily was unable to walk without assistance because she was dizzy and lightheaded. She was in bed with
someone watching her for two days. She was still very week on the third day and slept most of the time. The shot was given on 4-10-07. She missed school
Thursday (4-12) and Friday (4-13). She returned today 4-16-07. She still has a headache and neck pain. She is taking tylenol every four hours so that she can
function. Patient has asthma and is allergic to septra and ceclor. She also had seizures from the pertussis in DPT shots and was never able to finish the series.
She is still tired and has no color in her face but continues to do what she has to because she needs to be at school due to graduation being only 24 days
away. If she had been the only one to get sick we would have said she must have had something else but we know of three other students to have reactions,
that is why we were concerned.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None
Septra and Ceclor.  Reaction as a child to DTP.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

276621-1

25-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abasia, Asthenia, Back pain, Chills, Delirium, Dizziness, Fatigue, Headache, Injection site inflammation, Malaise, Neck pain, Pain, Pallor, Pyrexia, Sleep
disorder, Speech disorder

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Apr-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U1875AA
1208F

0
0

Left arm
Right arm

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Mar-2007
Vaccine Date

06-Mar-2007
Onset Date

0
Days

18-Apr-2007
Status Date

CA
State Mfr Report Id

Pain and numbeness in arm for 2 days after vaccine administered.  Malaise and intermittant nausea since day of vaccination.Symptom Text:

ZOPENEXOther Meds:
Lab Data:
History:

NonePrex Illness:

N/A
Asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

276624-1

18-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Malaise, Nausea, Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Apr-2007

Received Date

Prex Vax Illns:

VARCEL
MNQ
HPV4
TDAP

MERCK & CO. INC.
AVENTIS PASTEUR
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

1085F
U2082AA
0962F
AC52B007AA

1
0
0
0

Left arm
Right arm
Right arm
Left arm

Subcutaneously
Intramuscular
Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Jan-2007
Vaccine Date

12-Feb-2007
Onset Date

26
Days

19-Apr-2007
Status Date

ME
State Mfr Report Id

Acute onset Autoimmune hemolytic anemia requiring IV steroids and hospitalization.Records received 4/24/07-from facility for DOS 02/13-02/15/07- DC DX:
warm agglutinin autoimmune hemolytic anemia. Found at routine visit to be anemic by PCP.  RX with high dose steroids. Two week HX of fatigue pallor,
nauseated. 4-6 weeks prior had URI .

Symptom Text:

NoneOther Meds:
Lab Data:

History:

NonePrex Illness:

Available Records received 4/24/07-hemoglobin 5.4 and hematocrit 17. WBC 3.6. Platelets 211,000. LDH 493. Total Bilirubin 3.8. DAT Coombs found to have
IgG anti-e antibody. Retic count elevated.
Migraine Records received 4/24/07-PMH: meconium aspiration ventilated for 10 days, full term. Several episodes of dehydration as a toddler required ER visits
and IV hydration.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

276629-1 (S)

25-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anaemia haemolytic autoimmune, Fatigue, Pallor

 ER VISIT, HOSPITALIZED, LIFE THREATENING, SERIOUS

Related reports:   276629-2

Other Vaccine
17-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0954F 1 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Jan-2007
Vaccine Date

30-Jan-2007
Onset Date

13
Days

05-Sep-2007
Status Date

--
State

WAES0705USA05085
Mfr Report Id

Information has been received on request from the FDA under the Freedom of Information Act regarding a 12 year old female patient with a history of
migraines, meconium aspiration ventilated for 10 days (full term), dehydration (several episodes as a toddler which required ER visits and IV hydration) and
upper respiratory tract infection (4 to 6 weeks prior to vaccination), who on 17-JAN-2007 was vaccinated IM into the left arm with a second dose of Gardasil
(Lot#653938/0954F). There was no concomitant medication. On 12-FEB-2007, the patient experienced an acute onset of autoimmune hemolytic anemia
requiring IV steroids and hospitalization. The patient was found to be anemic at a routine primary care physician visit and was treated with high dose steroids.
Two weeks prior to hospitalization the patient had fatigue, pallor and nausea. Laboratory diagnostic studies included blood hemoglobin test of 5.4, blood lactate
dehydrogenase test of 493, blood platelet count of 211,000, direct antiglobulin test of IgG anti-e antibody, blood reticulocyte count elevated, total serum
bilirubin test of 3.8, white blood cell count of 3.6, whole blood hematocrit of 17. At the time of this report, the patient's outcome was unknown. A lot check will be
performed. Fatigue, pallor, nausea and acute onset of autoimmune hemolytic anemia were considered to be life threatening. The original reporting source was
not provided. The records of testing prior to release of the lot in question have been rechecked and found to be satisfactory. The lot met the requirements of the
Standards of the Center for Biologics Evaluation and Research and was released. No further information is available.

Symptom Text:

NoneOther Meds:
Lab Data:

History:
Prex Illness:

hemoglobin 5.4; hematocrit 17; WBC count 3.6; platelet count 211000; blood LDH 493; total serum bilirubin 3.8; direct antiglobulin - IgG anti-e antibody; blood
reticulocyte - elevated
Migraine; Meconium aspiration; Dehydration; Upper respiratory tract infection

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

276629-2 (S)

13-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anaemia, Anaemia haemolytic autoimmune, Fatigue, Nausea, Pallor

 ER VISIT, HOSPITALIZED, LIFE THREATENING, SERIOUS

Related reports:   276629-1

Other Vaccine
04-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0954F 1 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Feb-2007
Vaccine Date

08-Mar-2007
Onset Date

24
Days

27-Apr-2007
Status Date

WA
State Mfr Report Id

Gardasil #1 12/12/06, Gardasil #2 2/12/07 New onset seizures on 3/8/07 and 3/9/07 (non-hypoglycemic0Symptom Text:

Insulin, SynthroidOther Meds:
Lab Data:
History:

nonePrex Illness:

CT/MRI normal, EEG normal
IDDM, Hypothyroidism x 8yrs

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

276631-1

27-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 01860 1 Left arm Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Feb-2007
Vaccine Date

Unknown
Onset Date Days

27-Apr-2007
Status Date

DE
State Mfr Report Id

C/O pain in her L arm where she got the Gardasil injection (02/10/07). Pain starts when she rotates arm inward or lift it shoulder level or above.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276633-1

27-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Related reports:   276633-2

Other Vaccine
17-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0187U 0 Left arm Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Feb-2007
Vaccine Date

Unknown
Onset Date Days

13-Jun-2007
Status Date

--
State

WAES0705USA01692
Mfr Report Id

Information has been received from a nurse practioner and a licensed practical nurse concerning a female who on 10-FEB-2007 was vaccinated with Gardasil
(Lot number 656049/0187U). Subsequently the patient experienced pain at injection site and could not lift that arm. The pain occurred when the patient lifted
her arm above her shoulder or if she rotated her arm. The patient sought unspecified medical attention. As of 16-APR-2007, it was unknown if the patient will
get second dose. On 17-APR-2007, the patient was recovering from pain at injection site, inability to lift arm and pain when she lifted her arm above her head.
This is one of several patients reported from the same source. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276633-2

13-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injected limb mobility decreased, Injection site pain, Pain in extremity

 ER VISIT, NOT SERIOUS

Related reports:   276633-1

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0187U Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Apr-2007
Vaccine Date

07-Apr-2007
Onset Date

1
Days

27-Apr-2007
Status Date

OR
State Mfr Report Id

High fever, difficulty breathing, hives, diaphoresis, chills, weakness with difficult ambulation, tachycardia, arm swollen twice it's normal size per patient report,
racing heard and severe dizziness (no syncope). Dizziness persists.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

Complete neurologic evaluation
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

276634-1

27-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Chills, Dizziness, Dyspnoea, Hyperhidrosis, Oedema peripheral, Palpitations, Pyrexia, Tachycardia, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Apr-2007

Received Date

Prex Vax Illns:

TDAP
MMR
HPV4

AVENTIS PASTEUR
MERCK & CO. INC.
MERCK & CO. INC.

C2689AA
1030F
1425F

4
1

Left arm
Left arm
Left arm

Intramuscular
Subcutaneously
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Mar-2007
Vaccine Date

16-Mar-2007
Onset Date

7
Days

19-Apr-2007
Status Date

--
State Mfr Report Id

B Uveitis (par planitis) treatment with steroids on-going 04/25/07-records received from PCP-eye exam by ophth on 4/5/07-3 week history of blurred vision in
left eye. Ocular exam slowed acuities of 20/20 OD and 20/30 OS. Right eye had a few keratic precipitates, trace vitreous cells and a nevus along the superior
arcade. Left eye had keratic precipitates, 10 AC cell/hpf, much more vitreous cell, pars plana exudation and mild macular edema. DX:acute bilateral uveitis
most like pars planitis. PMH: anxiety.

Symptom Text:

Other Meds:
Lab Data:

History:
Mild PharyngitisPrex Illness:

Evaluation for Sarcoid neg, evaluation for arthritis pending Records received 4/25/07- Labs: HLA-B27 positive. Rheumatoid factor negative. Angiotensin
Converting Enzyme (ACE) 42.
Anxiety

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

276640-1

25-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Choroidal naevus, Corneal deposits, Macular oedema, Uveitis

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0961F 0 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Jan-2007
Vaccine Date

16-Jan-2007
Onset Date

0
Days

16-May-2007
Status Date

NY
State

WAES0702USA01030
Mfr Report Id

Information has been received from a nurse practitioner concerning a 17 year old female patient who was vaccinated with Gardasil (lot# 655619/1427F) (0.5
ml), intramuscularly in the deltoid. Concomitant therapy included birth control pills. Subsequently the patient complained of heaviness and pain in left arm. The
patient outcome was reported as recovered. No product quality complaint was involved.

Symptom Text:

Hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

276641-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pain in extremity, Sensation of heaviness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1427F 0 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

--
State

WAES0703USA01474
Mfr Report Id

Information has been received from a dentist concerning his daughter a 16 year old female who on an unspecified date in approximately February 2007, was
vaccinated with the first dose of Gardasil (Yeast) (lot# not provided). Subsequently, "within one week of vaccination" the patient developed extreme anxiety,
sleeplessness and was in a "bad psychological state". The patient was seen by a counselor for unspecified treatment. The patient was said to be recovering on
an unspecified therapy. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

276642-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anxiety, Insomnia, Mental disorder

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1572
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Nov-2006
Vaccine Date

06-Nov-2006
Onset Date

0
Days

16-May-2007
Status Date

MN
State

WAES0703USA01495
Mfr Report Id

Initial and follow up information ahs been received from a Registered Nurse concerning a 26 year old female patient who on 06-NOV-2006 was vaccinated IM
in the left deltoid with her first dose of Gardasil, lot #653735-0688F. Concomitant therapy included FLOVENT, albuterol, omeprazole, clindamycin, and
DIFFERIN. The patient experienced severe pain and significant discomfort from her neck to her fingers on her left arm after the vaccination. Her symptoms
lasted approximately two weeks. medical attention was sought. The patient stated "I ... cut back a little on what I did", however she was able to maintain her
normal activities of daily living. She did not take any treatment medications even though it was painful to lift her arm. Due to the severity of her symptoms, the
patient was apprehensive in receiving her second dose of Gardasil. She has not yet received her second dose. Additional information has been requested.

Symptom Text:

DIFFERIN, albuterol clindamycin, FLOVENT< PRILOSECOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

276643-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anxiety, Injected limb mobility decreased, Neck pain, Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0688F 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 1573
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

NY
State

WAES0703USA01504
Mfr Report Id

Information has been received from a physician concerning a 13 year old female who in February 2007 "within the last month", was vaccinated IM with a first
0.5 ml dose of Gardasil (yeast). There was no concomitant medication. "Within 24 hours post vaccination" the patient experienced nausea, dizziness, and
fatigue, which lasted until the next day. Unspecified medical attention was sought. No treatment was given. No product quality complaint was involved.
Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

276644-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Fatigue, Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

--
State

WAES0703USA01505
Mfr Report Id

Information has been received from a registered nurse who reported that "most patients" (95%) who were vaccinated with Gardasil (dosage and date not
reported). They experienced pain at the injection site. Their symptoms lasted for 1/2 to a couple of days, the average being 1-2 days. No further information
was available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276645-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1575
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Jan-2007
Vaccine Date

08-Jan-2007
Onset Date

0
Days

16-May-2007
Status Date

--
State

WAES0703USA01524
Mfr Report Id

Information has been received from a certified medical assistant concerning a 21 year old female with a history of menstrual migraine who on 08-JAN-2007 was
vaccinated with her first dose of Gardasil (lot # 655165/1425F). Concomitant therapy included duloxetine hydrochloride (CYMBALTA). On 08-JAN-2007 the
patient experienced redness of the arm and itching at the site of injection, which spread to itching around the injection site. The patient also had pain radiating
down the right arm for a few weeks. Unspecified medical attention was sought. Subsequently, the patient recovered after 3 weeks. The medical assistant also
mentioned that the patient had been vaccinated on 09-Mar-2007 with her 2nd dose of Gardasil (lot# 656372/0243U) and received less than 1/2 the normal dose
for reason unknown. It was reported that the injection site was immediately itchy. No product quality complaint was involved. Additional information has been
requested.

Symptom Text:

CymbaltaOther Meds:
Lab Data:
History:
Prex Illness:

None
Menstrual migraine

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

276646-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Injection site erythema, Injection site pruritus, Pain in extremity, Underdose

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1425F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1576
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Feb-2007
Vaccine Date

09-Feb-2007
Onset Date

0
Days

16-May-2007
Status Date

PA
State

WAES0703USA01529
Mfr Report Id

Information has been received from a 21 year old female with no pertinent medical history and no history of drug reactions/allergies who on 09-FEB-2007 was
vaccinated with first dose of Gardasil (yeast ) (lot # not reported) injection. Concomitant therapy included cefdinir (OMNICEF), cetirizine hydrochloride
(ZYRTEC), dexamethasone/tobramycin (TOBRADEX), cough, cold, and flu therapies ("VIGRAMOX") and antihistamine (unspecified). On 09-MAR-2007, the
patient was vaccinated with second dose of Gardasil (yeast) (lot # not reported) injection. No concomitant therapy at the time of receiving the second dose of
the vaccine. On approximately 09-FEB-2007, following the first injection, the patient experienced slight redness and itching which were gone by the next day
(approximately 10-FEB-2007). Medical attention was sought. Also she had a "hard bump" at the injection site which lasted for approximately two weeks
(approximately 23-FEB-2007) before going away. The hard bump felt like a knot in her skin. On 09-MAR-2007, the patient received second injection of Gardasil
vaccine only one month after the first dose. At the time of reporting, she has not had any adverse experience following the second injection of vaccine.
Additional information has been requested.

Symptom Text:

OMNICEF, ZYRTEC, cough, cold, and flu therapies, TOBRADEXOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

276647-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Inappropriate schedule of drug administration, Injection site mass, Pruritus

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1577
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Feb-2007
Vaccine Date

02-Mar-2007
Onset Date

24
Days

16-May-2007
Status Date

MI
State

WAES0703USA01549
Mfr Report Id

Information has been received from a certified medical assistant (CMA) concerning a 25 year old female who on 06-DEC-2006 was vaccinated with first dose of
Gardasil (lot # 653736/0868F). On 06-FEB-2007, the patient was vaccinated with second dose of Gardasil (lot # 655165/1425F) IM in the right arm. There was
no concomitant medication. On approximately 02-MAR-2007, about one month after the vaccination, the patient experienced tingling and pain at the injection
site (unspecified duration), and a lump of undetermined size at the injection site. The patient sought medical attention. at the time of reporting, the tingling and
pain at the injection site and lump of undetermined size at the injection site persisted. No other information was available at the time of reporting. Additional
information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

276648-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site nodule, Injection site pain, Paraesthesia

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1425F 1 Right arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Feb-2007
Vaccine Date

22-Feb-2007
Onset Date

7
Days

16-May-2007
Status Date

PA
State

WAES0703USA01567
Mfr Report Id

Information has been received from a nurse practitioner concerning a 26 year old female who on 15-FEB-2007 was vaccinated with the first dose of Gardasil
(yeast) (lot# 655503/0012U). On approximately 22-February-2007, "approximately one week after vaccination", the patient developed a 10 cm. firm, red area at
the injection site, and a low grade fever. The patient was scheduled to be seen by a health care provider on 12-MAR-2007. At the time of this report, the
outcome of the events was unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

276649-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site induration, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 655503/0012U 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Dec-2006
Vaccine Date

01-Mar-2007
Onset Date

79
Days

16-May-2007
Status Date

NJ
State

WAES0703USA01569
Mfr Report Id

Information has been received from a physician concerning a female who on 12-DEC-2006 was vaccinated with 0.5 ml injection of Gardasil. In early March
2007, the patient passed out. The patient attributed the fainting to the Gardasil dose she received on 12-DEC-2006. Subsequently, the patient recovered.
Additional information has been requested.

Symptom Text:

UnkOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unk

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276650-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1580
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Mar-2007
Vaccine Date

09-Mar-2007
Onset Date

1
Days

16-May-2007
Status Date

MN
State

WAES0703USA01596
Mfr Report Id

Information has been received from a registered nurse concerning a 25 year old female who on 08-MAR-2007 was vaccinated with Gardasil. On 09-MAR-2007
the patient experienced redness, pain, swelling and rash at the injection site. The patient called the physicians office and was asked if she had trouble
breathing. The patient reported no trouble breathing and was instructed to take BENADRYL. Then patient then called the physician's office back to report she
had developed tightness in her chest. The tightness in her chest resolved with BENADRYL. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

276651-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chest discomfort, Injection site erythema, Injection site pain, Injection site rash, Injection site swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Mar-2007
Vaccine Date

10-Mar-2007
Onset Date

2
Days

16-May-2007
Status Date

--
State

WAES0703USA01896
Mfr Report Id

Information has been received from a dermatologist concerning her 20 year old "otherwise healthy" daughter with acne who on 08-MAR-2007 was vaccinated
with a dose of Gardasil. Concomitant therapy included cephalexin (KEFLEX). On 10-MAR-2007, the patient developed a headache, "not feeling right", nausea,
and fever. On 11-MAR-2007, the patient complained of generalized headache with "blurry vision" possibly attributed to the headache per the mother, chills,
myalgias, and nausea. At the time of this report, the outcome was unknown. Additional information is expected.

Symptom Text:

KEFLEXOther Meds:
Lab Data:
History:

AcnePrex Illness:

unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

276652-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chills, Headache, Malaise, Myalgia, Nausea, Pyrexia, Vision blurred

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Mar-2007
Vaccine Date

09-Mar-2007
Onset Date

0
Days

16-May-2007
Status Date

CA
State

WAES0703USA01951
Mfr Report Id

Information has been received from a physician concerning a 16 year old female who on approximately 09-MAR-2007 was vaccinated with a first dose of
Gardasil (yeast). Two weeks previous, on approximately 23-FEB-2007, the patient was vaccinated with a dose of MENACTRA and DTaP. Subsequently, the
patient experienced abdominal pain, nausea and dizziness. The nausea and dizziness extended into the evening. The next day, the patient had nausea and
dizziness, but no more abdominal pain. At the time of this report, the outcome was unknown. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

276653-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Dizziness, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

DTAP
MNQ

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Jan-2007
Vaccine Date

12-Jan-2007
Onset Date

0
Days

16-May-2007
Status Date

CA
State

WAES0703USA02090
Mfr Report Id

Information has been received from a health professional concerning a 26 year old female patient, who on 12-JAN-2007 was vaccinated with the first dose,
0.5ml, IM, of Gardasil (Lot# 655617/1447F). Concomitant therapy included hormonal contraceptives (unspecified). On 12-JAN-2007 the patient developed "a
4mm dimple/scar on her arm." The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

Unk
Latex allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

276654-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site scar

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1447F 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Mar-2007
Vaccine Date

05-Mar-2007
Onset Date

0
Days

16-May-2007
Status Date

NH
State

WAES0703USA02121
Mfr Report Id

Initial and follow-up information has been received from a physician and a Registered Nurse (R.N.) concerning a 19 year old female who on 05-MAR-2007 was
vaccinated IM in her left deltoid with a first dose of Gardasil. Patient developed immediate swelling and erythema at the injection site. No other symptoms
appeared. No prescription medication was provided. The patient recovered within the time she was in the office. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

276655-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Injection site erythema, Injection site swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 1585
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

MA
State

WAES0703USA02125
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with the first dose of Gardasil (yeast). The patient immediately
experienced numbness on one side of body. The patient's recovery status was unknown. Additional information has been requested. It was reported that
another female experienced numbness on one side of the body immediately after receiving Gardasil (yeast) (WAES0703USA04280).

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276656-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Mar-2007
Vaccine Date

10-Mar-2007
Onset Date

2
Days

16-May-2007
Status Date

AL
State

WAES0703USA02134
Mfr Report Id

Information has been received from a registered nurse concerning a 16 year old female with no medical history or allergies, who on 08-MAR-2007 was
vaccinated with a second dose of Gardasil. There was no concomitant medication. Two days after vaccination, the patient developed a rash all over her body.
On 12-MAR-2007 the patient went to her primary care physician's office and was diagnosed with erythema multiforme. The patient was treated with a dose
pack of methylprednisolone (MEDROL). At the time of this report, the patient had not recovered. No product quality complaint was involved. Additional
information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

276657-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema multiforme, Rash generalised

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

NY
State

WAES0703USA02176
Mfr Report Id

Information has been received from a physician concerning a female (age not reported) who on an unspecified date was vaccinated intramuscularly with a dose
of Gardasil (yeast). Subsequently, the patient fainted 2 days after receiving the Gardasil vaccine. The patient sought unspecified medical attention. At the time
of this report, the outcome was unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276658-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

--
State

WAES0703USA02192
Mfr Report Id

Information has been received from a nurse concerning her 12 year old daughter who on an unspecified date was vaccinated with a 0.5 mL dose of Gardasil.
On the same day, the patient was concomitantly vaccinated with a dose of Varivax (MSD). Subsequently, the patient developed a swollen eye and acne. The
patient sought unspecified medical attention. Subsequently, the patient recovered from swollen eye and acne. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unk
Unk

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

276659-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Acne, Eye swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Unknown
Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Jan-2007
Vaccine Date

27-Feb-2007
Onset Date

55
Days

16-May-2007
Status Date

--
State

WAES0703USA02305
Mfr Report Id

Information has been received from a Dentist concerning a 20 year old female with a history of a drug allergy to cephalosporin who on 03-JAN-2007 was
vaccinated IM 0.5 ml first dose with Gardasil. There was no concomitant medication. On 27-FEB-2007 the patient experienced numbness hands and feet.
Subsequently, the patient recovered form numbness hands and feet on 01-Mar-2007. The patient sought unspecified medical attention. Additional information
has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
Allergic reaction to antibiotics

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

276660-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

--
State

WAES0703USA02325
Mfr Report Id

Information has been received from a registered nurse concerning a female patient who was vaccinated IM into the gluteus with a second dose of Gardasil
(yeast). It was reported that the patient was vaccinated into the gluteus because her arm was sore for 3 months after the first dose of the vaccine. Unspecified
medical attention was sought. At the time of this report, the patient's outcome was unknown. No product quality complaint was involved. Additional information
has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276661-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug administered at inappropriate site

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Mar-2007
Vaccine Date

04-Mar-2007
Onset Date

1
Days

16-May-2007
Status Date

MI
State

WAES0703USA02330
Mfr Report Id

Information has been received from a health professional concerning a 24 year old female with a penicillin allergy who on 03-MAR-2007 was vaccinated
intramuscularly in the left deltoid with the first dose of Gardasil (Lot#654702/0011U). Concomitant therapy included CYCLESSA. On 04-MAR-2007 post
vaccination the patient started spotting, menstrual cycle. It was reported that the patient is not pregnant. At the time of this report the spotting, menstrual cycle
persisted. The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

CYCLESSAOther Meds:
Lab Data:
History:

Penicillin allergyPrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

276662-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Metrorrhagia

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0011U Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 1592
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Jan-2007
Vaccine Date

Unknown
Onset Date Days

16-May-2007
Status Date

--
State

WAES0703USA02332
Mfr Report Id

Information has been received from a licensed practical nurse concerning a 12 year old female who on 12-JAN-2007 was vaccinated with the first dose of
Gardasil, 0.5 ml, IM. On 12-MAR-2007, the patient was vaccinated with the second dose of Gardasil. Subsequently, on an unspecified date, the patient missed
her menstrual cycle after receiving her first dose of Gardasil. Subsequently in February, the patient's menstrual cycle returned to normal and the patient
recovered from the event. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

276663-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Menstruation delayed

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1593
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Mar-2007
Vaccine Date

Unknown
Onset Date Days

16-May-2007
Status Date

SC
State

WAES0703USA02342
Mfr Report Id

Information has been received from a physician concerning a female who on 05-MAR-2007 was vaccinated with a dose of Gardasil (yeast) (lot #
654747/1208F). In March 2007, "a few days after receiving the shot" the patient experienced headache, dizziness, stiff neck and shoulders. Unspecified
medical attention was sought. The patient's headache, dizziness, stiff neck and shoulders persisted. No product quality complaint was involved. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276664-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Headache, Joint stiffness, Musculoskeletal stiffness

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1208F Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1594
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Mar-2007
Vaccine Date

10-Mar-2007
Onset Date

2
Days

16-May-2007
Status Date

FL
State

WAES0703USA02352
Mfr Report Id

Information has been received from a physician concerning a 20 year old female who on 08-MAR-2007 was vaccinated with a 0.5 mL dose of Gardasil. On 10-
MAR-2007, the patient experienced excessive vaginal bleeding and her period was a week early after receiving Gardasil. The patient sought unspecified
medical attention. At the time of this report, the outcome was unknown. Additional information has been requested.

Symptom Text:

UnkOther Meds:
Lab Data:
History:
Prex Illness:

Unk
Unk

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

276665-1

01-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Menorrhagia

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1595
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Jan-2007
Vaccine Date

11-Jan-2007
Onset Date

0
Days

16-May-2007
Status Date

NY
State

WAES0703USA02354
Mfr Report Id

Information has been received from a nurse concerning a 17 year old female who on 11-JAN-2007 was vaccinated with a dose of Gardasil (yeast) (lot#
655619/1427F). There was no concomitant medication. The nurse reported that on 11-JAN-2007, "about 3 hours after receiving the dose" the patient
experienced shortness of breath and chest tightness. The nurse described the symptoms as the "chest got locked." The patient went to the emergency room
and prescription drug treatment was given. Subsequently, the patient recovered from shortness of breath and chest tightness. No product quality complaint was
involved. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

276666-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chest discomfort, Dyspnoea

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1427 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1596
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Mar-2007
Vaccine Date

12-Mar-2007
Onset Date

0
Days

16-May-2007
Status Date

CO
State

WAES0703USA02355
Mfr Report Id

Information has been received from a healthcare worker concerning a 24 year old female who on 12-MAR-2007 was vaccinated IM 0.5ml first dose of Gardasil
(lot# 655617/1447F). Concomitant therapy included DEPO-PROVERA lasted administered 12-Feb-2007. On 12-MAR-2007 the patient experienced induced
period 2 hours after receiving Gardasil. Her previous period was 12-Feb-2007 so the nurse believes Depo is not working properly. The patient had the following
lab diagnostics studies performed: Pap smear was normal and pregnancy test was negative. The patient sought unspecified medical attention. Additional
information has been requested.

Symptom Text:

Beta-human chorionic - negativeOther Meds:
Lab Data:
History:
Prex Illness:

Cervical smear - Normal, Beta-human chorionic - negative
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

276667-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Menstruation irregular

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1447F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1597
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

--
State

WAES0703USA02359
Mfr Report Id

Information has been received from a nurse concerning a female patient who was vaccinated with a first dose of Gardasil (lot# not reported). Subsequently, the
patient experienced pain while receiving the injection. The nurse indicated that it seemed as if the needle was "too big for girls with small arms and it almost
feels as if the needle is hitting the bone in the child  patients". The nurse said that they have to switch to a 5/8 inch needle when administering the vaccine to
patients. Unspecified medical attention was sought. The patient's outcome was not reported. No product quality complaint was involved. Additional information
has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276668-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1598
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

TX
State

WAES0703USA02369
Mfr Report Id

Information has been received from a physician concerning a female (age not reported) who on an unspecified date was vaccinated with first dose of Gardasil
(yeast) (lot # not reported) injection. Subsequently, the patient experienced nausea and diarrhea. Medical attention was sought. On an unspecified date, the
patient recovered from nausea and diarrhea. No further information was available at the time of reporting. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276669-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Diarrhoea, Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1599
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Mar-2007
Vaccine Date

09-Mar-2007
Onset Date

0
Days

16-May-2007
Status Date

TX
State

WAES0703USA02372
Mfr Report Id

Information has been received from a nurse concerning a 15 year old female who on 09-MAR-2007 was vaccinated with Gardasil (lot# not reported). 0.5 ml
once IM. On 09-MAR-2007, after receiving the injection, the patient fainted and fell from the chair where she was sitting. Medical attention was sought.
However, she regained consciousness after five minutes. She went home after the recovery. No further information was available at the time of reporting.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

276670-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Fall, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1600
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

--
State

WAES0703USA02382
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with a dose of Gardasil (lot# not reported). The patient was given the
vaccine on the same day as a Tuberculosis test which was positive. Since the patient had an initial positive TB test, a second more through TB test was given
in which blood was drawn and the results were negative. No other information was provided. No product quality complaint was involved. Additional information
has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

tuberculin skin test; positive tuberculin skin test; negative
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276671-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 False positive tuberculosis test, Tuberculin test negative

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1601
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

NJ
State

WAES0703USA02385
Mfr Report Id

Information has been received from a physician concerning a female patient who was vaccinated with a first dose of Gardasil. She was due for her second
dose of Gardasil on 13-MAR-2007. Subsequently, she developed a urinary tract infection. Unspecified medical attention was sought. Urinary tract infection
persisted. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276672-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urinary tract infection

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1602
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Mar-2007
Vaccine Date

Unknown
Onset Date Days

16-May-2007
Status Date

--
State

WAES0703USA02394
Mfr Report Id

Information has been received from a 23 year old female with pertinent medical history and drug reactions/allergies not reported who on 12-MAR-2007 was
vaccinated with Gardasil, 0.5 ml, once. Concomitant medication was not reported. Subsequently, on an unspecified date, the patient experienced a feeling of
her throat closing 5 minutes after receiving Gardasil. One hour after the vaccination, the patient "felt like she was having an asthmatic attack with a metallic
taste in her mouth" . The patient called the physician's office and was advised to go to the local emergency room. The outcome and causality of the event  was
not reported. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

276673-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthma, Dysgeusia, Throat tightness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1603
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Jan-2007
Vaccine Date

02-Jan-2007
Onset Date

0
Days

16-May-2007
Status Date

FL
State

WAES0703USA02797
Mfr Report Id

Information has been received from a health professional concerning a 17 year old female who on 02-JAN-2007 was vaccinated IM with a 0.5 ml first dose of
Gardasil (lot # 654741/0013U). Concomitant therapy included ZOLOFT and ADDERALL TABLETS. It was reported that since receiving her vaccination 02-JAN-
2007 the patient has experienced premenstrual low abdominal cramping for a week prior to her menstrual period. The patient was examined by a physician on
12-MAR-2007 and there were no abnormal findings. No treatment was recommended. The reporter requested a lot check. Additional information has been
requested.

Symptom Text:

ADDERALL TABLETS, ZOLOFTOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

276674-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Premenstrual syndrome

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0013U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1604
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Dec-2006
Vaccine Date

01-Dec-2006
Onset Date

0
Days

16-May-2007
Status Date

NY
State

WAES0703USA02806
Mfr Report Id

Information has been received from a physician concerning a 22 year old female who in October 2006, was vaccinated with the first dose of Gardasil. There
was no concomitant medication. In December 2006, the patient was vaccinated with the second dose of Gardasil. The patient experienced injection site pain.
Five days later, she experienced flu like symptoms and unsteadiness. Subsequently, the patient recovered from injection site pain. The flu like symptoms
resolved after 7 days. The patient's unsteadiness lasted for 14 days. No lab testing was performed. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

276675-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Balance disorder, Influenza like illness, Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1605
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Mar-2007
Vaccine Date

12-Mar-2007
Onset Date

0
Days

16-May-2007
Status Date

FL
State

WAES0703USA02815
Mfr Report Id

Information has been received from a registered nurse concerning a 19 year old female, with no pertinent medical history or drug reactions/allergies who on 12-
MAR-207 was vaccinated with Gardasil (lot# 654741/0013U). Concomitant therapy included Ortho-Tri-Cyclen. Two hours later, on 12-MAR-2007, the patient
experienced nausea and vomiting. The patient self treated with Compazine. The vomiting resolved but the nausea continued. No lab testing was performed.
Additional information has been requested. The registered nurse reported that 3 other patients' experiences after Gardasil administration (WAES
0703USA02859, WAES 0703USA02797, WAES703USA02840).

Symptom Text:

Ortho-Tri-CyclenOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

276676-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Nausea, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0013U Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1606
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

IL
State

WAES0703USA02821
Mfr Report Id

Information has been received a physician concerning a female who was vaccinated with her first dose of Gardasil. Subsequently, "2 days later" the patient
experienced pruritic and maculopapular rash. Unspecified medical attention was sought. The patient recovered from pruritic and maculopapular rash. No
product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276677-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash maculo-papular, Rash pruritic

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1607
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Mar-2007
Vaccine Date

Unknown
Onset Date Days

16-May-2007
Status Date

FL
State

WAES0703USA02840
Mfr Report Id

Information has been received from a registered nurse concerning a 20 year old female, with no medical history or history of drug reactions/allergies who on
12-MAR-2007 was vaccinated with 0.5 ml intramuscular Gardasil (lot# 654741/0013U). Concomitant therapy included Alesse. Subsequently the patient
experienced nausea and vomiting. Patient outcome was unknown. No lab testing was performed. Additional information has been requested. The registered
nurse reported that 3 other patients' experiences after Gardasil administration (WAES 0703USA02859, WAES 0703USA02797, WAES0703USA02815).

Symptom Text:

AlesseOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

276678-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Nausea, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0013U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1608
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Sep-2006
Vaccine Date

25-Sep-2006
Onset Date

0
Days

16-May-2007
Status Date

FL
State

WAES0703USA02859
Mfr Report Id

Information has been received from a registered nurse concerning a 30 year old female with acne who on 25-SEP-2006 was first vaccinated IM with 0.5 ml of
Gardasil (lot# 654741/0013U). Concomitant therapy included hormonal contraceptives (unspecified). On approximately 25-SEP-2006 the patient experienced
increased acne. On 25-NOV-2006, the patient received her second dose of Gardasil. Her acne became progressively worse. On 12-MAR-2007, the patient was
vaccinated with the third dose of Gardasil. On 12-MAR-2007, she experienced severe anxiety. It was noted that the patient's acne was related to Gardasil. No
treatment or lab testing was provided. Subsequently, the patient had not recovered from increased acne. The patient's severe anxiety resolved in 24 hours.
Additional information has been requested. The registered nurse reported that 3 other patients' experiences after Gardasil administration (WAES
0703USA02840, WAES 0703USA02797, WAES0703USA02815).

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:

AcnePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
30.0

276679-1

04-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Acne, Anxiety, Condition aggravated, Inappropriate schedule of drug administration

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0013U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1609
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

--
State

WAES0703USA02877
Mfr Report Id

Information has been received from the mother of a female who was vaccinated with the second dose of Gardasil. Subsequently the patient experienced pain.
The mother reported that her daughter will receive the third vaccination "late". Additional information has been requested. It was also reported that another
daughter was vaccinated with Gardasil and experienced pain (WAES 0703USA03939).

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276680-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pain

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1610
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Feb-2007
Vaccine Date

07-Feb-2007
Onset Date

1
Days

16-May-2007
Status Date

--
State

WAES0703USA02889
Mfr Report Id

Information has been received from a health professional who was a 28 year old female with migraine who on 06-FEB-2007 was vaccinated with the first dose
of Gardasil, 0.5 ml, IM. Concomitant therapy included zolmitriptan (ZOMIG) and vitamins (unspecified). On 07-FEB-2007, the patient experienced sweet taste
on the surface of tongue the day after vaccination (within 24 hours) which did not last very long. Subsequently, the patient recovered from sweet taste on the
surface of tongue. Sweet taste on surface of tongue was considered to be non-serious. Additional information is not expected.

Symptom Text:

vitamins (unspecified); ZOMIGOther Meds:
Lab Data:
History:
Prex Illness:

Migraine

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
28.0

276681-1

01-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dysgeusia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1611
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Mar-2007
Vaccine Date

12-Mar-2007
Onset Date

0
Days

16-May-2007
Status Date

FL
State

WAES0703USA02894
Mfr Report Id

Information has been received from a Registered Nurse concerning a 20 year old female with tourette's disorder who on 12-MAR-2007 was vaccinated IM 0.5
ml first dose with Gardasil (yeast) (lot # 654741/0013U). Concomitant therapy included clonidine HC1 (CATAPRES), sertraline HC1 (ZOLOFT) and ethinyl
estradiol/norethindrone acetate (MICROGESTIN). On 12-MAR-2007 the patient experienced nausea, vomiting and diarrhea 2 hours after receiving Gardasil
(yeast). The physician prescribed ondansetron hydrochloride (ZOFRAN) and loperamide hydrochloride (IMODIUM). The nurse is requesting a lot check. The
patient sought unspecified medical attention. No lab diagnostics were performed. Additional information has been requested.

Symptom Text:

CATAPRES; MICROGESTIN; ZOLOFTOther Meds:
Lab Data:
History:
Prex Illness:

None
Tourette's disorder

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

276682-1

29-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Diarrhoea, Nausea, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0013U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1612
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Mar-2007
Vaccine Date

12-Mar-2007
Onset Date

0
Days

16-May-2007
Status Date

TX
State

WAES0703USA02911
Mfr Report Id

Information has been received from a registered nurse concerning a 25 year old female who on 12-MAR-2007 was vaccinated with a dose of Gardasil (lot #
656049/0187U). Concomitant therapy included hormonal contraceptives (manufacturer unspecified). On 12-MAR-2007 the patient experienced itching in legs,
feet and hands. Unspecified medical attention was sought. Subsequently, the patient recovered from itching in legs, feet and hands. No product quality
complaint was involved. Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

276683-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0187U Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1613
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Dec-2006
Vaccine Date

08-Feb-2007
Onset Date

52
Days

16-May-2007
Status Date

--
State

WAES0703USA0315
Mfr Report Id

Information has been received from a physician concerning a 21 year old female who on 03-OCT-2006 at 12:30 and on 18-DEC-2006 at 18:00 was vaccinated
into the right and left deltoid with a first and second dose of Gardasil, respectively. On 08-FEB-2007, the patient developed genital warts. No sexual activity was
reported. At the time of this report, the patient's outcome was unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

276684-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anogenital warts

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0688F 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1614
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

FL
State

WAES0703USA03069
Mfr Report Id

Information has been received from a physician concerning a female patient who was vaccinated with a first dose of Gardasil. Subsequently the patient
experienced food poisoning. It was reported that the patient was one week later for her second dose because she was recovering from food poisoning. No
symptoms or problems were noted. Unspecified medical attention was sought. No product quality complaint was involved. Additional information has been
requested.

Symptom Text:

UnkOther Meds:
Lab Data:
History:
Prex Illness:

Unk
Unk

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276685-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Food poisoning

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1615
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

FL
State

WAES0703USA03072
Mfr Report Id

Information has been received from a certified medical assistant (CMA) concerning a 17 year old female who was vaccinated with a second dose of Gardasil
five week after vaccination with the first dose. Subsequently, the patient developed a "bruise" at the injection site. The patient sought unspecified medical
attention. The outcome of the patient's injection site bruising was unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

276686-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site bruising

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1616
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Feb-2007
Vaccine Date

01-Feb-2007
Onset Date

0
Days

16-May-2007
Status Date

PA
State

WAES0703USA03085
Mfr Report Id

Information has been received from a registered nurse concerning a 17 year old female with no known drug allergies who in February 2007, was vaccinated
with the first dose of Gardasil. There was no concomitant medication. In February 2007, "shortly after" vaccination, the patient developed fever, chills and flu-
like symptoms. The patient was treated with acetaminophen (TYLENOL). On an unspecified date, the patient recovered from the fever, chills and flu-like
symptoms. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

276687-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chills, Influenza like illness, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1617
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Feb-2007
Vaccine Date

16-Feb-2007
Onset Date

14
Days

16-May-2007
Status Date

CT
State

WAES0703USA03119
Mfr Report Id

Information has been received from a licensed practical nurse concerning an 11 year old female with acne who on 17-NOV-2006 was vaccinated IM with a first
0.5 ml dose of Gardasil (lot# 654741/0013U). On 02-FEB-2007 the patient received a second dose of Gardasil. Concomitant therapy included adaplalene
(DIFFERIN). Two weeks after receiving the second dose, the patient developed wart-like lesions on her hands. It was reported that the physician arranged a
dermatologist consult for the patient. No diagnostic laboratory studies were involved. At the time of this report, the patient's outcome was unknown. No product
quality complaint was involved. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:

AcnePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

276688-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Skin lesion, Skin papilloma

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0013U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1618
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

--
State

WAES0703USA03130
Mfr Report Id

Information has been received from a nurse a female who on an unspecified date was vaccinated with Gardasil (0.5 ml) (lot # 655503/0012U). It was reported
that several days following vaccination the patient experienced a sharp, shooting pain at the injection site. Unspecified medical attention was sought. No further
details were provided. At the time of this report, the patient had not recovered. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276689-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0012U Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Mar-2007
Vaccine Date

15-Mar-2007
Onset Date

1
Days

16-May-2007
Status Date

KY
State

WAES0703USA03133
Mfr Report Id

Information has been received from a registered nurse concerning a 17 year old female with no pertinent medical history or drug reactions/allergies who on 14-
MAR-2007 was vaccinated intramuscularly with the first dose of Gardasil (0.5 ml) (lot # 656049/0187U). Concomitant therapy included Adderall tablets. On
approximately 15-MAR-2007, the patient experienced headache and abdominal pain. Unspecified medical attention was sought, At the time of this report, the
outcome of the events was unknown. Additional information has been requested.

Symptom Text:

ADDERALL TABLETSOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

276690-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Headache

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0187U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1620
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

--
State

WAES0703USA03147
Mfr Report Id

Information has been received concerning a female who was vaccinated with a dose of Gardasil. Subsequently the patient passed out after receiving the
vaccination. The patient recovered. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276691-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Mar-2007
Vaccine Date

05-Mar-2007
Onset Date

0
Days

16-May-2007
Status Date

CA
State

WAES0703USA03189
Mfr Report Id

Information has been received from a medical assistant concerning a female who on approximately 05-MAR-2007 was vaccinated with the first dose of
Gardasil. On approximately 05-MAR-2007 the patient fainted in the waiting room 10 minutes after vaccination. The patient was recovering. The patient will
discontinue further series of the vaccine. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276692-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

--
State

WAES0703USA03212
Mfr Report Id

Information has been received from a physician concerning a female (age unknown) who, on an unspecified date, was vaccinated with a dose of Gardasil.
Subsequently, on an unspecified date, the patient experienced myalgia and headaches. It was noted that the reporting physician was not the patient's
physician. At the time of this report, the outcome was unknown. No product quality complaint was involved. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276693-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Myalgia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Jan-2007
Vaccine Date

12-Jan-2007
Onset Date

0
Days

16-May-2007
Status Date

--
State

WAES0703USA03292
Mfr Report Id

Information has been received from a licensed practical nurse concerning a 12 year old female who on 12-JAN-2007 was vaccinated with a first dose of
Gardasil and a second dose on 12-MAR-2007. The patient's mother reported to the nurse her daughter did not get a period in January 2007 but she in
February 2007 and she is not pregnant. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

276694-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Amenorrhoea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1624
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

--
State

WAES0703USA03372
Mfr Report Id

Information has been received from a  registered nurse, concerning a female patient who was vaccinated with the third dose of Gardasil (date unspecified).
There was no concomitant medication. The patient developed "little bumps" that developed about 2 days after the vaccination, "mostly near the arm and neck."
The nurse reported that bumps did not appear to be hives, but that some of the bumps "appeared to be vesicles." The nurse stated that the vesicles resolved
"several days later." The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276695-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blister

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Mar-2007
Vaccine Date

07-Mar-2007
Onset Date

0
Days

16-May-2007
Status Date

--
State

WAES0703USA03394
Mfr Report Id

Information has been received from a physician concerning a 14 year old female who on 07-MAR-2007 was vaccinated with the first dose of 0.5ml of Gardasil
IM. During the same visit, the patient was vaccinated with hepatitis A vaccine (inactive) (duration and dose not reported). The patient returned to the office 4
hours after her appointment complaining of dizziness. The patient was monitored for 1 hour. During that time, the patient recovered from dizziness and was
sent home. No lab testing was performed. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

276696-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Intramuscular
Unknown



10 JUN 2008 06:27Report run on: Page 1626
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Jan-2007
Vaccine Date

24-Jan-2007
Onset Date

2
Days

18-Apr-2007
Status Date

FR
State

WAES0704HUN00005
Mfr Report Id

Information has been received from a physician concerning a 15 year old female with a history of upper respiratory tract infection (1 week prior vaccination)
who on 22-Jan-2007 was vaccinated with human papillomavirus vaccine for prophylaxis. On 24-JAN-2007 the patient experienced immuno-throbocytopenia
and was hospitalized. Subsequently, the patient recovered from thrombocytopenia due to steroid treatment. The reporter felt that thrombocytopenia was not
related to therapy with Gardasil. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

platelet count 24an07 24 G/l, platelet count 29Jan07 147 G/l
Upper respiratory tract infection

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

276699-1 (S)

18-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Thrombocytopenia

 HOSPITALIZED, SERIOUS

Other Vaccine
18-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1627
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Apr-2007
Vaccine Date

17-Apr-2007
Onset Date

1
Days

27-Apr-2007
Status Date

FL
State Mfr Report Id

Dizzy, Nausea, Rapid HeartbeatSymptom Text:

Concerta, Lexapro, Valtrex, KarivaOther Meds:
Lab Data:
History:
Prex Illness:

Herpes simplex virus Type 1

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

276755-1

27-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Heart rate increased, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0384U 0 Right arm Unknown



10 JUN 2008 06:27Report run on: Page 1628
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Feb-2007
Vaccine Date

28-Feb-2007
Onset Date

0
Days

27-Apr-2007
Status Date

CA
State Mfr Report Id

Urticaria on lower arm after HPV immunizationSymptom Text:

Other Meds:
Lab Data:
History:

nonePrex Illness:

Penicillin Allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

276756-1

27-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 024EU 0 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Apr-2007
Vaccine Date

10-Apr-2007
Onset Date

1
Days

27-Apr-2007
Status Date

TX
State Mfr Report Id

Patient returned to clinic within 24 hours of vaccination for macular rash on trunk. Macules approx 1-2 cm, annular. Pt did test (+) for strep and was diagnosed
with gutate psoriasis vs vaccine rxn.

Symptom Text:

Other Meds:
Lab Data:
History:

nonePrex Illness:

4/10/07 (+) Strep
Acne

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

276758-1

27-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Guttate psoriasis, Rash macular, Streptococcal identification test positive

 NO CONDITIONS, NOT SERIOUS

Related reports:   276758-2;  276758-3

Other Vaccine
18-Apr-2007

Received Date

fever~Vaccine not specified~~0~In PatientPrex Vax Illns:

VARCEL
HPV4
HEPA
MNQ

MERCK & CO. INC.
MERCK & CO. INC.
MERCK & CO. INC.
AVENTIS PASTEUR

1501F
1424F
1213F
U2155UA

1
0
0
0

Right arm
Right arm
Left arm

Right arm

Unknown
Unknown
Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Apr-2007
Vaccine Date

11-Apr-2007
Onset Date

2
Days

03-May-2007
Status Date

TX
State Mfr Report Id

Pt presented with rash discrete erythematous lesion on trunk, Afebrile no lesion prior to immunization.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Acne

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

276758-2

08-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash erythematous

 NO CONDITIONS, NOT SERIOUS

Related reports:   276758-1;  276758-3

Other Vaccine
24-Apr-2007

Received Date

Prex Vax Illns:

VARCEL
MNQ
HPV4
HEPA

MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.
MERCK & CO. INC.

1501F
U2155CA
1424F
1213F

1
0
0
0

Left arm
Right arm
Right arm
Left arm

Subcutaneously
Intramuscular
Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Apr-2007
Vaccine Date

09-Apr-2007
Onset Date

0
Days

13-Jun-2007
Status Date

--
State

WAES0704USA04271
Mfr Report Id

Information has been received from a physician concerning a 15 year old female who on 09-APR-2007 was vaccinated with Gardasil (lot #654885/1424F).
Concomitant therapy included Vaqta (Merck, Varivax (Merck) and Menactra. Within 24 hours, the patient experienced a rash on the trunk of her body. On 10-
APR-2007, the patient returned to the office and a strep test was positive for strep throat. The patient subsequently recovered from the strep throat and the rash
on the trunk of her body. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

throat culture 04/10/07 + - strep
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

276758-3

13-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pharyngitis streptococcal, Rash

 NO CONDITIONS, NOT SERIOUS

Related reports:   276758-1;  276758-2

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

VARCEL
HEPA
HPV4

MERCK & CO. INC.
MERCK & CO. INC.
MERCK & CO. INC.

NULL
NULL
1424F

Unknown
Unknown
Unknown

Unknown
Unknown

Intramuscular



10 JUN 2008 06:27Report run on: Page 1632
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Apr-2007
Vaccine Date

Unknown
Onset Date Days

27-Apr-2007
Status Date

TX
State Mfr Report Id

Patient c/o nausea, fever, HA, fatigue 3 days, cont. sxs.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Sulfur

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

276760-1

27-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Fatigue, Headache, Nausea, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0014U 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Mar-2007
Vaccine Date

11-Mar-2007
Onset Date

4
Days

23-Apr-2007
Status Date

CA
State Mfr Report Id

pt. received TDAP,HPV,VZV and MENING on 3/7/07. Within a week, one of the injections sites swelled,became painful and red. The doctor's office was notified
of this reaction. Within two weeks of injections, both lips swelled for one day. Within 4 weeks of injection, lips cracked and by the fith week after injection pt was
hospitalized for severe stomatitis. Please note, the pt has never suffered these symptoms before, nor has she seeked care for this problem prior to this
outbreak. Pt became dehydrated and needed i.v. care. Pt had blister type lesions that started on the outside of the lips and continued to spread to the back of
the throat. Pt has improved greatly and should have a full recovery. 6/27/07-records received from facility. Oral lesion, virus culture positive for herpes simplex
virus. Blood culture no growth. No documentation to support hospitalization.

Symptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

lip culture and blood cultures.
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

276797-1 (S)

27-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blister, Blood culture negative, Chapped lips, Dehydration, Fluid replacement, Herpes simplex, Injection site erythema, Injection site pain, Injection site
swelling, Lip swelling, Stomatitis

 ER VISIT, HOSPITALIZED, SERIOUS

Related reports:   276797-2

Other Vaccine
18-Apr-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
TDAP
MNQ

UNKNOWN MANUFACTURER
MERCK & CO. INC.
UNKNOWN MANUFACTURER
SANOFI PASTEUR

NULL
NULL
NULL
U2002AC

1
Unknown
Unknown
Unknown
Unknown

Intramuscular
Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 1634
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Mar-2007
Vaccine Date

11-Mar-2007
Onset Date

4
Days

21-Jun-2007
Status Date

CA
State

200702148
Mfr Report Id

Initial report received on 07 June 2007 from another manufacturer, report# WAES0705USA05087. The initial reporter to this manufacturer had been the FDA,
VAERS# not provided. Verbatim from the report: "Information has been received on request from the FDA under the Freedom of information Act regarding a 16
year old female patient with no medical history or allergies, who on 07-MAR-2007 was vaccinated IM with a second dose of Gardasil. Concomitant suspect
therapy given on 07-MAR-2007 included a dose varicella virus vaccine live (manufacturer unknown). Other concomitant therapy included MENACTRA and a
dose of Dtap. On 11-MAR-2007, within a week one of the injection sites swelled and became painful and red. The doctor's office was notified of this reaction.
Within two weeks of injections, both lips swelled for one day. Within 4 weeks of injection, lips cracked and by the fifth week after injection the patient was
hospitalized for severe stomatitis. The patient has never suffered these symptoms before, nor has she seeked care for the problem prior to this. The patient
became dehydrated and needed I.V. care. The patient had blister type lesions that started on the outside of the lips and continued to spread to the back of the
throat. Diagnostic laboratory tests included blood culture and lip culture. The patient has improved greatly and should have a full recovery. The original
reporting source was not provided. No further information is available." It was reported in the structured field of the report that all vaccines had been
administered intramuscularly.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory-lip culture, blood culture (no results provided).

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

276797-2 (S)

05-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chapped lips, Dehydration, Injection site erythema, Injection site pain, Injection site swelling, Lip blister, Lip swelling, Stomatitis, Wrong drug administered

 ER VISIT, HOSPITALIZED, SERIOUS

Related reports:   276797-1

Other Vaccine
20-Jun-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
TDAP
MNQ

MERCK & CO. INC.
MERCK & CO. INC.
UNKNOWN MANUFACTURER
SANOFI PASTEUR

NULL
NULL
NULL
NULL

Unknown
Unknown
Unknown
Unknown

Intramuscular
Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 1635
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

--
State

WAES0703USA03399
Mfr Report Id

Information has been received from a health professional, via a company representative, concerning a female patient who was vaccinated with a dose, 0.5 ml
of Gardasil (date not specified). It was reported that the patient "developed auto immune disease soon after the injection." The patient sought unspecified
medical attention. No further information is expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276800-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Autoimmune disorder

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1636
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Dec-2006
Vaccine Date

01-Dec-2006
Onset Date

0
Days

16-May-2007
Status Date

--
State

WAES0703USA03402
Mfr Report Id

Information has been received from the mother of a 21 year old female with sulfonamide allergy who in December 2006, was vaccinated with 0.5 ml Gardasil IM
and fainted afterward. There was no concomitant medication. Subsequently, the patient recovered. Unspecified lab testing was performed. Additional
information is not expected.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Sulfonamide allergyPrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

276801-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1637
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Mar-2007
Vaccine Date

15-Mar-2007
Onset Date

0
Days

16-May-2007
Status Date

MA
State

WAES0703USA03424
Mfr Report Id

Information has been received from a physician concerning a 17 year old  female patient who on 15-MAR-2007 was vaccinated with the first dose of Gardasil.
Concomitant therapy included traxodone HC1 and citalopram. On 15-MAR-2007 the patient experienced generalized hives. Treatment included
diphenhydramine HC1 (BENADRYL), and at the time of the report the patient was reported to be recovering. Additional information has been requested.

Symptom Text:

citalopram; trazodone hydrochlorideOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

276802-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1638
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Feb-2007
Vaccine Date

Unknown
Onset Date Days

16-May-2007
Status Date

--
State

WAES0703USA03428
Mfr Report Id

Information has been received from a nurse practitioner concerning her 14 year old daughter with no reported medical history who in February 2007, was
vaccinated with the first dose of Gardasil intramuscularly. There was no concomitant medications. The patient felt woozy and fainted approximately 5 minutes
after receiving the vaccine. Subsequently, the patient recovered from the events. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

276803-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1639
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Mar-2007
Vaccine Date

09-Mar-2007
Onset Date

0
Days

16-May-2007
Status Date

NY
State

WAES0703USA03455
Mfr Report Id

Information has been received from a physician concerning a 16 year old female with no reported medical history who on 09-MAR-2007 was vaccinated with
Gardasil intramuscularly. There was no concomitant medication. On 09-MAR-2007 the patient experienced a pale face. Subsequently, the patient recovered
from pale face. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

276804-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pallor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1640
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

NY
State

WAES0703USA03461
Mfr Report Id

Information has been received from a physician concerning a 17 year old female who was vaccinated with Gardasil. Subsequently the patient fainted after
being administered the vaccine. As of 16-MAR-2007 the patient was recovering. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

276805-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1641
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Mar-2007
Vaccine Date

15-Mar-2007
Onset Date

0
Days

16-May-2007
Status Date

AZ
State

WAES0703USA03468
Mfr Report Id

Information has been received from a registered nurse concerning a 49 year old female with penicillin allergy, sulfa allergy, ciprofloxacin hydrochloride (Cipro)
allergy, erythromycin (E-Mycin) allergy and hypothyroidism who on 15-MAR-2007 was vaccinated with Gardasil, IM. Concomitant therapy included
Levaothyroxine Na (SYNTHROID), vitamin B (unspecified) and valacyclovir HC1 (VALTREX). On 15-MAR-2007, after receiving the first dose of Gardasil, the
patient became drowsy and had trouble taking a deep breath. The patient was not in distress. No treatment was provided. The patient called the physician back
on 16-MAR-2007 and reported she was still having trouble taking a deep breath. Additional information has been requested.

Symptom Text:

SYNTHROID; VALTREX; vitamin b (unspecified)Other Meds:
Lab Data:
History:
Prex Illness:

Penicillin allergy; Sulfonamide allergy; Drug hypersensitivity; Hypothyroidism

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
49.0

276806-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypoventilation, Inappropriate schedule of drug administration, Somnolence

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1642
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Feb-2007
Vaccine Date

16-Feb-2007
Onset Date

7
Days

16-May-2007
Status Date

VA
State

WAES0703USA03472
Mfr Report Id

Information has been received from a registered nurse concerning a 23 year old female who on 09-FEB-2007 was vaccinated with Gardasil (yeast). On
approximately 16-FEB-2007 the patient presented with rectal warts. The patient's rectal warts persisted as of 16-MAR-2007. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

276807-1

29-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anogenital warts

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1643
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

WV
State

WAES0703USA03526
Mfr Report Id

Information has been received from a physician concerning a 17 year old female who was vaccinated with Gardasil. Subsequently the patient passed out 4
days after vaccination. Patient outcome was not reported. The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

276808-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1644
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Feb-2007
Vaccine Date

16-Feb-2007
Onset Date

0
Days

16-May-2007
Status Date

--
State

WAES0703USA03538
Mfr Report Id

Information has been received from a nurse practitioner concerning a female who a month ago, on approximately 16-FEB-2007, was vaccinated with 0.5 ml
Gardasil. When the patient received Gardasil therapy her arm got sore for over a month. As of 16-MAR-2007 the patient had not recovered, and the patient
rejected to have a second dose of Gardasil. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276809-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1645
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Mar-2007
Vaccine Date

09-Mar-2007
Onset Date

0
Days

16-May-2007
Status Date

CT
State

WAES0703USA03601
Mfr Report Id

Information has been received from a physician at an university student health facility concerning a 22 year old female with a penicillin and amoxicillin allergies
and no pertinent medical history who had no problems with her first dose of Gardasil and was vaccinated at a private physician's office with the second dose on
09-MAR-2007 of Gardasil. Concomitant therapy included unspecified hormonal contraceptives. On 09-MAR-2007 the patient experienced burning sensation in
arm in which she was vaccinated as well as nausea. The patient stated that she was vaccinated high in her arm possibly in the joint space which caused her
immediate discomfort. She thought the needle hit her joint. The patient sought unspecified medical attention. As of 19-MAR-2007 the patient continued to have
pain in the arm and shoulder which she thought was due to the injection technique. The patient took ibuprofen which helped the pain. The patient planned to
see someone in the sports-medicine department for further assessment. Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:

Penicillin allergy; Specific allergy (drug)Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

276810-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Burning sensation, Injection site pain, Nausea, Wrong technique in drug usage process

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1646
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Mar-2007
Vaccine Date

12-Mar-2007
Onset Date

0
Days

16-May-2007
Status Date

--
State

WAES0703USA03610
Mfr Report Id

Information has been received from a nurse concerning a female with diabetes who on approximately 12-MAR-2007, last week, was vaccinated with Gardasil.
Concomitant therapy included insulin. On approximately 12-MAR-2007, the patient experienced blood sugar out of control for 48 hours after receiving Gardasil.
The patient sought unspecified medical attention. On approximately 14-MAR-2007, the patient from blood sugar out of control. Additional information has been
requested.

Symptom Text:

insulinOther Meds:
Lab Data:
History:

DiabetesPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276811-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blood glucose abnormal, Condition aggravated

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1647
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Jan-2007
Vaccine Date

08-Mar-2007
Onset Date

63
Days

16-May-2007
Status Date

OH
State

WAES0703USA03613
Mfr Report Id

Information has been received from a physician concerning a 22 year old female patient with allergies to codeine (unspecified) and Benadryl and a history of an
atypical Papanicolaou smear but negative for human papilloma virus (HPV), who on 04-JAN-2007 was vaccinated, IM, with the first dose of Gardasil and on 08-
MAR-2007 was vaccinated, IM, with the second dose of Gardasil. Concomitant therapy included hormonal contraceptives (unspecified). On 08-MAR-2007, the
patient's pap smear results were received as "positive for HPV," and the second dose had already been administered. Additional information has been
requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:

Drug hypersensitivityPrex Illness:

Pap test 03/08?/07 - Positive for HPV
Papanicolaou smear abnormal; Human papilloma virus test negative

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

276812-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Smear cervix abnormal

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1648
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Mar-2007
Vaccine Date

15-Mar-2007
Onset Date

0
Days

23-Apr-2007
Status Date

--
State

WAES0703USA03619
Mfr Report Id

Information has been received from a nurse concerning a 27 year old female (inappropriate age) who on 15-MAR-2007 was vaccinated with HPV. On 15-MAR-
2007, the patient experienced burning in her arm near the injection site as well as burning in her throat after receiving HPV. The patient sought unspecified
medical attention. On 15-MAR-2007, the patient recovered from burning in her arm near the injection site and burning in her throat. Additional information has
been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
27.0

276813-1

07-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, Injection site irritation, Throat irritation

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1649
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

--
State

WAES0703USA03621
Mfr Report Id

Information has been received from a physician, via company representative, concerning a patient who was vaccinated with a dose, 0.5ml, IM, of Gardasil (date
not specified). Subsequently the patient "had a reaction to Gardasil." The patient sought unspecified medical attention. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276814-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Unevaluable event

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1650
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Mar-2007
Vaccine Date

17-Mar-2007
Onset Date

0
Days

16-May-2007
Status Date

--
State

WAES0703USA03681
Mfr Report Id

Information has been received from a nurse concerning a 13 year old female patient who on 17-MAR-2007 was vaccinated with a dose of Gardasil, lot
#655619/1427F. The nurse reported that she noticed that the syringe was leaking, and she couldn't quantify how much vaccine was received. She added that
several minutes after the injection, the patient felt a bit faint, but recovered with no specific intervention. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

276815-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope, Underdose

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1427F Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1651
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Mar-2007
Vaccine Date

17-Mar-2007
Onset Date

0
Days

16-May-2007
Status Date

--
State

WAES0703USA03686
Mfr Report Id

Information has been received from a registered nurse concerning a 13 year old female with no pertinent medical history and no drug reactions or allergies who
on 17-MAR-2007 was vaccinated IM into the left deltoid with Gardasil (Lot #655619/1427F). The nurse reported the patient was administered an incomplete
dose of Gardasil and soon after fainted. The nurse also reported that while she was administering the patient's first dose of Gardasil she experienced some
resistance in the plunger of the syringe. Before finishing the injection, some of the vaccine leaked out around the injection site. When the patient was informed
of the problem and possibly of another injection she fainted. The patient fainted 3-4 minutes after the vaccine was administered. On 17-MAR-2007, she
recovered quickly. The patient's vital signs were taken and she was monitored for twenty minutes. The office received an e-mail from the patient's father one
hour after she left the office which stated that she had fully recovered. There were no laboratory diagnostic studies performed. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

276816-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Incorrect dose administered, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1427F Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 1652
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Mar-2007
Vaccine Date

05-Mar-2007
Onset Date

0
Days

16-May-2007
Status Date

--
State

WAES0703USA03689
Mfr Report Id

Information has been received from a registered nurse concerning a 34 year old female with sulfonamide allergy and no pertinent medical history who was
vaccinated with Gardasil. There was no concomitant medication. The nurse reported that the patient developed muscle weakness in both her legs and "electric
shooting" pains in both legs, after each of two immunizations with Gardasil. The first immunization was given on 04-JAN-2007. The second immunization,
Gardasil 0.5 mL was given intramuscularly on 05-MAR-2007. There were no laboratory diagnostic studies performed. Additional information has been
requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Sulfonamide allergyPrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
34.0

276817-1

31-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, Medication error, Muscular weakness, Pain, Similar reaction on previous exposure to drug

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1424F Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1653
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Feb-2007
Vaccine Date

27-Feb-2007
Onset Date

26
Days

16-May-2007
Status Date

--
State

WAES0703USA03691
Mfr Report Id

Information has been received from a 24 year old female registered nurse with no drug reactions/allergies and no reported medical history who on 01-FEB-
2007 was vaccinated with the first dose of Gardasil intramuscularly. Concomitant therapy included ORTHO TRI-CYCLEN LO. On 27-FEB-2007 the patient had
a complete blood count with differential and her white blood cell count was low. Another CBC with differential was taken on 19-MAR-2007 (results pending).
Additional information has been requested.

Symptom Text:

ORTHRO TRI-CYCLEN LOOther Meds:
Lab Data:
History:
Prex Illness:

WBC count 02/27/2007 - low, WBC count 03/19/07 - results not reported
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

276818-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 White blood cell count decreased

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1654
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Feb-2007
Vaccine Date

20-Feb-2007
Onset Date

5
Days

16-May-2007
Status Date

--
State

WAES0703USA03705
Mfr Report Id

Information has been received from a physician concerning a 16 year old female who on 15-FEB-2007 was vaccinated with Gardasil (Lot 654389/0961F).
There was no concomitant medication. On 20-FEB-2007 the patient presented to the physician's office with shortness of breath and racing heart. Blood tests
were performed (results unknown). The patient was referred to a cardiologist. On 16-MAR-2007, the cardiologist examined the patient and administered an
echocardiogram and Holter monitor (results unknown). Patient outcome was not reported. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Holter monitoring 03/16/07, 02/20/07 - blood tests, echocardiography 03/16/07
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

276819-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dyspnoea, Echocardiogram, Electrocardiogram ambulatory, Palpitations

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0961F Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Mar-2007
Vaccine Date

09-Mar-2007
Onset Date

5
Days

16-May-2007
Status Date

VA
State

WAES0703USA03709
Mfr Report Id

Information has been received from a physician concerning a female who on 04-MAR-2007 was vaccinated with Gardasil. On 09-MAR-2007 the patient
presented with an abnormal papanicolaou (PAP) test. Unspecified medical attention was sought. Patient outcome was not reported. Additional information has
been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Pap test 03/09/07 abnor
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276820-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Smear cervix abnormal

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Mar-2007
Vaccine Date

13-Mar-2007
Onset Date

1
Days

16-May-2007
Status Date

--
State

WAES0703USA03712
Mfr Report Id

Information has been received from a health professional concerning a 14 year old female who on 12-MAR-2007 was vaccinated with Gardasil (Lot
653736/0014U). On 13-MAR-2007 the patient experienced a rash on her chest, back and face. On 14-MAR-2007, the patient experienced fatigue. On that
same day, the patient went to see her pediatrician who placed her on therapy with hydrocortisone (manufacturer unknown) and BENADRYL. The patient did not
improve and hydrocortisone and felt to be ineffective (WAES#0703USA04721). On 16-MAR-2007, the patient experienced vomiting and diarrhea. The patient's
rash, fatigue, vomiting and diarrhea persisted. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

276821-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Diarrhoea, Fatigue, Rash, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0014U Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Jan-2007
Vaccine Date

19-Jan-2007
Onset Date

0
Days

16-May-2007
Status Date

DE
State

WAES0703USA03715
Mfr Report Id

Information has been received from a registered nurse, via a company representative, concerning the nurse's daughter, a 22 year old female patient, who on
19-JAN-2007 was vaccinated with the first dose, 0.5ml, IM, of Gardasil (Lot# 654540/0800F). There was no concomitant medication. On 19-JAN-2007 the
patient "experienced numbness and tenderness around the injection site." The nurse reported that the pain woke her daughter up at night and continued for a
month, and indicated that "contact with the area was extremely painful. There was no swelling or erythema." On 18-FEB-2007, the patient had recovered from
the numbness and tenderness. The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

276822-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site anaesthesia, Injection site pain, Pain

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0800F 0 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jan-2007
Vaccine Date

01-Jan-2007
Onset Date

0
Days

16-May-2007
Status Date

--
State

WAES0703USA03725
Mfr Report Id

Information has been received from a pharmacist concerning her daughter, a female "in her early 20's," who in January 2007, was vaccinated with the second
dose, 0.5ml, IM, of Gardasil. The pharmacist reported she did not think her daughter received the full 0.5ml dose, and stated there was "some of the
suspension remaining" in the vial. In additional, the pharmacist reported her daughter developed a sore arm, which she believed was "from the nurse's
administration technique and not from the product." The patient sought unspecified medical attention. No further information is available.

Symptom Text:

UnkOther Meds:
Lab Data:
History:
Prex Illness:

Unk
Unk

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

276823-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Underdose

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Mar-2007
Vaccine Date

15-Mar-2007
Onset Date

0
Days

16-May-2007
Status Date

--
State

WAES0703USA03736
Mfr Report Id

Information has been received from a physician concerning a 13 year old female who on 15-MAR-2007 was vaccinated intramuscularly with the first dose of
Gardasil (Lot# not reported). Concomitant therapy included tetanus toxoid (manufacturer unknown). On 16-MAR-2007 the patient called her physician office
and reported that at an unspecified time on 15-MAR-2007 post vaccination she developed dizziness, vomiting and a fever (actual temperature not reported).
Unspecified medical attention was sought. The patient has not contacted the physician again.

Symptom Text:

UnkOther Meds:
Lab Data:
History:
Prex Illness:

Unk

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

276824-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Pyrexia, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Dec-2006
Vaccine Date

15-Jan-2007
Onset Date

31
Days

16-May-2007
Status Date

NY
State

WAES0703USA03739
Mfr Report Id

Information has been received from a physician concerning his daughter, a female patient, with a penicillin allergy, who on 15-DEC-2006 was vaccinated with
the first dose, 0.5ml, IM, of Gardasil. There was no concomitant medication. On approximately 15-JAN-2007 (" one month later") the physician's daughter
experienced "numbness and pain in her right foot and leg." The physician reported that his daughter was examined by both a neurologist and a rheumatologist,
and was not certain if she was "experiencing significant disability," but was waiting to see if the numbness and pain resolved. The physician reported there was
"some improvement." Additional information has been requested. 01-Jan-2007 magnetic resonance imaging, Negative, 01-Jan-2007 serum C-reactive protein
test, Negative, 01-Jan-2007 serum antinuclear antibodies test, Positive

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Penicillin allergyPrex Illness:

magnetic resonance 01?/??/07 - Negative, serum C-reactive 01?/??/07 - negative, serum ANA 01?/??/07 - positive

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276825-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Pain, Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

CA
State

WAES0703USA03746
Mfr Report Id

Information has been received from a registered nurse, via a company representative, concerning a female patient who was vaccinated with a dose of Gardasil.
The nurse reported that the patient left to go to the hospital lab, and approximately 10 minutes after the vaccine was administered, she "because very clammy
and faint and felt that she was going to pass out." The patient was referred to the emergency services department.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276826-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cold sweat, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
25-Oct-2006
Onset Date Days

16-May-2007
Status Date

CA
State

WAES0703USA03749
Mfr Report Id

Information has been received from a physician, via a company representative, concerning a patient who was vaccinated with a dose of Gardasil (date not
specified). On 25-OCT-2006 the patient developed "a temperature elevation of 102 degrees." Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276827-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Body temperature increased

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Mar-2007
Vaccine Date

14-Mar-2007
Onset Date

2
Days

16-May-2007
Status Date

--
State

WAES0703USA03774
Mfr Report Id

Information has been received from a consumer concerning her daughter, a 19 year old female with a sulfonamide allergy and drug hypersensitivity to benzyl
peroxide, who was vaccinated with the first dose of Gardasil (date not specified), and on 12-MAR-2007 was vaccinated with the second dose of Gardasil.
Concomitant therapy included birth control (unspecified). The consumer reported that after the first vaccination, her daughter's "arm was sore." On 14-MAR-
2007, two days after the second vaccination, the patient developed a fever (unspecified), chest pressure, elevated heart rate (unspecified) and lethargy. The
consumer reported her daughter had the following diagnostics performed: "blood test, electrocardiogram (EKG), computed tomography scan (CT), and a chest
x-ray, however the results were not reported. It was unknown if the patient's arm soreness resolved. The patient's fever, chest pressure, elevated heart rate and
lethargy persisted. Additional information has been requested.

Symptom Text:

(therapy unspecified)Other Meds:
Lab Data:
History:

Contraception; Sulfonamide allergy; Drug hypersensitivityPrex Illness:

chest X-ray 03/??/07, computed axial 03/??/07, diagnostic laboratory 03/??/07, electrocardiogram 03/??/07

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

276828-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chest discomfort, Heart rate increased, Lethargy, Pain in extremity, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Mar-2007
Vaccine Date

19-Mar-2007
Onset Date

4
Days

16-May-2007
Status Date

CA
State

WAES0703USA03790
Mfr Report Id

Information has been received from a physician concerning a 13 year old female patient who on 15-MAR-2007 was vaccinated IM with a first dose of Gardasil,
lot #654510/0962F. Concomitant therapy included Adacel, Menactra and tuberculin purified protein derivative. On 19-MAR-2007 the patient developed an off
cycle additional menstrual cycle with a heavy flow. Unspecified medical attention was sought. The patient's outcome was unknown. Additional information has
been requested.

Symptom Text:

tuberculin purified protein derivativeOther Meds:
Lab Data:
History:
Prex Illness:

Unk
Unk

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

276829-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Menorrhagia

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

TDAP
HPV4
MNQ

SANOFI PASTEUR
MERCK & CO. INC.
SANOFI PASTEUR

NULL
0962F
NULL

0
Unknown
Unknown
Unknown

Unknown
Intramuscular

Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Mar-2007
Vaccine Date

14-Mar-2007
Onset Date

0
Days

16-May-2007
Status Date

MD
State

WAES0703USA03793
Mfr Report Id

Information has been received from a physician concerning a 11 year old female patient with chronic allergies who on 14-MAR-2007 was vaccinated IM with a
dose of Gardasil. lot # 655849/0263U. Later that day she developed a headache between her eyes and malaise. On 16-MAR-2007 patient had a physical
examination which was normal. Her symptoms did not resolve until 18-MAR-2007. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Physical examination 03/16/07 - normal
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

276830-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Malaise

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0263U Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Jan-2007
Vaccine Date

08-Jan-2007
Onset Date

0
Days

16-May-2007
Status Date

CA
State

WAES0703USA03856
Mfr Report Id

Information has been received from a health care professional concerning a 15 year old female patient who on 08-JAN-2007 was vaccinated in her right arm
with a first dose of Gardasil, lot #654389/0961F. Subsequently the patient developed nausea, headache, dizziness, cramping and soreness. The patient's
outcome was unknown. Additional information is not expected.

Symptom Text:

UnkOther Meds:
Lab Data:
History:
Prex Illness:

Unk
Unk

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

276831-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Headache, Muscle spasms, Nausea, Pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0961F 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Jan-2007
Vaccine Date

20-Feb-2007
Onset Date

39
Days

16-May-2007
Status Date

CA
State

WAES0703USA03860
Mfr Report Id

Information has been received from a Registered Nurse Practitioner (R.N.P.) concerning a 14 year old female student who on 12-JAN-2007 was vaccinated IM
in her left deltoid with a first dose of Gardasil, lot# 655619/1427F. Concomitant therapy included ADDERALL TABLETS, STRATTERA, PROZAC, montelukast
sodium, bupropion, "exofendadine", ranitidine and minocycline. Of note, the patient was switching from CONCERTA to ADDERALL. On 20-FEB-2007 the
patient developed arthralgias in hips, ankles, and hands. Patient saw pediatrician. It was reported that the events persisted as of 09-MAR-2007. On 16-MAR-
2007 the patient's mother reported, the events resolved. The outcome was unknown. Additional information has been requested.

Symptom Text:

(therapy unspecified), ADDERALL TABLETS, STRATTERA, bupropion hydrochloride, PROZAC, minocycline, SINGULAIR, ranitidineOther Meds:
Lab Data:
History:

Prophylactic vaccinationPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

276832-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1427F 0 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Jan-2007
Vaccine Date

02-Feb-2007
Onset Date

10
Days

16-May-2007
Status Date

IL
State

WAES0703USA03870
Mfr Report Id

Information has been received from a physician concerning a 15 year old female patient who on 23-JAN-2007 was vaccinated IM with a first dose of Gardasil,
lot#654702/0011u. On an unspecified date, the patient received the second dose of Gardasil, lot #656372/0243U. 10 days after the first injection (on 02-FEB-
2007) the patient developed fever of 103F. She developed fever of 103F 6 days after her second dose of Gardasil. The patient recovered completely after the
first dose and the status was unknown after the second dose. Medical attention was sought. Additional information has been requested.

Symptom Text:

UnkOther Meds:
Lab Data:
History:
Prex Illness:

body temp, 02/02/07, 103.F; body temp 103.F; WBC count; 02/22/07 3.8
Unk

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

276833-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pyrexia, Vaccine positive rechallenge

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0011U 0 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Mar-2007
Vaccine Date

19-Mar-2007
Onset Date

0
Days

16-May-2007
Status Date

AL
State

WAES0703USA03891
Mfr Report Id

Information has been received from a physician concerning a female patient who on 19-MAR-2007 was vaccinated with a dose of Gardasil. After receiving the
injection the patient developed a rash that extended from head  to toe. Unspecified medical attention was sought. The patient's outcome was unknown.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276834-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash generalised

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jan-2007
Vaccine Date

Unknown
Onset Date Days

16-May-2007
Status Date

--
State

WAES0703USA03894
Mfr Report Id

Information has been received from a Physician Assistant (P.A.) concerning a 24 year old female patient who in January 2007, was vaccinated IM with a dose
of Gardasil. In MAR-2007 the patient tested positive for 3 types of Human Papilloma Virus (HPV) that are in the vaccine (types unspecified). The reporter did
not think that the patient was tested prior to vaccination so it was unknown whether or not the patient was originally positive or negative for the HPV types. The
Polymerase Chain Reaction (PCR) test was taken in March 2007. The outcome of the patient was unknown. Additional information has been requested.

Symptom Text:

UnkOther Meds:
Lab Data:
History:
Prex Illness:

hematology, 03/07, positive for 3 types of HPV
Unk

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

276835-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Human papilloma virus test positive

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Mar-2007
Vaccine Date

06-Mar-2007
Onset Date

0
Days

16-May-2007
Status Date

MD
State

WAES0703USA03913
Mfr Report Id

Information has been received from a physician via a company representative concerning a 15 year old female with juvenile rheumatoid arthritis who on 06-
MAR-2007 was vaccinated with a first dose of Gardasil. There was no concomitant medication. On approximately 06-Mar-2007 ("over a six day period after
vaccination") the patient experienced painful swelling in her wrist joints and hives on most of her body. subsequently, on 12-MAR-2007, the patient recovered.
The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Juvenile rheumatoid arthritisPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

276836-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Joint swelling, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Mar-2007
Vaccine Date

19-Mar-2007
Onset Date

0
Days

16-May-2007
Status Date

--
State

WAES0703USA03920
Mfr Report Id

Information has been received from a pharmacist concerning a 14 year old female patient, who on 19-MAR-2007 was vaccinated in the right arm, with the first
dose of Gardasil (yeast). There was no concomitant medication. On 19-MAR-2007, "within one hour of the vaccination," the patient developed swelling and
coldness in the right arm and hand. The patient was reported to be recovering at the time of this report. The patient sought unspecified medical attention.
Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

276837-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Feeling cold, Swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Jan-2007
Vaccine Date

08-Jan-2007
Onset Date

0
Days

16-May-2007
Status Date

MA
State

WAES0703USA03921
Mfr Report Id

Information has been received from a physician, via a company representative, concerning an 18 year old female patient who on 08-JAN-2007 was vaccinated
with the first dose, 0.5 of Gardasil, and on approximately 08-MAR-2007 ("two months later") was vaccinated with the second dose, 0.5 ml, of Gardasil. The
physician reported that on 08-JAN-2007, soon after receiving the first vaccination, the patient passed out, "she recovered after a short while in the physician
office." Following the second vaccination, the physician reported the patient "had no ill effects". Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

276838-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Dec-2006
Vaccine Date

01-Feb-2007
Onset Date

62
Days

16-May-2007
Status Date

--
State

WAES0703USA03925
Mfr Report Id

Information has been received from a physician concerning a 17 year old female who on 01-DEC-2006 was vaccinated with the first dose of Gardasil. IM.
Concomitant medication was not reported. In February 2007, the patient went to the physician's office for the second dose of Gardasil but the patient had a
fever and was sick, so the second dose was not given. On 20-MAR-2007, the patient received the second dose of Gardasil. Subsequently on an unspecified
date, the patient recovered from the events. The causality of the events was not reported. Additional information has been requested.

Symptom Text:

UnkOther Meds:
Lab Data:
History:
Prex Illness:

Unk

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

276839-1

01-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Malaise, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1675
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

--
State

WAES0703USA03939
Mfr Report Id

Information has been received from the mother of a female who was vaccinated with the second dose of Gardasil. Subsequently the patient experienced pain.
The mother reported that her daughter will receive the third vaccination "late". Additional information has been requested. It was also reported that another
daughter was vaccinated with Gardasil and experienced pain (WAES 0703USA02877).

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276840-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pain

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1676
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Mar-2007
Vaccine Date

01-Mar-2007
Onset Date

0
Days

16-May-2007
Status Date

--
State

WAES0703USA03959
Mfr Report Id

Information has been received from a nurse concerning a female patient (age not reported) who in March 2007 "within the last several weeks," was vaccinated
with Gardasil. Concomitant medication was not reported. Subsequently in March "within the last several weeks", the patient experienced shortness of breath
after receiving Gardasil. The patient was sent to the emergency room, however it was unknown if the patient was admitted to the hospital. The outcome and
causality of the event was not reported. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276841-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dyspnoea

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1677
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Jan-2007
Vaccine Date

12-Jan-2007
Onset Date

1
Days

16-May-2007
Status Date

IA
State

WAES0703USA03963
Mfr Report Id

Information has been received from a Nurse Practitioner (N.P.) concerning a 23 year old female with penicillin allergy who on 11-JAN-2007 was vaccinated IM
with a first dose of Gardasil. Concomitant therapy included lot# 655619/1427F. Concomitant therapy included Ortho-Tri-Cyclen. The patient developed pustular
lesions on her face, chest, umbilical area and bilateral upper extremities one and a half days after receiving the first injection. The patient self-treated with
Proactiv solution. On 20-MAR-2007, it was noted on examination that the lesions remained "about the same." Additional information has been requested.

Symptom Text:

ORTHO-TRI-CYCLENOther Meds:
Lab Data:
History:

Penicillin allergyPrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

276842-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash pustular

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1427F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1678
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

CT
State

WAES0703USA03965
Mfr Report Id

Information has been received from a physician concerning a female patient who was vaccinated with a dose of Gardasil. Two days after the injection, the
patient developed rash at injection site. Her outcome was unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276843-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site rash

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1679
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Feb-2007
Vaccine Date

01-Feb-2007
Onset Date

0
Days

16-May-2007
Status Date

MA
State

WAES0703USA03976
Mfr Report Id

Information has been received from a certified medical assistant assistant and a physician concerning a female with acne and a history of urticaria (2004
unknown cause) who in February 2007 ("about 3 weeks ago"), was vaccinated IM with Gardasil. Concomitant therapy included unspecified antibiotic. Within a
week the patient experienced urticaria, itchiness, low grade fever (100 F) and soreness. Subsequently, the patient recovered from urticaria, itchiness, low grade
fever 100f and soreness. The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

(therapy unspecified)Other Meds:
Lab Data:
History:

AcnePrex Illness:

None
Urticaria

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.4

276844-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pain, Pruritus, Pyrexia, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1680
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Feb-2007
Vaccine Date

12-Mar-2007
Onset Date

28
Days

16-May-2007
Status Date

--
State

WAES0703USA03980
Mfr Report Id

Information has been received from a medical assistant concerning a 17 year old female who on 12-FEB-2007 was vaccinated with the first dose of Gardasil,
(lot#654510/0962F), IM. Concomitant therapy included desogestrel/ethinyl estradiol (APRI). On approximately 12-MAR-2007 ("a month after first dose"), the
patient experienced stomach aches and nausea. The patient sought unspecified medical attention. The patient experienced the symptoms off and on and if the
problem persists the physician may decide to discontinue further series of Gardasil. The patient's stomach aches and nausea persisted. The causality of the
events was not reported. Additional information has been requested.

Symptom Text:

APRIOther Meds:
Lab Data:
History:
Prex Illness:

Unk

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

276845-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain upper, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0962F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1681
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-May-2007
Status Date

--
State

WAES0703USA03982
Mfr Report Id

Information has been received from a physician at a Grand Rounds meeting at a hospital concerning another physician's female teenager patient who was
vaccinated with Gardasil and "recently" experienced unknown hand and arm sensations. The reporting physician did not have any patient information because
it was someone else's patient. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276846-1

15-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Sensory disturbance

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1682
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Jan-2007
Vaccine Date

03-Jan-2007
Onset Date

0
Days

16-May-2007
Status Date

NE
State

WAES0703USA03986
Mfr Report Id

Information has been received from a physician concerning a 23 year old female with a history of cervical intraepithelial neoplasia who on 03-JAN-2007 was
vaccinated with Gardasil (yeast (lot#655165/1425F)). There was no concomitant medication. On 03-JAN-2007 the patient experienced hives all over her body
after vaccination with Gardasil (yeast). The hives appeared all over her body on the day of vaccination. BENADRYL was prescribed to the patient and she fully
recovered 48 hours after the vaccination. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Cervical intraepithelial neoplasia

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

276847-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1425F Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1683
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

NJ
State

WAES0703USA03994
Mfr Report Id

Information has been received from a physician concerning a 31 year old female who was vaccinated with Gardasil. Subsequently the patient developed a
severe rash. The patient was vaccinated in the biceps and possibly subcutaneouusly. The patient was not given a second dose to the previous rash. As of 20-
MAR-2007, the patient was recovering from the severe rash. The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
31.0

276848-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Incorrect route of drug administration, Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Subcutaneously



10 JUN 2008 06:27Report run on: Page 1684
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Mar-2007
Vaccine Date

15-Mar-2007
Onset Date

0
Days

16-May-2007
Status Date

--
State

WAES0703USA03997
Mfr Report Id

Information has been received from a physician concerning a 15 year old female who on 15-MAR-2007 was vaccinated with Gardasil. On 15-MAR-2007, the
patient received her second dose and experienced generalized hives which the physician described as a migratory rash. The patient sought unspecified
medical attention. The patient tolerated her first dose well. Subsequently, the patient recovered from generalized hives and migratory rash. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

276849-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0244U Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1685
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Feb-2007
Vaccine Date

20-Feb-2007
Onset Date

3
Days

16-May-2007
Status Date

--
State

WAES0703USA04003
Mfr Report Id

Information has been received from a physician concerning a 24 year old female who on 17-FEB-2007 was vaccinated with Gardasil (invalid lot# "00140"). On
20-FEB-2007, 3 days after she was administered Gardasil the patient developed swelling and pruritus below the injection site. Subsequently, the patient
recovered. Additional information has been requested.

Symptom Text:

UnkOther Meds:
Lab Data:
History:
Prex Illness:

None
Unk

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

276850-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pruritus, Injection site swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1686
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Feb-2007
Vaccine Date

06-Mar-2007
Onset Date

29
Days

16-May-2007
Status Date

--
State

WAES0703USA04011
Mfr Report Id

Information has been received from a registered nurse concerning a 23 year old female with skin allergies and a rash to other medications in the past who on
05-FEB-2007 was vaccinated IM in the right deltoid with a third dose of Gardasil vaccine (yeast) (lot # 654702/0011U). There was no concomitant medication.
The patient tolerated the vaccination well. Two weeks ago on 06-MAR-2007 the patient noticed a lump at the injection site deep in the muscle. The lump was a
pea in size and was oblong in shape in the right deltoid which was the injection site. No redness, pain or fever noted. The patient took therapy with ADVIL as
needed. The patient was seen last week, on approximately 13-MAR-2007, and the lump had gotten smaller from the last week. As of 20-MAR-2007 the patient
had not fully recovered. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Allergic skin reactionPrex Illness:

Unknown
Drug rash

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

276851-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site mass

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0011U 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 1687
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

--
State

WAES0703USA04014
Mfr Report Id

Information has been received from a physician concerning a 17 or 18 year old female who was vaccinated with Gardasil. Subsequently, the patient
experienced delayed menstrual cycle after receiving Gardasil. She underwent a pregnancy test which was negative. The physician advised the patient to
contact her after one month if she still did not have a menstrual cycle. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Beta-human chorionic
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

276852-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Menstruation delayed

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1688
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Mar-2007
Vaccine Date

07-Mar-2007
Onset Date

0
Days

16-May-2007
Status Date

--
State

WAES0703USA04052
Mfr Report Id

Information has been received from a health professional concerning a 16 year old female who on 07-MAR-2007, was vaccinated with Gardasil (lot#
654535/0960F). There was no local site reaction but on 07-MAR-2007, the patient became dizzy and pale. The patient had to wait 20 minutes in the waiting
room before she was fine (recovered). Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

276853-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Pallor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 654535/0960F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1689
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

--
State

WAES0703USA04060
Mfr Report Id

Information has been received from a registered nurse, concerning a female patient who was vaccinated with the third dose of Gardasil (date unspecified).
There was no concomitant medication. The patient developed "little bumps" that developed about 2 days after the vaccination, "mostly near the arm and neck."
The nurse reported the bumps did not appear to be hives, but that some of the bumps "appeared to be vesicles." The nurse stated that the vesicles resolved
"several days later." The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276854-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blister

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1690
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

--
State

WAES703USA04061
Mfr Report Id

Information has been received from a registered nurse, concerning a female patient who was vaccinated with the third dose of Gardasil (yeast) (date
unspecified). There was no concomitant medication. The patient developed "little bumps" that developed about 2 days after the vaccination, "mostly near the
arm and neck." The nurse reported the bumps did not appear to be hives, but that some of the bumps "appeared to be vesicles." The nurse stated that the
vesicles resolved "several days later." The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276855-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blister

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1691
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

--
State

WAES0703USA04062
Mfr Report Id

Information has been received from a registered nurse, concerning a female patient who was vaccinated with the third dose of Gardasil (date unspecified).
There was no concomitant medication. The patient developed "little bumps" that developed about 2 days after the vaccination, "mostly near the arm and neck."
The nurse reported the bumps did not appear to be hives, but that some of the bumps "appeared to be vesicles." The nurse stated that the vesicles resolved
"several days later." Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276856-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blister

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1692
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

--
State

WAES0703USA04063
Mfr Report Id

Information has been received from a registered nurse, concerning a female patient who was vaccinated with the third dose of Gardasil (yeast) (date
unspecified). There was no concomitant medication. The patient developed "little bumps" that developed about 2 days after the vaccination, "mostly near the
arm and neck." The nurse reported the bumps did not appear to be hives, but that some of the bumps "appeared to be vesicles." The nurse stated that the
vesicles resolved "several days later." The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276857-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blister

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1693
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

--
State

WAES0703USA04141
Mfr Report Id

Information has been received from a consumer, via a company representative, concerning the consumer's 19 year old daughter, with diabetes, who was
vaccinated with a dose, 0.5ml, of Gardasil (date unspecified). Concomitant therapy included hepatitis A virus vaccine (unspecified). The mother reported that
her daughter experienced "tingling in her fingertips after receiving Gardasil. The patient sought unspecified medical attention. Additional information is not
expected.

Symptom Text:

Other Meds:
Lab Data:
History:

DiabetesPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

276858-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Paraesthesia

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
UNKNOWN MANUFACTURER

NULL
NULL

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 1694
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Dec-2006
Vaccine Date

01-Dec-2006
Onset Date

0
Days

16-May-2007
Status Date

PA
State

WAES0703USA04151
Mfr Report Id

Information has been received from a consumer (an office manager), via a company representative, concerning the consumer's 17 year old daughter, who in
December 2006, was vaccinated with the first dose, 0.5ml, of Gardasil vaccine (yeast), and vaccinated with the second dose of Gardasil vaccine (yeast) (date
not specified). In December 2006, three days after the first vaccination, the consumer reported her daughter experienced "dizziness, lightheadedness, vertigo,
difficulty breathing, respiratory distress and bronchial inflammation." The consumer reported her daughter was taken to the ER, but she was not admitted. She
added that a chest x-ray and "bloodwork" were performed (results not provided). In addition, she added that after her daughter experienced nausea, headache,
and dizziness after the second vaccination was administered (dates not specified). At the time of the report, it was unknown if the patient had recovered.
Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Chest x-ray 12/06; diagnostic laboratory 12/06
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

276859-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Bronchial disorder, Dizziness, Dyspnoea, Headache, Inflammation, Nausea, Respiratory distress, Vertigo

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1695
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

--
State

WAES0703USA04152
Mfr Report Id

Information has been received from a registered nurse, via a company representative, concerning a female patient (age not reported) who was vaccinated in
the right arm with a first dose of Gardasil (date unspecified), followed by a second dose of Gardasil (date unspecified). Subsequently, after the first vaccination
the patient developed swelling of two fingers on her left hand. Following the second vaccination, the patient had a recurrence of the swelling in her fingers on
her left hand. The nurse indicated that the swelling had improved. The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276860-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Swelling, Vaccine positive rechallenge

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1696
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Mar-2007
Vaccine Date

06-Mar-2007
Onset Date

0
Days

16-May-2007
Status Date

NY
State

WAES0703USA04153
Mfr Report Id

Information has been received from a nurse, concerning a 20 year old female student, who on 06-MAR-2007 at 11:00 am, was vaccinated with the first dose,
0.5ml, IM in the left deltoid, of Gardasil (Lot # 654702/0011U). The nurse reported that "approximately 5 minutes after" the vaccination (time reported as
11:15am), the patient "felt lightheaded and fainted, lost consciousness for approximately less than a minute." The nurse stated that the patient complained of
feeling "strange in her head" and experienced abdominal cramps" that lasted for approximately 20 minutes. The nurse indicated that the patient had not had
breakfast that morning and felt better after drinking some orange juice. The patient recovered from the events on 07-MAR-2007. No further information is
expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

276861-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Dizziness, Feeling abnormal, Loss of consciousness, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0011U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 1697
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Jan-2007
Vaccine Date

22-Jan-2007
Onset Date

5
Days

16-May-2007
Status Date

NY
State

WAES0703USA04162
Mfr Report Id

Information has been received through the pregnancy registry, from a registered nurse, concerning a 25 year old female patient, who on 17-JAN-2007 was
vaccinated with the first dose, 0.5ML, IM, of Gardasil (Lot # 655617/1447F). There was no concomitant medication. The nurse reported that the patient is
pregnant. The date of the last LMP was 22-JAN-2007, with an estimated date of delivery on 29-OCT-2007. Pregnancy was confirmed by a positive serum
pregnancy test and a "fetal ultrasound" was performed (results not provided). The nurse stated that on 23-FEB-2007, the patient experienced vaginal spotting;
she added the patient also had a "low" serum progesterone level (date and result not provided). Subsequently, the patient recovered from the vaginal spotting
(date unspecified). It was unknown if the low serum progesterone recovered. The patient sought unspecified medical attention. Additional information has been
requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 1/22/2007)Prex Illness:

ultrasound 02?/??/07 - Low, serum beta-human 02?/??/07 - Positive, serum progesterone test 02?/??/07

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

276862-1

04-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Metrorrhagia, Progesterone decreased

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1447F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1698
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Mar-2007
Vaccine Date

18-Mar-2007
Onset Date

3
Days

16-May-2007
Status Date

OH
State

WAES0703USA04164
Mfr Report Id

Information has been received from a registered nurse, via a company representative, concerning a female patient (age with allergies to sulfonamide and
penicillin, who on 15-MAR-2007 was vaccinated with a dose, 0.5 ml, IM, of Gardasil. There was no concomitant medication. On approximately 18-MAR-2007
("three days" later) the patient developed a fever of 104F, and visited the emergency room. Diagnostic labs were as follows: complete metabolic panel (CMP),
urinalysis, "mono, strep and influenza" screenings, all with negative results.

Symptom Text:

NoneOther Meds:
Lab Data:

History:
Prex Illness:

diagnostic laboratory; 03/18/07; negative diagnostic laboratory; 03/18/07; negative Streptococcus oralis; 03/18/07; negative serum Epstein-Barr; 03/18/07;
negative' temperature measurement; 03/18/07; 104 degrees
Sulfonamide allergy; Penicillin allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276863-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Influenza serology negative, Laboratory test normal, Mononucleosis heterophile test negative, Pyrexia, Streptococcal identification test negative, Urine analysis

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1699
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

MD
State

WAES0703USA04166
Mfr Report Id

Information has been received from a physician concerning a 40 year old female patient who was vaccinated with a dose of Gardasil. The patient developed
arthralgia in the opposite arm from the one in which the injection was administered and went to the Emergency Department of local hospital. The patient's
outcome was unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
40.0

276864-1

31-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Inappropriate schedule of drug administration, Medication error

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1700
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Feb-2007
Vaccine Date

Unknown
Onset Date Days

16-May-2007
Status Date

NY
State

WAES0703USA04175
Mfr Report Id

Information has been received from a Registered Nurse (R.N.) concerning a 20 year old female patient who on 16-FEB-2007 was vaccinated IM in the deltoid
muscle with a dose of Gardasil vaccine (yeast), lot # 655617/1447F. The patient recently noted a small lump in her deltoid muscle at the injection site, also
described as a bump in her arm at injection site. Unspecified medical attention was sought. The patient was recovering as of the report day. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

276865-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site mass

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1447F Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1701
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

PA
State

WAES0703USA04178
Mfr Report Id

Information has been received from a health care worker concerning a female patient who was vaccinated with a dose of Gardasil vaccine (yeast). The patient
developed arthritis while taking the Gardasil vaccine (yeast). Unspecified medical attention was sought. The patient was not recovered. Additional information
has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276866-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthritis

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1702
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Mar-2007
Vaccine Date

13-Mar-2007
Onset Date

1
Days

16-May-2007
Status Date

NJ
State

WAES0703USA04190
Mfr Report Id

Information has been received from a registered nurse concerning a 17 year old female with no pertinent medical history or drug reactions/allergies who on 12-
MAR-2007 was vaccinated with Gardasil (yeast) (lot # 657006/0188U). Concomitant therapy included FLONASE and PONSTEL. On 13-MAR-2007 the patient
experienced a fever of 104F. Unspecified medical attention was sought. The patient missed school and was treated with acetaminophen (TYLENOL).
Subsequently, the patient recovered from the fever. Additional information has been requested.

Symptom Text:

FLONASE; PONSTELOther Meds:
Lab Data:
History:
Prex Illness:

Body temp 03/13/07 104F
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

276867-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0188U Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1703
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

--
State

WAES0703USA04207
Mfr Report Id

Information has been received from a health professional concerning his 18 year old daughter who was vaccinated with first dose of Gardasil. Subsequently the
patient experienced injection site pain. The patient's outcome was not reported. No product quality complaint was involved.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

276868-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1704
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Mar-2007
Vaccine Date

20-Mar-2007
Onset Date

0
Days

16-May-2007
Status Date

OH
State

WAES0703USA04224
Mfr Report Id

Information has been received from a registered nurse concerning a 19 year old female who on 20 Mar-2007 was vaccinated with a 0.5 ml dose of Gardasil
vaccine (yeast) (lot # 656051/0244U). Concomitant medication included ethinyl estradiol (+) norethindrone acetate "1/20 BCP's." On 20-MAR-2007 the patient
fainted after receiving a shot of the vaccine. The patient laid down, smelling salt used and was given juice and a granola bar. The patient had not eaten since
the night before. Subsequently, the patient recovered in less than 5 minutes. No product quality complaint was involved. Additional information has been
requested.

Symptom Text:

LOESTRINOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

276869-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0244U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1705
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Feb-2007
Vaccine Date

27-Feb-2007
Onset Date

1
Days

16-May-2007
Status Date

NM
State

WAES0703USA04230
Mfr Report Id

Information has been received from a certified medical assistant concerning a 17 year old female with seasonal allergies, glucose intolerance and penicillin
allergy who on 06-DEC-2006 was vaccinated IM 0.5 mL, first dose , with Gardasil (lot#653978/0955F). The patient received her second vaccination IM 0.5mL of
Gardasil (lot#653978/0955F) on 26-FEB-2007. There was no concomitant medication. On 27-FEB-2007 the patient experienced fatigue and widespread joint
pain. No adverse event was reported on the first vaccination. The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Seasonal allergy; Glucose intolerance, Penicillin allergyPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

276870-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Fatigue

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0955F 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1706
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

NC
State

WAES0703USA04240
Mfr Report Id

Information has been received from a health professional concerning a female who was vaccinated with a first dose of Gardasil vaccine (yeast). Subsequently,
the patient developed blood clots in her legs. It was reported that the patient was treated by her primary care physician. The patient's outcomes was unknown.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276871-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Thrombosis

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1707
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Dec-2006
Vaccine Date

15-Dec-2006
Onset Date

0
Days

16-May-2007
Status Date

NY
State

WAES0703USA04247
Mfr Report Id

Information has been received from a nurse practitioner a 19 year old white female with a history of "CIN1" (cervical neoplasm) and "HR HPV" who on 15-DEC-
2006 was vaccinated IM in the left deltoid with 0.5mL of Gardasil vaccine (yeast) (lot # 654741/1208F) at 16:00. On 15-DEC-2006 the patient experienced mild
nausea 1 hour after receiving vaccination and the nausea lasted 2-3 days. On 16-FEB-2007 the patient was vaccinated, second dose, IM in the left deltoid with
0.5 mL of Gardasil vaccine (yeast) (lot # 656049/0187U) at 16:00. The patient experienced nausea and vomiting 1 hour after vaccination and it lasted
approximately 1 week. The nausea and vomiting would occur after eating or attempting to eat. The patient sought unspecified medical attention. No further
information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Cervix neoplasm; Papilloma viral infection

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

276872-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Nausea, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1208F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1708
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Mar-2007
Vaccine Date

19-Mar-2007
Onset Date

0
Days

16-May-2007
Status Date

LA
State

WAES0703USA04248
Mfr Report Id

Information has been received from a registered nurse concerning a 27 year old female who on 19-MAR-2007 was vaccinated IM 0.5mL with her first dose of
Gardasil vaccine (yeast) (lot# 656049/0187U). There was no concomitant medication. On 19-MAR-2007 the patient experienced a rash on her wrist (wrist not
specified) about 4 hours after receiving the vaccination. The rash was described as itchy, bright red bumps and slightly raised. On 21-MAR-2007 the patient
reported a similar rash on one leg (leg not specified) from knee to thigh. Subsequently, the patient recovered from itchy, bright red bumps and, slightly raised
wrist rash. At the time of the report, the patient's rash on one leg from knee to thigh persisted. The patient sought unspecified medical attention. No further
information is available.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
27.0

276873-1

29-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Inappropriate schedule of drug administration, Pruritus, Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0187U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1709
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

--
State

WAES0703USA04270
Mfr Report Id

Information has been received from a registered nurse concerning a 16 year old female who was vaccinated with a first dose of Gardasil (yeast). Subsequently
the patient fainted. Unspecified medical attention was sought. Subsequently, the patient recovered. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

276874-1

29-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1710
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

MA
State

WAES0703USA04280
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with the second dose of Gardasil. Immediately afterward, the patient
experienced numbness on one side of body. Additional information has been requested. It was reported that another female experienced numbness on one
side of the body immediately after receiving Gardasil (WAES 0703USA02125)

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276875-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Immediate post-injection reaction

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1711
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Nov-2006
Vaccine Date

01-Nov-2006
Onset Date

0
Days

16-May-2007
Status Date

AZ
State

WAES0703USA04326
Mfr Report Id

Information has been received from a physician concerning a 14 year old female with diabetes who in November 2006, was vaccinated with the first dose of
Gardasil vaccine (yeast). The physician's office called the patient to remind her to come in for second dose as she was late for the dose and the patient
reported that the pain from the injection was so severe that she refused to come in for the other doses. The patient reported that is was the worst pain she ever
had with an injection. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

DiabetesPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

276876-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1712
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Mar-2007
Vaccine Date

21-Mar-2007
Onset Date

8
Days

16-May-2007
Status Date

PA
State

WAES0703USA04337
Mfr Report Id

Information has been received from a consumer concerning her 19 year old daughter, who was vaccinated with the first dose of Gardasil vaccine (yeast) (date
unspecified), and on 13-MAR-2007 was vaccinated with the second dose of Gardasil vaccine (yeast). There was no concomitant medication. The consumer
reported her daughter experienced "pain at the injection site" after the first vaccination. The patient's mother reported that on 21-MAR-2007, eight days after the
second vaccination was administered, her daughter experienced a headache, neck pain, nausea and throat pain, and on approximately 22-MAR-2007, she felt
"like her throat is closing up." On 22-MAR-2007 ("this morning"), her daughter felt worse when she woke up and was rushed to the emergency room. At the
time of the report, the patient had not recovered. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

276877-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Injection site pain, Nausea, Neck pain, Pharyngolaryngeal pain, Throat tightness

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1713
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

TN
State

WAES0703USA04346
Mfr Report Id

Information has been received from a physician concerning a 19 year old female patient who was vaccinated in the right arm with a second dose, 0.5ml, of
Gardasil (date unspecified). Subsequently the patient developed a "knot the size of a baseball at the injection site" with numbness and tingling down the whole
arm below her elbow, and felt like blood was rushing to her fingers. The physician stated the patient would be seen at the office on 22-MAR-2007. At the time of
the report, the patient had not recovered.

Symptom Text:

UnkOther Meds:
Lab Data:
History:
Prex Illness:

Unk
Unk

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

276878-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site anaesthesia, Injection site mass, Paraesthesia

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1714
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Mar-2007
Vaccine Date

19-Mar-2007
Onset Date

0
Days

16-May-2007
Status Date

--
State

WAES0703USA04366
Mfr Report Id

Information has been received from a Nurse Practitioner (N. P.) concerning a 23 year old female patient who on 19-MAR-2007 was vaccinated with a first dose
of Gardasil (yeast). About two hours later the patient developed itchiness. On the morning of 20-MAR-2007 the patient broke out in hives about the size of a
half dollar and they were  painful. The NP reported that they treated the patient with a methylprednisolone (MEDROL DOS-PACK) and sterile triamcinolone
acetonide (KENOLOG-40) high dose steroid. The patient was improving , but they will not continue the Gardasil vaccination series for the patient. Patient to be
followed up. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

276879-1

29-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pain, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1715
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Mar-2007
Vaccine Date

02-Mar-2007
Onset Date

0
Days

16-May-2007
Status Date

IL
State

WAES0703USA04433
Mfr Report Id

Information has been received from a registered nurse concerning an 11 year old female student who on 02-MAR-2007 at 11:50AM, was vaccinated IM into the
left deltoid with a first dose of Gardasil (Lot# 654389/0961F). There was no illness at the time of vaccination. On 02-MAR-2007, immediately post injection, the
patient experienced acute pain bringing her to tears. The patient complained of hot flash surrounding her face, lightheadedness and stiff arm with difficulty
raising her arm due to pain. The nurse indicated that the symptoms subsided in five minutes except the pain continued. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

276880-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Hot flush, Immediate post-injection reaction, Injected limb mobility decreased, Lacrimation increased, Musculoskeletal stiffness, Pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0961F 0 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Mar-2007
Vaccine Date

22-Mar-2007
Onset Date

0
Days

16-May-2007
Status Date

TN
State

WAES0703USA04477
Mfr Report Id

Information has been received from a physician, via a company representative, concerning a 12 year old female patient, who on 22-MAR-2007 was vaccinated
with a dose, 0.5ml, of Gardasil. The physician reported that on 22-MAR-2007, after the vaccination was administered, the patient "experienced dizziness and
almost passed out." At the time of the report, it was unknown if the patient had recovered. The patient sought unspecified medical attention. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

276881-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Presyncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

--
State

WAES0703USA04494
Mfr Report Id

Information has been received from a pharmacist concerning a female (age not reported) who on an unspecified date was vaccinated with Gardasil.
Concomitant medication was not reported. Subsequently one hour after the patient received Gardasil, the patient's hand and arms were cold. Subsequently on
an unspecified date, the patient recovered from hands and arms were cold. The causality of the event was not reported. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276882-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Peripheral coldness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

--
State

WAES0703USA04523
Mfr Report Id

Information has been received from a physician concerning a 17 or 18 year old female who was vaccinated with Gardasil. Subsequently, the patient
experienced delayed menstrual cycle after receiving Gardasil. The physician advised the patient to contact her after one month if she still did not have a
menstrual cycle. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

276883-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Menstruation delayed

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

--
State

WAES0703USA04550
Mfr Report Id

Information has been received from a Registered Nurse (R.N.) concerning a female patient who was vaccinated with a dose of Gardasil at another practice.
The patient developed an outbreak of genital warts after receiving the Gardasil. The time frame was unknown between the vaccination and the outbreaks.
Unspecified medical attention was sought. The patient's outcome was unknown.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276884-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anogenital warts

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Mar-2007
Vaccine Date

20-Mar-2007
Onset Date

0
Days

16-May-2007
Status Date

KY
State

WAES0703USA04554
Mfr Report Id

Information has been received from a physician concerning a female who was under 18 years old who on 20-MAR-2007 was vaccinated IM with her second
dose of Gardasil. On 20-MAR-2007, within 12 hours after vaccination the patient experienced joint achiness. On 22-MAR-2007, the patient sought medical
attention and the Nurse practitioner reported that the patient experienced "petikia" on her face and a red bump on the white of her one eye. Nurse Practitioner
reported that the patient had no reaction to her 1st dose of Gardasil, but they are not planning to vaccinate the patient with the 3rd dose at this time. No further
information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276885-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Petechiae

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1721
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

--
State

WAES0703USA04584
Mfr Report Id

Information has been received from a registered nurse (school nurse), via a company representative, concerning a 7th grade female student, who was
vaccinated, IM (date not specified), with the first dose of Gardasil. The next day ("within 24 hours"), the student developed a fever, headache and dizziness,
and had to stay home from school. The school nurse reported that the following day, the "symptoms went away" and the the student returned to school. The
patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276886-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Headache, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Mar-2007
Vaccine Date

19-Mar-2007
Onset Date

0
Days

16-May-2007
Status Date

NC
State

WAES0703USA04616
Mfr Report Id

Information has been received from a nurse, via a company representative, concerning a 20 year old female with a history of an abnormal papanicolaou smear,
who on 19-MAR-2007 was vaccinated, iM in the buttocks, with the second dose of Gardasil. There was no concomitant medication. The nurse reported that on
19-MAR-2007, a few minutes after the vaccination, the patient "turned pale and fainted for a few seconds." The nurse reported the patient's blood sugar was
110 (units not specified). Subsequently, the patient recovered on the same day. additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Blood glucose 03/19/2007 110
Papanicolaou  smear abnormal

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

276887-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug administered at inappropriate site, Pallor, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Gluteous maxima Intramuscular



10 JUN 2008 06:27Report run on: Page 1723
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

OH
State

WAES0703USA04666
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated IM with a first dose of Gardasil. The patient developed sting at
injection site. Unspecified medical attention was sought. The patient was recovering as of the report date. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276888-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Feb-2007
Vaccine Date

12-Feb-2007
Onset Date

0
Days

16-May-2007
Status Date

MO
State

WAES0703USA04682
Mfr Report Id

Information has been received from a Licensed Practical Nurse (L.P.N.) concerning a 15 year old female patient who was vaccinated IM in the gluteus with a
first dose of Gardasil in another practice. On 12-FEB-2007, she was vaccinated IM in the gluteus with a second dose of Gardasil, lot #653978/0955F.
Concomitant therapy included Ortho-Tri-Cyclen Lo. Within minutes of the vaccination, the patient developed dizziness, blurred vision and severe headache.
The patient visited the emergency room and was diagnosed with migraines. The patient recovered. Additional information has been requested.

Symptom Text:

ORTHO-TRI-CYCLEN LOOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

276889-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Headache, Vision blurred

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0955F 1 Gluteous maxima Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Mar-2007
Vaccine Date

21-Mar-2007
Onset Date

0
Days

16-May-2007
Status Date

--
State

WAES0703USA04703
Mfr Report Id

Information has been received from a nurse practitioner concerning an 18 year old female patient who on approximately 21-MAR-2007 ("two days ago") was
vaccinated with a dose , 0.5ml, of Gardasil vaccine (yeast). Concomitant vaccine administered included tuberculin purified protein derivative. On approximately
21-MAR-2007 the patient "had a reaction after receiving Gardasil (yeast), "described as "a tiny rash on both of her arms." Treatment included diphenhydramine
HCl (BENADRYL). The nurse practitioner indicated that the patient was recovering from the rash. Additional information has been requested.

Symptom Text:

TuberculinOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

276890-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Mar-2007
Vaccine Date

22-Mar-2007
Onset Date

0
Days

16-May-2007
Status Date

MA
State

WAES0703USA04708
Mfr Report Id

Information has been received from a physician, concerning a 15 year old female patient, who on 22-MAR-2007 was vaccinated with the first dose of Gardasil.
Concomitant vaccine administration included DTaP (manufacturer unspecified) and a third vaccine [therapy unspecified]. On approximately 22-MAR-2007 the
patient experienced dizziness. At the time of this report, the patient's dizziness persisted. The patient sought unspecified medical attention. Additional
information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unk
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

276891-1

01-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Wrong drug administered

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

UNK
DTAP
HPV4

UNKNOWN MANUFACTURER
UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL
NULL 0

Unknown
Unknown
Unknown

Unknown
Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

CA
State

WAES0703USA04745
Mfr Report Id

Information has been received from a medical assistant concerning a female who was vaccinated with the first dose of Gardasil. Subsequently, the patient
fainted on the exam table after vaccination. The patient will discontinue further series of the vaccine. Patient outcome was unknown. Additional information has
been requested. It was reported that another female fainted after Gardasil vaccination (WAES0703USA03189).

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276892-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

PA
State

WAES0703USA04760
Mfr Report Id

Information has been received from a physician concerning a 15 year old female who was vaccinated IM, first dose, with Gardasil vaccine (yeast).
Subsequently the patient experienced itching both arms after receiving the vaccine. The patient sought unspecified medical attention. Additional information
has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

276893-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

--
State

WAES0703USA04785
Mfr Report Id

Information has been received from a nurse practitioner and two registered nurses, concerning a female patient in her late teens, who was vaccinated (date not
specified) with the second dose of Gardasil. Subsequently the patient experienced induration and erythema, associated with the second dose. The reporters
indicated they believed the induration and erythema lasted "a couple of days." Additional information has been requested.

Symptom Text:

UnkOther Meds:
Lab Data:
History:
Prex Illness:

Unk
Unk

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276894-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Induration

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Mar-2007
Vaccine Date

26-Mar-2007
Onset Date

5
Days

16-May-2007
Status Date

NY
State

WAES0703USA04802
Mfr Report Id

Information has been received from a registered nurse concerning a female with reactive airways disease and penicillin allergy who on 21-MAR-2007 was
vaccinated IM with a 0.5mL first dose of Gardasil vaccine (yeast) (lot#654540/0800F). Concomitant therapy included "multiple psychiatric medications." On 26-
MAR-2007 the patient experienced numbness in fingertips that gradually spread up both arms and to her legs, pruritus and "funny feeling" in extremities. The
patient sought medical attention at the emergency room and no laboratory tests were performed. The patient's numbness in fingertips, both arms and legs and
pruritus and "funny feeling" in extremities persisted. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:

Penicillin allergy; Reactive airways diseasePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.7

276895-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Feeling abnormal, Hypoaesthesia, Pruritus

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0800F 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

--
State

WAES0703USA04828
Mfr Report Id

Information has been received from a nurse concerning her daughter (age not reported) who on an unspecified date was vaccinated IM with a 0.5 mL first dose
of Gardasil. Subsequently the patient experienced eczema on both arms. The patient sought unspecified medical attention. The patient's physician believed
that the eczema may have been due to the high aluminum content in the vaccine. Additional information has been requested.

Symptom Text:

UnkOther Meds:
Lab Data:
History:
Prex Illness:

Unk
Unk

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276896-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Eczema

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Jan-2007
Vaccine Date

04-Jan-2007
Onset Date

1
Days

16-May-2007
Status Date

SC
State

WAES0703USA04839
Mfr Report Id

Information has been received from a registered nurse concerning an 18 year old female with a history of adhesive tape allergy and elastoplast allergy who on
03-JAN-2007 was vaccinated IM with her first dose of Gardasil (Lot#654450/1162F). There was no concomitant medication. On 04-JAN-2007 the patient
experienced peeling skin on the pale side of her fingers on both hands. The patient did seek unspecified medical attention. There were no laboratory
diagnostics performed. Subsequently, the patient recovered in about 1 week from peeling skin on the palm side of her fingers on both hands. Additional
information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
Adhesive tape allergy; Elastoplast allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

276897-1

17-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Skin exfoliation

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1162F 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Mar-2007
Vaccine Date

26-Mar-2007
Onset Date

0
Days

16-May-2007
Status Date

--
State

WAES0703USA04907
Mfr Report Id

Information has been received from a 21 year old female with a history of penicillin allergy who on 26-MAR-2007 was vaccinated IM with her second dose of
Gardasil vaccine (yeast). Concomitant therapy included NUVARING. On 26-MAR-2007 the patient experienced "a dilated right pupil" after receiving her second
dosage. The patient used Visine to treat her eye. The patient's dilated right pupil persisted. The patient did not seek medical attention. Additional information
has been requested.

Symptom Text:

NUVARINGOther Meds:
Lab Data:
History:

Penicillin allergyPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

276898-1

17-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Mydriasis

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

PA
State

WAES0703USA04922
Mfr Report Id

Information has been received from a physician, via a company representative, concerning a 15 year old female patient who was vaccinated (date not
specified) with a dose of Gardasil. Right after the shot was administered, the patient experienced "more than moderate itching" at the injection site. At the time
of this report, the physician reported that the patient was recovering. The patient sought unspecified medical attention. The patient's two sisters also
experienced the event as described above after vaccination with Gardasil (WAES 0703USA05417, 0703USA05418). Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

276899-1

17-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pruritus

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Feb-2007
Vaccine Date

26-Feb-2007
Onset Date

21
Days

16-May-2007
Status Date

--
State

WAES0703USA04925
Mfr Report Id

Information has been received from a nurse practitioner concerning a 23 year old female who on 05-FEB-2007 was vaccinated with a first dose of Gardasil (lot#
655618/1427F). On 26-FEB-2007 the patient experienced three separate "vulvar-type blisters" which were "slightly raised" with a white, plaque-like surface.
The patient was re-examined on 12-Mar-2007, and the above lesions had completely resolved. No product quality complaint was involved. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

276900-1

17-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blister, Vulval disorder

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1427F 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

--
State

WAES0703USA04958
Mfr Report Id

Information has been received from a registered nurse concerning several young girls who "several months ago" were vaccinated IM with a 0.5 ml dose of
Gardasil. Subsequently, "several young girls passed out or were nauseated" after receiving vaccine. Unspecified medical attention was sought. No diagnostic
laboratory studies were performed. On an unspecified date, the patients' recovered. No product quality complaint was involved. Attempts are being made to
obtain additional identifying information to distinguish the individual patients mentioned in this report. Additional information will be provided if available.

Symptom Text:

UnkOther Meds:
Lab Data:
History:
Prex Illness:

None
Unk

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276901-1

17-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness, Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Mar-2007
Vaccine Date

16-Mar-2007
Onset Date

0
Days

16-May-2007
Status Date

NM
State

WAES0703USA04967
Mfr Report Id

Information has been received from a Certified Medical Assistant for the pregnancy registry for GARDASIL concerning a 16 year old female patient with human
papilloma virus who on 11-JAN-2007 was vaccinated IM with her first dose of Gardasil, lot#655619/1427F. On 16-MAR-2007 the patient, who was 9 weeks
pregnant (positive pregnancy test) received her 2nd dose of Gardasil. The patient reported vaginal spotting during this pregnancy. Her outcome was unknown.
Additional information has been requested.

Symptom Text:

UnkOther Meds:
Lab Data:
History:
Prex Illness:

beta-human chorionic positive
Pregnancy NOS (LMP=Unknown) Human papilloma virus infection

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

276902-1

17-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Metrorrhagia

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1738
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Mar-2007
Vaccine Date

Unknown
Onset Date Days

16-May-2007
Status Date

--
State

WAES0703USA04980
Mfr Report Id

Information has been received from a nurse practitioner, concerning a female patient, who on 17-FEB-2007 was vaccinated with the first dose of Gardasil and
on 27-MAR-2007 was vaccinated with the second dose of Gardasil. The nurse practitioner stated that the patient was not able to get her second dose on 17-
MAR-2007 because she developed Bell's palsy (date not specified). The reporter stated that Bell's palsy was not related to therapy with Gardasil. The patient
sought unspecified medical attention. Additional information has been requested.

Symptom Text:

UnkOther Meds:
Lab Data:
History:
Prex Illness:

Unk
Unk

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276903-1

17-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Facial palsy

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1739
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

--
State

WAES0703USA04988
Mfr Report Id

Information has been received from a nurse practitioner (NP), via a company representative, concerning a female patient, who was vaccinated in her deltoid
muscle with the second dose, 0.5ml, of Gardasil (date unspecified). The NP stated that "immediately after the administration of the vaccine," the patient
developed swelling in an "adjacent part of the injection site." The NP confirmed that the patient did not have a reaction following her first dose of Gardasil (date
unspecified). At the time of the report, the NP stated the patient was recovering from the event. The patient sought unspecified medical attention. Additional
information has been requested.

Symptom Text:

UnkOther Meds:
Lab Data:
History:
Prex Illness:

Unk
Unk

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276904-1

17-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Injection site swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1740
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Mar-2007
Vaccine Date

19-Mar-2007
Onset Date

3
Days

16-May-2007
Status Date

UT
State

WAES0703USA05005
Mfr Report Id

Information has been received from a certified medical assistant, concerning a 24 year old white female receptionist, who on 16-MAR-2007 was vaccinated at
4:30pm, IM in the right arm, with the first dose of Gardasil. On 19-MAR-2007, at 9:00am, the patient developed swelling under the injection site. Additional
information has been requested.

Symptom Text:

UnkOther Meds:
Lab Data:
History:
Prex Illness:

Unk
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

276905-1

17-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1741
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

--
State

WAES0703USA05018
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with her first dose with Gardasil. Subsequently the patient
experienced joint pain and ache. Additional information has been requested.

Symptom Text:

UnkOther Meds:
Lab Data:
History:
Prex Illness:

Unk
Unk

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276906-1

17-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1742
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Mar-2007
Vaccine Date

27-Mar-2007
Onset Date

0
Days

16-May-2007
Status Date

--
State

WAES0703USA05033
Mfr Report Id

Information has been received from a consumer concerning her 14 year old female with penicillin allergy who on 27-MAR-2007 was vaccinated with 0.5 mL of
Gardasil. On 27-MAR-2007 the patient experienced severe stomach pain. The patient's severe stomach pain persisted. Additional information has been
requested.

Symptom Text:

UnkOther Meds:
Lab Data:
History:
Prex Illness:

None
Penicillin allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

276907-1

17-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain upper

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1743
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Feb-2007
Vaccine Date

01-Feb-2007
Onset Date

0
Days

16-May-2007
Status Date

CA
State

WAES0703USA05056
Mfr Report Id

Information has been received from a 25 year old female with hypothyroidism and penicillin allergy who at the end of February 2007, was vaccinated with
Gardasil. Concomitant therapy included thyroid medication. At the end of February 2007, the patient experienced severe injection site pain immediately. Within
a few days the patient had a severe headache, difficulty swallowing, general body aches, very weak muscles and slight fever. The patient sough medical
attention. Laboratory diagnostics performed was a throat culture which was positive for strep. She took acetaminophen (TYLENOL), ibuprofen (ADVIL) and
antimicrobial (unspecified). The patient's severe injection site pain and severe headache and difficulty swallowing and general body aches and very weak
muscles and slight fever persisted. Additional information has been requested.

Symptom Text:

Tylenol, antimicrobial (unspecified), Advil, ThyroidOther Meds:
Lab Data:
History:
Prex Illness:

throat culture positive for strep
Hypothyroidism; Penicillin allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

276908-1

17-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dysphagia, Headache, Immediate post-injection reaction, Injection site pain, Muscular weakness, Pain, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1744
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

PA
State

WAES0703USA05078
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated IM with Gardasil. Subsequently the patient experienced chest pain
and shortness of breath. The patient sought medical attention at the emergency room. Additional information has been requested.

Symptom Text:

UnkOther Meds:
Lab Data:
History:
Prex Illness:

Unk
Unk

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276909-1

17-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chest pain, Dyspnoea

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1745
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Jan-2007
Vaccine Date

23-Jan-2007
Onset Date

1
Days

16-May-2007
Status Date

MI
State

WAES0703USA05095
Mfr Report Id

Information has been received from a registered nurse concerning a 22 year old female who on 22-JAN-2007 was vaccinated with 0.5mL IM, first dose,
Gardasil (lot# 655165/1425F). Concomitant therapy included Seasonale. On 23-JAN-2007 the patient experienced fever of 103F and nausea. The patient
sought unspecified medical attention and did not require lab diagnostic studies to be performed. Subsequently, the patient recovered from fever of 103F and
nausea. Additional information has been requested.

Symptom Text:

SEASONALEOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

276910-1

17-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Nausea, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1425F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1746
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

--
State

WAES0703USA05176
Mfr Report Id

Information has been received from a physician concerning a 19 year old female who was vaccinated with an IM, third dose with Gardasil. Subsequently the
patient experienced numbness in legs. Subsequently, the patient recovered from numbness in legs. It was reported the patient had no problems following the
first 2 doses. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

276911-1

17-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1747
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

--
State

WAES0703USA05177
Mfr Report Id

Information has been received from a registered nurse concerning a 18 year old female who was vaccinated with a second dose of Gardasil. Subsequently the
patient fainted. The patient's outcome was unknown. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

276912-1

17-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1748
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Jan-2007
Vaccine Date

Unknown
Onset Date Days

16-May-2007
Status Date

--
State

WAES0703USA05185
Mfr Report Id

Information has been received from a physician concerning a 19 year old female who on 19-Jan-2007 was vaccinated with the first dose of Gardasil (Lot # not
provided). On 26-JAN-2007 it was reported to the office, that on an unspecified date, post vaccination, the patient developed nausea and vomiting. Unspecified
medical attention was sought. On an unspecified date, the patient recovered from the nausea and vomiting. The physician does not know if the patient will
receive their second dose of the vaccine. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

276913-1

17-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Nausea, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1749
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

--
State

WAES0703USA05187
Mfr Report Id

Information has been received from a physician concerning her daughter who was vaccinated with the first  doses of Gardasil. Subsequently the patient
experienced joint pain the following day on both occasions. Unspecified medical attention was sought. The physician indicated that each time the pain went
away after one day. No product quality complaint was involved.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276914-1

17-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1750
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

--
State

WAES0703USA05206
Mfr Report Id

Information has been received from a physician concerning a female (age unknown) who, on an unspecified date, was vaccinated with a dose of Gardasil.
Subsequently, on an unspecified date, the patient experienced myalgia and headaches. It was noted that the reporting physician was not the patient's
physician. At the time of this report, the outcome was unknown. No product quality complaint was involved. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276915-1

17-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Myalgia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

--
State

WAES0703USA05207
Mfr Report Id

Information has been received from a Registered Nurse (R.N.) concerning a female patient who was vaccinated with a dose of Gardasil at another practice.
The patient developed an outbreak of genital warts after receiving the Gardasil. The time frame was unknown between the vaccination and the outbreaks.
Unspecified medical attention was sought. The patient's outcome was unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276916-1

17-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anogenital warts

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1752
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

PA
State

WAES0703USA05275
Mfr Report Id

Information has been received from a registered nurse, via a company representative, concerning a female patient who was vaccinated with the first dose, IM,
of Gardasil (date not specified). Subsequently the patient broke out into a rash on her neck and abdomen. The nurse stated that the patient was advised to take
Benadryl as treatment. At the time of the report, it was unknown if the patient had recovered from the rash though the patient was scheduled to be seen in the
office on 29-MAR-2007. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276917-1

17-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

WY
State

WAES0703USA05281
Mfr Report Id

Information has been received from a physician, via a company representative, concerning a female patient who was vaccinated (date not specified) with the
first dose of Gardasil. Subsequently the patient experienced prolonged pain at the injection site. The patient was scheduled for an evaluation visit at the
physician's office. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276918-1

17-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Mar-2007
Vaccine Date

21-Mar-2007
Onset Date

0
Days

16-May-2007
Status Date

--
State

WAES0703USA05325
Mfr Report Id

Information has been received from a receptionist in the physician's office concerning a female patient who on 21-MAR-2007 was vaccinated with a dose of
Gardasil. The patient broke out in hives after the injection. The patient was given diphenhydramine hydrochloride (BENADRYL), and the hives went away.
Additional information has been requested.

Symptom Text:

UnkOther Meds:
Lab Data:
History:
Prex Illness:

Unk
Unk

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276919-1

17-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Mar-2007
Vaccine Date

28-Mar-2007
Onset Date

0
Days

16-May-2007
Status Date

PA
State

WAES0703USA05336
Mfr Report Id

Information has been received from a registered nurse, concerning a 21 year old female patient, with a penicillin allergy and drug hypersensitivity including a
history of rash from penicillin and acetaminophen/propoxyphene (DARVOCET), irritation from miconazole (MONISTAT) and urticaria from neosporin, who on
28-MAR-2007, was vaccinated with the third dose of Gardasil (Lot #655324/0088U). There were no problems reported with administration of the first and
second dose of Gardasil (dates not specified). There was no concomitant medication. On 28-MAR-2007, at the time of the IM vaccination in the left arm, the
patient experienced burning at the injection site, and the needle was withdrawn after only 0.3ml had been administered. The nurse stated that after "a short
wait," the remaining 0.2ml of the dose was administered into the right arm, and the patient again complained of the burning sensation. Shortly after the
vaccination was completed in the right arm, the nurse confirmed the "burning sensation went away and the client recovered." Additional information has been
requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
Rash; Urticaria; Discomfort; Drug hypersensitivity; Penicillin allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

276920-1

17-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site irritation

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0088U 2 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Jan-2007
Vaccine Date

Unknown
Onset Date Days

16-May-2007
Status Date

--
State

WAES0703USA05346
Mfr Report Id

Information has been received from a physician concerning female with a history of herpes genitalis and varios sexually transmitted diseases who on 23-Jan-
2007 was vaccinated with her first dose of Gardasil (lot# 653978/0955F) and on 27-Mar-2007 received her second dose of HPV (lot# 657006/0188U).
Concomitant therapy included valacyclovir HCl (VALTREX) and famciclovir (FAMVIR). Subsequently the patient indicated that since receiving the vaccination
she can not clear her outbreaks of genital herpes. The medication that usually clears a herpes outbreak is not working effectively. Unspecified medical attention
was sought. The patient's outcome was not reported. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

Famvir, ValtrexOther Meds:
Lab Data:
History:
Prex Illness:

Unk
Herpes gentalis; Sexually transmitted disease

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

276921-1

17-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Genital herpes, Therapeutic response decreased

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0995F Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1757
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Jan-2007
Vaccine Date

Unknown
Onset Date Days

16-May-2007
Status Date

--
State

WAES0703USA05361
Mfr Report Id

Information has been received from a licensed practical nurse concerning a 15 year old female who on 24-Jan-2007 was vaccinated with her first dose of
Gardasil (yeast) (lot # 655617/1447F). There was no concomitant medication. The patient has not had a menstrual cycle since being vaccinated. The last
menstrual cycle started on 03-Jan-2007 and the patient is not sexually active. Unspecified medical attention was sought. The patient's outcome was reported
as not recovered. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

276922-1

17-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Amenorrhoea

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1447F 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

FL
State

WAES0703USA05366
Mfr Report Id

Information has been received from a nurse practitioner concerning a 14 year old female who, on an unspecified date, was vaccinated with a dose of Gardasil.
On an unspecified date, the nurse practitioner stated that she "received an email from the CDC with a picture of a girl who had bruises and redness after
receiving the Gardasil." At the time of this report, the outcome was unknown. No product quality complaint was involved. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unk
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

276923-1

17-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Contusion, Erythema

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Feb-2007
Vaccine Date

Unknown
Onset Date Days

16-May-2007
Status Date

CT
State

WAES0703USA05382
Mfr Report Id

Information has been received from a registered nurse concerning a female who on 16-FEB-2007 was vaccinated with her first dose of Gardasil (lot# 654702-
0011U). Concomitant therapy included ethinyl estradiol/norgestrel (LO/OVRAL). Subsequently the patient experienced depigmentation at the right deltoid
injection site. Unspecified medical attention was sought. The patient's outcome was reported as not recovered. No product quality complaint was involved.
Additional information has been requested.

Symptom Text:

LO/OVRALOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276924-1

17-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site discolouration, Skin depigmentation

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0011U 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Mar-2007
Vaccine Date

28-Mar-2007
Onset Date

9
Days

16-May-2007
Status Date

--
State

WAES0703USA05389
Mfr Report Id

Information has been received from a physician concerning a 17 year old female who on 19-MAR-2007 was vaccinated with her third dose of Gardasil (yeast).
Since 28-MAR-2007 the patient has had very heavy period and not her usual flow. Unspecified medical attention was sought. No product quality complaint was
involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

276925-1

17-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Menorrhagia

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

--
State

WAES0703USA05406
Mfr Report Id

Information has been received from a physician assistant concerning an 11 year old female who was vaccinated, intramuscularly with the first dose of Gardasil
vaccine (yeast) (dose and date not provided). It was reported that the patient received the Gardasil vaccine (yeast) from the state and 2 days post vaccination
experienced swelling 6.5 to 7 centimeters in diameter that was cellulitis-like swelling around the injection site. The patient sought unspecified medical attention.
The physician assistant reported that the patient was seen in the office on 26-MAR-2007 and treated with BENADRYL for the symptoms. No lot number was
provided. At the time of the report, it was unknown, if the patient recovered. It was also reported that the patient's 14 year old sister had the same experience
after receiving the Gardasil vaccine (yeast) from the state (WAES0704USA00701). Attempts are being made to obtain additional identifying information to
distinguish the individual patients mentioned in this report. Additional information will be provided if available. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

276926-1

17-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site cellulitis, Injection site swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

PA
State

WAES0703USA05417
Mfr Report Id

Information has been received from a physician, via a company representative, concerning a female patient, who was vaccinated (date not specified) with a
dose of Gardasil. Right after the shot was administered, the patient experienced "more than moderate itching" at the injection site. At the time of this report, the
physician reported that the patient was recovering. The patient sought unspecified medical attention. The patient's two sisters also experienced the event as
described above after vaccination with Gardasil (WAES0703USA04922,0703USA05148). Additional information has been requested.

Symptom Text:

UnkOther Meds:
Lab Data:
History:
Prex Illness:

Unk
Unk

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276927-1

17-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pruritus

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

PA
State

WAES0703USA05418
Mfr Report Id

Information has been received from a physician, via a company representative, concerning a 21 year old female patient who was vaccinated (date not
specified) with a dose of Gardasil vaccine (yeast). Right after the shot was administered, the patient experienced "more than moderate itching" at the injection
site. At the time of this report, the physician reported that the patient was recovering. The patient sought unspecified medical attention. The patient's two sisters
also experienced the event as described above after vaccination with Gardasil vaccine (yeast) (WAES0703USA04922, 0703USA05417). Additional information
has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

276928-1

17-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pruritus

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

IL
State

WAES0703USA05419
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with Gardasil vaccine (yeast) (dose and date not provided) as part of
a clinical trial she was involved with. Subsequently "the physician reported that the patient had received the Gardasil vaccine (yeast) in the trial and was
experiencing "dysplasia syn 2 due to one of the strains of the HPV virus, either 16 or 18." No lot number was provided. The patient sought unspecified medical
attention. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276929-1

17-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dysplasia

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Mar-2007
Vaccine Date

29-Mar-2007
Onset Date

0
Days

16-May-2007
Status Date

--
State

WAES0703USA05533
Mfr Report Id

Information has been received from a Nurse Practitioner (N.P.) concerning an 18 year old female patient who was vaccinated with a dose of Gardasil and
fainted after receiving the injection. Unspecified medical attention was sought. On 29-MAR-2007 the patient recovered. Additional information has been
requested.

Symptom Text:

UnkOther Meds:
Lab Data:
History:
Prex Illness:

Unk
Unk

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

276930-1

17-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Feb-2007
Vaccine Date

Unknown
Onset Date Days

16-May-2007
Status Date

WA
State

WAES0703USA05551
Mfr Report Id

Information has been received from a nurse concerning her daughter an 18 year old female who in February 2007, was vaccinated with Gardasil vaccine
(yeast) (dose and date not provided). Subsequently the patient experienced heart palpitations that disappeared after 2 weeks. The patient did seek unspecified
medical attention and had an electrocardiogram performed, results not available. Subsequently, the patient recovered from heart palpitations.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Electrocardiogram
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

276931-1

17-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Palpitations

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

PA
State

WAES0703USA05574
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated IM with Gardasil. Subsequently the patient experienced chest pain
and shortness of breath. The patient sought medical attention at the emergency room. Additional information has been requested.

Symptom Text:

UnkOther Meds:
Lab Data:
History:
Prex Illness:

Unk
Unk

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276932-1

17-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chest pain, Dyspnoea

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

--
State

WAES0703USA05672
Mfr Report Id

Information has been received from a physician concerning a female teenager who was vaccinated in the arm with the first dose of Gardasil (dose and date not
provided). It was reported that the patient experienced injection site pain after receiving the first dose. At the time of the report, it was unknown if the patient
recovered. Additional information has been requested.

Symptom Text:

UnkOther Meds:
Lab Data:
History:
Prex Illness:

Unk
Unk

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276933-1

17-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Feb-2007
Vaccine Date

17-Feb-2007
Onset Date

3
Days

16-May-2007
Status Date

--
State

WAES0703USA05680
Mfr Report Id

Information has been received from a registered nurse concerning a 24 year old female with sulfonamide allergy and allergic reaction to antibiotics who on 14-
FEB-2007 was vaccinated intramuscularly with Gardasil (yeast) (0.5 ml). On 17-FEB-2007 the patient developed facial redness, malaise and an intermittent
widespread rash. The patient was evaluated at a local emergency room and prescribed a course of steroids. The patient was not hospitalized. The patient fully
recovered (date unspecified). Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Sulfonamide allergy; Allergic reaction to antibioticsPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

276934-1

17-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Malaise, Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

--
State

WAES0704USA00003
Mfr Report Id

Information has been received from a registered nurse, concerning patients who were vaccinated simultaneously with a dose of Gardasil and a dose of
hepatitis A vaccine (manufacturer unspecified) (dates not specified). Other possible concomitant therapy included influenza virus vaccine (unspecified). The
nurse reported that she heard through a clinical coordinator who heard from another nurse, that the patients experienced "unknown  reactions" when Gardasil
was given "at the same time as an unknown hepatitis A vaccine." The reporting nurse added that "when people get the flu vaccine they are sometimes not able
to lift their arm afterwards." At the time of the report, it was unknown if the patients recovered from the events. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276935-1

17-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Mobility decreased

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4
HEPA
FLU

MERCK & CO. INC.
MERCK & CO. INC.
UNKNOWN MANUFACTURER

NULL
NULL
NULL

Unknown
Unknown
Unknown

Unknown
Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

MA
State

WAES0704USA00088
Mfr Report Id

Information has been received from a registered nurse, via a company representative, concerning a female patient who was vaccinated, IM, with a dose of
Gardasil (yeast) (date not specified). Subsequently the patient fainted after the vaccination was administered. The patient sought unspecified medical attention.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276936-1

17-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

--
State

WAES0704USA00098
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated in the arm with the first dose of Gardasil. It was reported that the
patient experienced injection site pain after receiving the first dose. At the time of the report, it was unknown if the patient recovered. Additional information has
been requested.

Symptom Text:

UnkOther Meds:
Lab Data:
History:
Prex Illness:

Unk
Unk

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276937-1

17-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1773
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

--
State

WAES0704USA00099
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated in the arm with the first dose of Gardasil vaccine (yeast) (dose and
date not reported). It was reported that the patient experienced injection site pain and dizziness after receiving the first dose. At the time of the report, it was
unknown if the patient recovered. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276938-1

17-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Mar-2007
Vaccine Date

29-Mar-2007
Onset Date

0
Days

16-May-2007
Status Date

CA
State

WAES0704USA00100
Mfr Report Id

Initial and follow/up information has been received from a Certified Medical Assistant (C.M.A) concerning a 16 year old female patient who on 29-MAR-2007
was vaccinated with a first dose of Gardasil lot #656050/0245U. On 29-MAR-2007 the patient developed headache, nausea and general achy feeling.
Unspecified medical attention was sought. The patient was reported as not recovered. Additional information has been requested.

Symptom Text:

UnkOther Meds:
Lab Data:
History:
Prex Illness:

Unk
Unk

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

276939-1

17-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Nausea, Pain

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0245U 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Dec-2006
Vaccine Date

Unknown
Onset Date Days

16-May-2007
Status Date

--
State

WAES0704USA00138
Mfr Report Id

Information has been received from a registered nurse concerning a "late teens" female who, "about 4 months ago," in approximately December 2006, was
vaccinated with her first dose of Gardasil vaccine (yeast) (dose and date not reported). Subsequently the patient fainted about six hours after receiving her first
dose. Patient reported experience when in office for second dose. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276940-1

17-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jan-2007
Vaccine Date

Unknown
Onset Date Days

16-May-2007
Status Date

NY
State

WAES0704USA00180
Mfr Report Id

Information has been received from a consumer concerning her 15 year old daughter, with no pertinent medical history, who in January 2007, was vaccinated
with a 0.5 ml dose of Gardasil. There was no concomitant medication. Subsequently the patient experienced "some dizziness while taking" Gardasil. It was
reported that the patient did not seek medical attention. On an unspecified date, the patient recovered. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

276941-1

17-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

--
State

WAES0704USA00186
Mfr Report Id

Information has been received from a health professional, via a company representative, concerning a female patient who was vaccinated with a dose, 0.5ml,
of Gardasil vaccine (yeast) (date not specified). It was reported that the patient "developed auto immune disease soon after the injection." The patient sought
unspecified medical attention. No further information is expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276942-1

17-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Autoimmune disorder

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

--
State

WAES0704USA00187
Mfr Report Id

Information has been received from a health professional, via a company representative, concerning a female patient who was vaccinated with a dose, 0.5ml,
of Gardasil vaccine (yeast) (date not specified). It was reported that the patient "developed auto immune disease soon after the injection." The patient sought
unspecified medical attention. No further information is expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276943-1

17-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Autoimmune disorder

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

--
State

WAES0704USA00188
Mfr Report Id

Information has been received from a health professional, via a company representative, concerning a female patient who was vaccinated with a dose, 0.5 ml,
of Gardasil (date not specified). "Soon after the injection," the patient "developed auto-immune disease." The patient sought unspecified medical attention. No
further information is expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276944-1

17-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Autoimmune disorder

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

VA
State

WAES0704USA00191
Mfr Report Id

Information has been received from a physician concerning a female (demographics not reported) who on an unspecified date was vaccinated intramuscularly
in the deltoid with the first dose of Gardasil (Lot# not reported). Subsequently, the patient experienced numbness in lower arm and was unable to speak for 15-
20 minutes post vaccination. Subsequently, the patient recovered after 15-20 minutes from the events. The physician did not consider the events to be serious,
however did state that he did not plan to continue vaccinating the patient with the second and third doses of Gardasil. Additional information has been
requested.

Symptom Text:

UnkOther Meds:
Lab Data:
History:
Prex Illness:

Unk

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276945-1

17-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Aphasia, Hypoaesthesia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Mar-2007
Vaccine Date

23-Mar-2007
Onset Date

0
Days

16-May-2007
Status Date

CA
State

WAES0704USA00199
Mfr Report Id

Information has been received from a physician concerning a 14 year old female who on approximately 23-MAR-2007, was vaccinated intramuscularly with a
first dose of Gardasil vaccine (yeast). On approximately 23-MAR-2007 the patient fainted. The patient did not seek medical attention. Subsequently, the patient
recovered. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

276946-1

17-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Mar-2007
Vaccine Date

01-Mar-2007
Onset Date

0
Days

16-May-2007
Status Date

CA
State

WAES0704USA00321
Mfr Report Id

Information has been received from a physician concerning a 15 year old female who in approximately March 2007 was vaccinated, intramuscularly, into the
deltoid, with a first dose of Gardasil concomitantly with a dose of Menactra. In approximately March 2007 the patient fainted. Subsequently, the patient
recovered. Additional information has been requested.

Symptom Text:

UnkOther Meds:
Lab Data:
History:
Prex Illness:

Unk
Unk

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

276947-1

17-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1783
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

CA
State

WAES0704USA322
Mfr Report Id

Information has been received from a physician concerning a 15 year old female who was vaccinated, intramuscularly, into the deltoid, with a first dose of
Gardasil. Subsequently the patient fainted. Subsequently, the patient recovered. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

276948-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1784
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

MA
State

WAES0704USA00323
Mfr Report Id

Information has been received from a registered nurse, via a company representative, concerning a female patient who was vaccinated, IM, with a dose of
Gardasil vaccine (yeast) (date not specified). Subsequently the patient fainted after the vaccination was administered. The patient sought unspecified medical
attention. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276949-1

17-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1785
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

MA
State

WAES0704USA00324
Mfr Report Id

Information has been received from a registered nurse, via a company representative, concerning a female patient who was vaccinated, IM, with a dose of
Gardasil vaccine (yeast) (date not specified). Subsequently the patient fainted after the vaccination was administered. The patient sought unspecified medical
attention. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276950-1

17-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1786
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

--
State

WAES0704USA00356
Mfr Report Id

Information has been received from a medical office receptionist who saw a news report in which it was reported that a female patient who was vaccinated with
Gardasil was unable to get pregnant. She had no further information and reported she only saw part of the news report. Additional information has been
requested.

Symptom Text:

UnkOther Meds:
Lab Data:
History:
Prex Illness:

Unk

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276951-1

17-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Infertility female

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1787
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

--
State

WAES0704USA00502
Mfr Report Id

Information has been received from a Dentist concerning a female who was vaccinated with Gardasil. Subsequently the patient experienced numbness in feet.
Additional information has been requested.

Symptom Text:

UnkOther Meds:
Lab Data:
History:
Prex Illness:

Unk
Unk

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276952-1

17-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1788
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Feb-2007
Vaccine Date

Unknown
Onset Date Days

16-May-2007
Status Date

--
State

WAES0704USA00622
Mfr Report Id

Information has been received from a health professional concerning a 32 year old female who on 03-FEB-2007 was vaccinated with the first dose of Gardasil,
0.5 ml, IM. Concomitant medication was not reported. On an unspecified date within 24 hours after the vaccination, the patient experienced sweet taste on the
surface of tongue which did not last very long. Subsequently, the patient recovered from sweet taste on the surface of tongue. Additional information is not
expected.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Cervix HPV DNA assay positive
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
32.0

276953-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dysgeusia, Inappropriate schedule of drug administration

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1789
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

PA
State

WAES0704USA00636
Mfr Report Id

Information has been received from a physician concerning an 18 year old female who was vaccinated IM, first dose, with Gardasil vaccine (yeast).
Subsequently the patient experienced itching both arms after receiving the vaccine. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

276954-1

17-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1790
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

PA
State

WAES0704USA00637
Mfr Report Id

Information has been received from a physician concerning an 20 year old female who was vaccinated IM, first dose, with Gardasil. Subsequently the patient
experienced itching both arms after receiving the vaccine. Additional information has been requested.

Symptom Text:

UnkOther Meds:
Lab Data:
History:
Prex Illness:

Unk
Unk

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

276955-1

17-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1791
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

--
State

WAES0704USA00701
Mfr Report Id

Information has been received from a physician assistant concerning a 14 year old female who was vaccinated, intramuscularly with the first dose of Gardasil
vaccine (yeast) (dose and date not provided). It was reported that the patient received the Gardasil vaccine (yeast) from the state and 2 days post vaccination
experienced swelling 6.5 to 7 centimeters in diameter that was cellulitis-like swelling around the injection site. The patient sought unspecified medical attention.
The physician assistant reported that the patient was seen in the office on 26-MAR-2007 and treated with BENADRYL for the symptoms. No lot number was
provided. At the time of the report, it was unknown, if the patient recovered. It was also reported that the patient's 11 year old sister had the same experience
after receiving the Gardasil vaccine (yeast) from the state. (WAES0703USA05406). Attempts are being made to obtain additional identifying information to
distinguish the individual patients mentioned in this report. Additional information will be provided if available. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

276956-1

17-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site cellulitis, Injection site swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1792
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Dec-2006
Vaccine Date

01-Dec-2006
Onset Date

0
Days

16-May-2007
Status Date

--
State

WAES0704USA00713
Mfr Report Id

Information has been received from a registered nurse concerning a "late teens" female who, "about 4 months ago," in approximately December 2006, was
vaccinated with her first dose of Gardasil (dose and date not reported). Subsequently the patient fainted about six hours after receiving her first dose. Patient
reported experience when in office for second dose. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276957-1

17-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1793
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

CT
State

WAES0704USA01102
Mfr Report Id

Information has been received from a physician concerning a female patient who was vaccinated with a dose of Gardasil vaccine (yeast). Subsequently, the
patient developed hives. She was treated with BENADRYL. Her outcome was not reported. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276958-1

17-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1794
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2007
Status Date

--
State

WAES0704USA01284
Mfr Report Id

Information has been received from a nurse concerning a female patient who was vaccinated with a first dose of Gardasil. Subsequently the patient
experienced pain while receiving the injection. The nurse indicated that it seemed as if the needle was "too big for girls with small arms and it almost feels as if
the needle is hitting the bone in the child patients." The nurse said that they have to switch to a 5/8 inch needle when administering the vaccine to patients.
Unspecified medical attention was sought. the patient's outcome was not reported. No product quality complaint was involved. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

276959-1

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1795
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Oct-2006
Vaccine Date

12-Oct-2006
Onset Date

1
Days

27-Apr-2007
Status Date

MD
State Mfr Report Id

Noticed both after 1st and 2nd dose, within 1st 4-5 days. Flu-like symptoms. Sleeplessness, fever (100.0), nausea, vomiting, myalgia, arthralgia, diarrhea. No
treatment.

Symptom Text:

FlonaseOther Meds:
Lab Data:
History:

NonePrex Illness:

None
Neosporin

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
37.0

276968-1

07-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Diarrhoea, Influenza like illness, Insomnia, Myalgia, Nausea, Pyrexia, Vaccine positive rechallenge, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0800F 1 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 1796
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Apr-2007
Vaccine Date

16-Apr-2007
Onset Date

3
Days

27-Apr-2007
Status Date

NC
State Mfr Report Id

Lg, tender, erythematous area of approx 8x 11 cm with  area of induration 6 x 7 cm, around site of Menactra vaccine. Tender area of eryth. and induration 3 x 6
cm of TDaP vaccine. Both vacc. given 3 days ago. Given Zyrtec 10 mg qd

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.1

276976-1

30-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site induration, Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Apr-2007

Received Date

Prex Vax Illns:

TDAP

MNQ
HPV4
HEPA

GLAXOSMITHKLINE
BIOLOGICALS
AVENTIS PASTEUR
MERCK & CO. INC.
MERCK & CO. INC.

AC52B065CA

U1947AA
0384U
1282F

0

0
0
0

Left leg

Right leg
Right arm
Left arm

Intramuscular

Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 1797
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Jan-2007
Vaccine Date

22-Jan-2007
Onset Date

0
Days

20-Apr-2007
Status Date

AZ
State Mfr Report Id

within on half hour of administration hand, feet were red and swollen  lasted several hours  School nurse cooroborated, patient not seen in office by about 6
hours symptoms were gone

Symptom Text:

advair/albuteral inhalerOther Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

277000-1

20-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Oedema peripheral

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0960F 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 1798
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Apr-2007
Vaccine Date

12-Apr-2007
Onset Date

1
Days

30-Apr-2007
Status Date

CO
State Mfr Report Id

4/12/07 AT 2:15 pm noted area at injection site slight itching - looked bruised - now red and hot to touch. 50mm X 35mm. No difficulty breathing, swelling,
itching on other areas. Advised Benadryl PRN.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

277005-1

30-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site bruising, Injection site erythema, Injection site pruritus, Injection site warmth

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Apr-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

1311F
0243U

1
0

Right arm
Right arm

Subcutaneously
Intramuscular



10 JUN 2008 06:27Report run on: Page 1799
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Apr-2007
Vaccine Date

19-Apr-2007
Onset Date

0
Days

23-Apr-2007
Status Date

MI
State Mfr Report Id

Had HPV4 immunization at approx. 6:00pm and at 9:00pm Erin had a seizure.  she was taken to the Emergency department and kept overnight.  This Am she
is still experiencing severe dizziness with loss of balance and headache.  5/18/07 Received medical records from ER which reveal patient was at hospital
getting ready for sleep study when she had abdominal pain & a witnessed seizure.  Loaded w/Pb & referred to PCP. PMH: FINAL DX: new onset seizures.

Symptom Text:

Other Meds:
Lab Data:

History:
nonePrex Illness:

LABS: CT of head revealed stable old ischemic event involving large portion of left cerebral hemisphere; small vessel ischemic disease on right; bilateral post
op changes, craniotomies; no acute changes.  WBC 4.0, lymphs 0.9.  Na 135, Ca 8.
High functioning Down's Syndrome CVA 10-12 yrs prior, brain surg x2.  moya-moya disease, OSA, ventricle sypass.  Downs syndrome

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

277102-1

18-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Balance disorder, Convulsion, Dizziness, Headache

 ER VISIT, NOT SERIOUS

Related reports:   277102-2

Other Vaccine
20-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1208F 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 1800
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Apr-2007
Vaccine Date

20-Apr-2007
Onset Date

0
Days

25-Apr-2007
Status Date

MI
State Mfr Report Id

Seizure of approx. 1 min. occured 3 hrs. following immunization, fainting twice immediately following seizure lasting approx. 30 sec. each episode, seizure of
approx. 15 seconds 15 hours after immunization, severe dizziness following initial sezure lasting approx. 40 hrs. accompanied by nausea; treated in
Emergency Room within 15 min. post-seizure; phenobarbital administed via IV following diagnostic tests and discharged home.

Symptom Text:

Aspirin, LevothyroxineOther Meds:
Lab Data:
History:

NonePrex Illness:

Blood tests and urinalysis results normal; CT scan indicated no change from previous scan.
NO HISTORY OF SEIZURES PRIOR TO THIS INCIDENT; Down Syndrome, Obstructive Sleep Apnea, Moya Moya Disease, Hypothyroidism, Wolff-Parkinson-
White Syndrome, Arthritis secondary to hip dysplasia

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

277102-2

22-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Dizziness, Nausea, Syncope

 ER VISIT, NOT SERIOUS

Related reports:   277102-1

Other Vaccine
24-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 1801
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Apr-2007
Vaccine Date

20-Apr-2007
Onset Date

0
Days

23-Apr-2007
Status Date

NY
State Mfr Report Id

A few minutes after the vaccine was administered, the patient stated that the left side of her face felt numb and was tingly. We let her rest for 15 minutes and
the feeling did not subside. I contacted her primary health provider and I gave her 50mg benadryl IM, and she had total relief of her symptoms within five
minutes. She left for home with her mother in stable condition, with instructions to call us if she had any other problems.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

Allergy to milk and peanuts. Reports heart palpitations when under stress.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

277106-1

23-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia facial, Paraesthesia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 00110 0 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Jan-2007
Vaccine Date

05-Jan-2007
Onset Date

0
Days

23-Apr-2007
Status Date

NY
State

WAES0704USA01525
Mfr Report Id

Information has been received from a registered nurse at a dermatology office, concerning a 17 year old female patient who on 20-SEP-2006 was vaccinated
with the first dose of Gardasil (Lot #653736/0868F), and on 05-JAN-2007, with the second dose of Gardasil (Lot #655165/1425F) at an OB-GYN office. The
nurse reported that on 05-JAN-2007, following the second vaccination, the patient, immediately got at bump on the right arm," by approximately 19-JAN-2007
("within 2 weeks of the vaccination"), the patient's "arm was cabby, scaly and bigger, than spread to whole body and face;" the patient developed a severe rash
with itching. Prior to the first visit at the dermatology office, the nurse confirmed that the patient reported she had received treatment (date not specified) from a
clinic, involving 2 courses of methylprednisone and cephalexin. On 27-JAN-2007, when the patient initially visited the dermatology office, the nurse indicated
that the rash "looked like a sunburn that had peeled, was swollen, flaked and scabbed." Treatment on 27-JAN-2007 included an injection of DEPO-MEDROL),
MOISTEREL cream (OTC). At the time of this report, it was unknown if the patient had recovered; the patient had a follow up visit scheduled at the dermatology
office for 17-APR-2007. The reporter considered the severe rash with itching, peeling, swelling, flaking and scabbing to be disabling as the patient had missed
school, and also an other medical event. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

277112-1 (S)

23-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Injection site swelling, Rash pruritic, Scab, Skin exfoliation, Swelling

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Other Vaccine
20-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1425F 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Feb-2007
Vaccine Date

12-Feb-2007
Onset Date

0
Days

23-Apr-2007
Status Date

FR
State

WAES0704USA02616
Mfr Report Id

Information has been received from a health authority concerning a 16 year old female with reportedly no other relevant medical history, who on 12-FEB-2007w
as vaccinated intramuscularly, into the left, upper, arm with Gardasil, (Lot # NE45050). On 12-FEB-2007, immediately post vaccination (P.V.), the patient
complained of pain and paraesthesia in the left arm. Ten minutes p.v. the patient experienced syncope with tonic convulsion for one minute. She was
hospitalized. No information regarding treatment and duration of hospitalization was given, but the time until complete recovery was reported as "6 hours". The
case is closed. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

277113-1 (S)

23-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Pain in extremity, Paraesthesia, Syncope, Tonic convulsion

 HOSPITALIZED, SERIOUS

Other Vaccine
20-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1804
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
23-Apr-2007
Status Date

--
State

WAES0704USA03052
Mfr Report Id

Information has been received from  physician's assistant concerning a 16 year old female who was vaccinated intramuscularly with a 0.5 ml dose of Gardasil.
it was reported that the patient was seen in the emergency room and the patient "collapsed, experienced weakness, sensory loss in extremities and the patient
could not walk" after receiving Gardasil. The patient was hospitalized and the length of hospitalization was unknown. At the time of the report, it was unknown, if
the patient recovered. The reporter considered collapsed, experienced weakness, sensory loss in extremities and could not walk to be disabling. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

277114-1 (S)

23-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abasia, Asthenia, Sensory loss, Syncope

 ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, PERMANENT DISABILITY, SERIOUS

Other Vaccine
20-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1805
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Oct-2006
Vaccine Date

15-Nov-2006
Onset Date

30
Days

23-Apr-2007
Status Date

PA
State

WAES0704USA02501
Mfr Report Id

Information has been received from a registered nurse, concerning a 26 year old female patient with a low grade squamous intraepithelial lesion, cervical
dysplasia and cervical intraepithelial neoplasia-1 (18-AUG-2006), who on 16-OCT-2006 was vaccinated with the first dose, 0.5ml, IM in the left arm, of Gardasil
(Lot #654540/0800F). There was no concomitant medication. On 15-DEC-2006, at an office visit scheduled to determine if she was pregnant, the patient
reported that she felt a small lump in her left breast that had been there since approximately 15-NOV-2006 ("approximately one month'). The nurse added that
the patient was sent to the hospital for a pregnancy test, which was negative. On 09-JAN-2007, the patient had a mammogram of the left breast which
recommended that she undergo a biopsy, and on 17-Jan-2007, an ultrasound guided core biopsy of the left breast was performed; on 19-Jan-2007, the biopsy
result showed "invasive and intraductal breast carcinoma." On 20-Jan-2007 the patient was vaccinated with the second dose, 0.5 ml, IM in the left arm, of
Gardasil (Lot #654540/0800F). On 21-MAR-2007, a repeat Pap smear result was positive for human papilloma virus, and the nurse added that the usual
treatment to remove the abnormal cells with the loop electrosurgical excision procedure (LEEP), was not performed due to the patient's breast cancer
diagnosis. The nurse stated that the patient was scheduled to be seen by 2 surgeons for consideration and opinions of a bilateral mastectomy, and indicated
that the patient would undergo chemotherapy following the surgery. The reporter considered the patient's invasive and intraductal breast carcinoma and/or
positive human papilloma virus results to be immediately life-threatening and an other significant medical event. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:

History:
Low grade squamous intraepithelial lesion, Cervical dysplasia, cervical intraepithelial neoplasia IPrex Illness:

Breast biopsy 01/19/07 - invasive and intraductal breast carcinoma, Cervical smear 08/18/06 - ASC low grade squamous cell intraepithelial lesion
encompassing HPV, mild dysplasia, CIN 1, cervical smear 03/21/07 - ASCUS, positive for HPV viru

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

277115-1 (S)

10-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Breast cancer, Breast mass, Cervical dysplasia, Condition aggravated, Human papilloma virus test positive, Mammogram abnormal, Mastectomy, Pregnancy
test negative, Surgery

 ER VISIT, LIFE THREATENING, SERIOUS

Other Vaccine
20-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0800F 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1806
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Apr-2007
Vaccine Date

10-Apr-2007
Onset Date

0
Days

26-Apr-2007
Status Date

NJ
State Mfr Report Id

940 AM found patient on floor with fists lasted approx. 3-5 seconds after patient responsive but c/o headache, dizziness, nausea - BP 122/82 - skin cool and
clammy - MD in to check patient c/o of same symptoms but with onset of vomiting - responsive at all times but drowsy  - transported to hospital 1030 AM. (when
patient fell she hit her head on a cabinet).  05/29/2007 MR received for o/n hospitalization for subdural hematoma. Pt had a  vaso-vagal syncopal episode after
receiving vax, which resulted in a fall where pt. hit head. (+) LOC and seizure.  PE: (+) for occipital tenderness. Not oriented to date. T4-L5 tenderness. Final
DX: Head injury.  L Parietal-frontal SDH.

Symptom Text:

Other Meds:
Lab Data:

History:
MigrainesPrex Illness:

CT scan - small subdural hematoma (when patient fell she hit her head on a cabinet). Labs and Diagnostics:  CT head reveals acute L frontal, parietal, and
temporal SDH with midline shift. X-ray cervical spine-mild reversal of kyphosis at C
None. PMH: none. NKDA.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

277122-1 (S)

29-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cold sweat, Convulsion, Disorientation, Dizziness, Fall, Head injury, Headache, Loss of consciousness, Nausea, Somnolence, Syncope vasovagal,
Tenderness, Vomiting

 HOSPITALIZED, SERIOUS

Other Vaccine
20-Apr-2007

Received Date

Prex Vax Illns:

MNQ
HEPA
HPV4

SANOFI PASTEUR
MERCK & CO. INC.
MERCK & CO. INC.

4214AA
0250U
0263U

0
0
0

Left arm
Right arm
Left arm

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 1807
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Mar-2007
Vaccine Date

02-Mar-2007
Onset Date

0
Days

01-May-2007
Status Date

WA
State Mfr Report Id

Immediately after 3rd HPV shot she developed an approx 4 inch red/warm wheal at the injection site. This same reaction occurred years earlier with the 2nd
MMR.

Symptom Text:

SERTRALINEOther Meds:
Lab Data:
History:

NONEPrex Illness:

Anorexia

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.5

277126-1

01-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site urticaria, Reaction to previous exposure to any vaccine

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0263U Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Apr-2007
Vaccine Date

10-Apr-2007
Onset Date

7
Days

01-May-2007
Status Date

MI
State Mfr Report Id

2/20/2007 received 1st injection of HPV vaccine only noticed pain at site of injection the first day. 2nd HPV vaccine received 4/3/2007--no pain until 4/10 began
to notice and has progressed to today 'muscle hurting all the way around' pain level "10" on scale 1 to 10.

Symptom Text:

ThylerolOther Meds:
Lab Data:
History:

NonePrex Illness:

None known
Thyroid condition

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

277130-1

01-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Myalgia

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0187U 1 Right arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Apr-2007
Vaccine Date

12-Apr-2007
Onset Date

1
Days

02-May-2007
Status Date

OH
State Mfr Report Id

Pt stated had reaction to 1s injection determined not related to Gardasil . C/O cellulitis to L finger/hand inj given in L delt. 2nd injection to R delt, pt c/o same
reaction - swelling, pain to L finger/hand again - saw PCP tx for cellulitis. Atzo given.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

277139-1

02-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cellulitis, Oedema peripheral, Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0384U 1 Right arm Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Apr-2007
Vaccine Date

09-Apr-2007
Onset Date

7
Days

02-May-2007
Status Date

TX
State Mfr Report Id

swelling, painful arm (L)Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

277140-1

02-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Oedema peripheral, Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 00914 1 Left arm Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Mar-2007
Vaccine Date

19-Apr-2007
Onset Date

41
Days

07-May-2007
Status Date

NJ
State Mfr Report Id

Received Gardasil on 03/09/2007. Patient reported numbness / tingling feeling in left fingers, arm and left swollen lip, then hands felt floppy / numb. Negative
for shortness of breath, chest pain, fever, injury. Physical exam grossly normal, normal neurological exam.

Symptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

277142-1

07-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Hypotonia, Lip swelling, Neurological examination normal, Oedema peripheral, Paraesthesia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 01870 0 Right arm Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Mar-2007
Vaccine Date

27-Mar-2007
Onset Date

0
Days

24-Apr-2007
Status Date

--
State

WAES0704USA02270
Mfr Report Id

Information has been received from a physician for the Pregnancy registry for GARDASIL, concerning a 26 year old female patient with a history of first
trimester miscarriage in 2006 who on 25-JAN-2007 was vaccinated IM with a first dose of HPV. The physician reported that on 27-MAR-2007 the patient was
vaccinated with second dose of HPV and had a positive pregnancy test the next day. The patient presented to the physician's office on 09-APR-2007 with
vaginal bleeding and a pelvic ultrasound determined that she was suffering a spontaneous abortion. She was at 6 weeks gestation. The patient was admitted to
the hospital on the night of 09-APR-2007 with severe vaginal hemorrhaging and  underwent an emergency dilation and curettage procedure. The patient was
recovering without complication. The physician added that, on 27-MAR-2007, the patient was diagnosed with bacterial vaginosis but she did not take the
prescribed treatment. The physician considered spontaneous abortion to be significantly disabling and life threatening. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

pelvic ultrasound 04/09/07 spontaneous abortion; complete blood cell Result not reported; total serum human 03/28/07 positive
Miscarriage

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

277166-1 (S)

25-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy, Pregnancy test positive, Uterine dilation and curettage, Vaginal haemorrhage, Vaginitis bacterial

 ER VISIT, HOSPITALIZED, LIFE THREATENING, PERMANENT DISABILITY, SERIOUS

Related reports:   277166-2

Other Vaccine
23-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Mar-2007
Vaccine Date

05-Apr-2007
Onset Date

9
Days

26-Apr-2007
Status Date

--
State Mfr Report Id

Patient was apparently pregnant at time of administration of second vaccine dose. Apparently got pregnant right at or after 1st dose given. Experienced 1st
trimester spontaneous abortion requiring emergency D & C hemorrhage.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

+ pregnancy test
Previous 1st trimester miscarriage

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

277166-2 (S)

26-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy, Haemorrhage, Uterine dilation and curettage

 ER VISIT, HOSPITALIZED, LIFE THREATENING, SERIOUS

Related reports:   277166-1

Other Vaccine
24-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Apr-2007
Vaccine Date

01-Apr-2007
Onset Date

0
Days

24-Apr-2007
Status Date

PA
State

WAES0704USA02668
Mfr Report Id

Information has been received from a physician concerning a 12-15 year old (exact age unknown) female patient who in April 2007, was vaccinated with a dose
of Gardasil. The patient started to convulse in front of the physician and her eyes rolled back after receiving the Gardasil. The patient received medical
attention. The physician's office followed up with the patient the next day and she was doing fine. Upon internal review, convulsion was considered to be an
other important medical event. The physician reported that another patient in the same age group convulsed after receiving the Gardasil. Additional information
has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

277167-1

25-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Gaze palsy

 ER VISIT, NOT SERIOUS

Related reports:   277167-2

Other Vaccine
23-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Apr-2007
Vaccine Date

11-Apr-2007
Onset Date

0
Days

15-May-2007
Status Date

PA
State

200701539
Mfr Report Id

SERIOUSNESS CRITERIA: OTHER - MEDICALLY SIGNIFICANT. Initial report received on 04 May 2007 from another manufacturer, report#
WAES0704USA02668. The initial reporter to this manufacturer had been a health care professional. Verbatim from the report: "Initial and follow up information
has been received from a physician concerning a 13 year old female patient who on 11-APR-2007, was vaccinated IM in left deltoid with a dose of Gardasil, lot
#655849/0263U. Concomitant therapy included Varivax, MENACTRA and HAVRIX. The patient's blood pressure (BP) prior to vaccination was 112/68 mmHg.
The patient started to convulse in front of the physician and her eyes rolled back after receiving the Gardasil. Almost immediately the patient became very stiff,
rigid, and passed out for approximately 30 seconds. The physician reported that the patient was "really out of it." BP after seizure was 102/78 and pulse
oximetry was 98%. The patient recovered from the seizure but was experiencing headaches since the injection was given. The physician's office followed up
with the patient the next day and she was doing fine. The physician did not consider the event to be serious." "In follow-up report from the physician's office it
was reported that patient became pale for about one minute and when she came to she had postictal signs and symptoms of a blank stare for about five to ten
seconds and no response. She did walk back to the room without much time. When she got back to the room she became "limp" and needed to be lifted. On
11-APR-2007 the patient recovered. Upon internal review, convulsion was considered to be an other important medical event. The physician reported that
another patient in the same age group convulsed after receiving the Gardasil vaccine. Additional information is not expected." The reporter in this case is the
same as in case 2007-01540.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

11/Apr/2007: pulse oximetry 98%; BP before seizure 112/68; BP after seizure 102/78

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

277167-2

15-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Eye rolling, Headache, Hypotonia, Loss of consciousness, Muscle rigidity, Musculoskeletal stiffness, Pallor, Postictal state, Staring, Unresponsive
to stimuli

 ER VISIT, NOT SERIOUS

Related reports:   277167-1

Other Vaccine
14-May-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
HEPA

MNQ

MERCK & CO. INC.
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
SANOFI PASTEUR

NULL
0263U
NULL

NULL 0

Unknown
Left arm
Unknown

Unknown

Unknown
Intramuscular

Unknown

Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Mar-2007
Vaccine Date

28-Mar-2007
Onset Date

0
Days

02-May-2007
Status Date

TX
State

TX07026
Mfr Report Id

Patient was administered the HPV (Gardasil) #1 vaccine at 12:30 pm. Patient was sitting when the vaccine was administered, she got up from the exam table,
standing besides the table. Patient fainted, falling on the floor, hitting her head to left side, pt. said she stopped hearing and saw everything white. She was
helped from the floor and placed on exam table on a laying position. She was resting for 1 hour. Pt after 1 hour felt better and left the office walking.

Symptom Text:

NONEOther Meds:
Lab Data:
History:

Ingrown toenailPrex Illness:

NKDA

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

277187-1

03-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Deafness, Fall, Head injury, Syncope, Visual disturbance

 NO CONDITIONS, NOT SERIOUS

Related reports:   277187-2

Other Vaccine
23-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1424F 0 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Mar-2007
Vaccine Date

30-Mar-2007
Onset Date

0
Days

13-Jun-2007
Status Date

TX
State

WAES0704USA01609
Mfr Report Id

Information has been received from a physician concerning a 12 year old female patient with type II diabetes mellitus who on 30-MAR-2007 was vaccinated
with 0.5 mL of Gardasil, lot #654885/1424F. Concomitant therapy included sodium fluoride. On 30-MAR-2007 the patient developed headache and dizziness 2-
3 minutes after receiving the injection. Unspecified medical attention was sought. Subsequently, on an unspecified date, the patient recovered. Additional
information has been requested.

Symptom Text:

sodium fluorideOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Type II diabetes mellitus

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

277187-2

13-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Headache

 ER VISIT, NOT SERIOUS

Related reports:   277187-1

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1424F Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Mar-2007
Vaccine Date

30-Mar-2007
Onset Date

0
Days

02-May-2007
Status Date

TX
State

TX07027
Mfr Report Id

3/30/07 10:00 AM HPV vaccine was administered on her left upper arm sitting on an exam table. 2-3 minutes after administering vaccine, pt. c/o a headache
and dizziness. Pt. was placed on exam table in a laying position.

Symptom Text:

FluorideOther Meds:
Lab Data:
History:

Type II DiabetesPrex Illness:

No test performed at the office on 3-30-07.
No known drug allergies, just diagnosed with Type II Diabetes

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

277188-1

03-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Headache

 NO CONDITIONS, NOT SERIOUS

Related reports:   277188-2

Other Vaccine
23-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1424F 0 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Mar-2007
Vaccine Date

28-Mar-2007
Onset Date

0
Days

13-Jun-2007
Status Date

--
State

WAES0704USA01565
Mfr Report Id

Information has been received from a physician concerning a 16 year old female with no drug reactions/allergies who on 28-MAR-2007 was vaccinated, IM with
Gardasil (lot # 654885/1424F). On 28-MAR-2007 the patient fainted and hit her head after receiving an immunization with Gardasil. No lab diagnostics were
performed. Subsequently, the patient recovered. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

277188-2

13-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Head injury, Syncope

 NO CONDITIONS, NOT SERIOUS

Related reports:   277188-1

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1424F Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Apr-2007
Vaccine Date

17-Apr-2007
Onset Date

0
Days

03-May-2007
Status Date

AK
State Mfr Report Id

Patient developed hives on her arm and then on trunk approximately 3 hours after administration of 2nd HPV vaccine.Symptom Text:

Paroxetine, NasonexOther Meds:
Lab Data:
History:

Allergic RhinitisPrex Illness:

Allergic Rhinitis, Anxiety NOS, ADHD

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

277195-1

03-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
23-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1427F 1 Left arm Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Apr-2007
Vaccine Date

13-Apr-2007
Onset Date

0
Days

02-May-2007
Status Date

CA
State Mfr Report Id

12 cm x 9 cm, red , hard, itchy area, around inj site on left arm-Old imm site (from Age 3-given in Foreign country) swelled up and go "bubbly".Symptom Text:

PPDOther Meds:
Lab Data:
History:

nonePrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

277199-1

03-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site induration, Injection site pruritus, Reaction to previous exposure to any vaccine

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
23-Apr-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

AVENTIS PASTEUR
MERCK & CO. INC.

U2002AC
0263U

0
0

Left arm
Right arm

Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Apr-2007
Vaccine Date

10-Apr-2007
Onset Date

1
Days

02-May-2007
Status Date

KS
State Mfr Report Id

Of reports sore, red, hot left upper arm, also pain on the left side of her neck, fatigue and body aches.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

277202-1

02-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Fatigue, Injection site erythema, Injection site pain, Injection site warmth, Neck pain, Pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
23-Apr-2007

Received Date

Prex Vax Illns:

TDAP
HPV4

AVENTIS PASTEUR
MERCK & CO. INC.

C2610AA
0188U

5
0

Left arm
Right arm

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 1823
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Feb-2007
Vaccine Date

01-Feb-2007
Onset Date

0
Days

02-May-2007
Status Date

TX
State Mfr Report Id

Pain at injection site lasting greater than 2 months.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

277211-1

02-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
23-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0013U 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 1824
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Mar-2007
Vaccine Date

13-Apr-2007
Onset Date

32
Days

24-Apr-2007
Status Date

NC
State Mfr Report Id

AFTER RECEIVING 2ND SHOT OF GARDASIL 4/12/07  SHE DEVELOPED A RASH ON THE INSIDE OF HER ARM(SAME AREN BUT OPPOSITE THE SITE
OF THE INJECTION)- SHE HAD NO OTHER SIGNS SYMPTOMS- THE RASH WAS MACULOPAPULAR AND THE AREA INVOLVED WAS 4 CM IN
DIAMETER

Symptom Text:

orthotricyclenlo tabletsOther Meds:
Lab Data:
History:

nonePrex Illness:

NORMAL TEMPRATURE AND BLOOD PRESSURE
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

277226-1

24-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash maculo-papular

 ER VISIT, NOT SERIOUS

Other Vaccine
23-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0314U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 1825
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Nov-2006
Vaccine Date

22-Dec-2006
Onset Date

30
Days

24-Apr-2007
Status Date

CA
State Mfr Report Id

Second injection of Gardasil given on November 11,2006. On December 22,2007 needed to go to the emergency room at Hospital with swollen joints in hands
and extreme pain, have been diagnosed with Rheumatoid Arthritis.

Symptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

Have been diagnosed with Rheumatoid arthritis
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
52.0

277235-1

24-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Joint swelling, Rheumatoid arthritis

 ER VISIT, NOT SERIOUS

Other Vaccine
23-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. ? 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 1826
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Mar-2007
Vaccine Date

28-Mar-2007
Onset Date

0
Days

03-May-2007
Status Date

CA
State Mfr Report Id

Depressed mood and fatigue started evening of vaccine lasted 4 days.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Biaxin

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

277241-1

03-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Depressed mood, Fatigue

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
23-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1874U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 1827
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
25-Apr-2007
Status Date

TX
State

WAES0704USA02388
Mfr Report Id

Information has been received from a physician concerning a female (age not reported) who on an unspecified date, the patient was vaccinated with second
dose of Gardasil (lot # not reported) SQ. Subsequently, the patient experienced an unspecified adverse event after the second dose of Gardasil was given. The
patient sought medical attention and was hospitalized. The reporting physician did not administer the vaccine and was requesting follow-up from a medical
team member. No further information was available at the time of reporting. Additional information has been requested. 4/26/07 CDC spoke with a nurse at the
reporters office (the reporter for 277262).  "While rounding in the hospital he was asked for advice about a patient (not his patient) who received her second
HPV vaccine SQ instead of IM.  They wanted to know if they should repeat the dose or not.   He contacted Merck who responded with a letter saying they had
not looked at this in the trials, etc.  The patient did not have any problems.....the vaccine was administered incorrectly. " 4/27/07 Per email from CDC, "the
report says the patient was hospitalized. According to your note, the pt. was NOT hospitalized. Correct? If so, we will have this corrected in VAERS." 4/27/07
Per email from CDC, "according to the nurse the patient was NOT hospitalized" 4/27/07 Per email from CDC, "Please change this in the VAERS database."
Database change completed.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

277262-1

30-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Adverse event, Incorrect route of drug administration, Unevaluable event

 ER VISIT, NOT SERIOUS

Other Vaccine
24-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Subcutaneously



10 JUN 2008 06:27Report run on: Page 1828
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Apr-2007
Vaccine Date

13-Apr-2007
Onset Date

3
Days

03-May-2007
Status Date

TX
State Mfr Report Id

Skin reaction w/cresent shaped burn like reaction one week after 2nd dose of Gardasil. Swollen below injection site, probable hematoma.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

277273-1

03-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Burning sensation, Haematoma, Injection site swelling, Skin reaction

 ER VISIT, NOT SERIOUS

Other Vaccine
24-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0187U 1 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 1829
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Feb-2007
Vaccine Date

23-Feb-2007
Onset Date

2
Days

03-May-2007
Status Date

DE
State Mfr Report Id

Hives - no treatmentSymptom Text:

LoestrinOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

277280-1

03-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
24-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0187U 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 1830
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Apr-2007
Vaccine Date

18-Apr-2007
Onset Date

7
Days

02-May-2007
Status Date

NC
State Mfr Report Id

redness, with pimple like sore and burning x 1 week 1 day (only reported today 4-19-07) per patient, temp 98.4Symptom Text:

Other Meds:
Lab Data:
History:

nonePrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
27.0

277281-1

03-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Rash papular, Skin burning sensation

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
24-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 01880 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 1831
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Apr-2007
Vaccine Date

12-Apr-2007
Onset Date

0
Days

03-May-2007
Status Date

OR
State Mfr Report Id

Emotional agitation, sobbing for unknown reasons - very emotions for 2-3 hours.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

277305-1

03-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Affect lability, Agitation, Crying

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
24-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0384U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 1832
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Apr-2007
Vaccine Date

11-Apr-2007
Onset Date

0
Days

03-May-2007
Status Date

PA
State Mfr Report Id

After vaccine was given pt stated "she felt like she was going to pass out" she turned pale and rigid and lost conscious for about 1 min and when she came to
she had post ictal s/s of a blank stare for about 5-10 sec and no response. Pt did walk back to a room without much time, when she got back to the room she
became "limp" and needed to be lifted onto a tablet. Went home A+o x '53

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

O2 Sat 98%, BP 102/78
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

277309-1

03-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Hypotonia, Loss of consciousness, Muscle rigidity, Pallor, Postictal state, Staring

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
24-Apr-2007

Received Date

Prex Vax Illns:

VARCEL
HEPA
HPV4
MNQ

MERCK & CO. INC.
SMITHKLINE BEECHAM
MERCK & CO. INC.
AVENTIS PASTEUR

1148F
AHAVB148AA
0263U
U1908AA

1
1
0
0

Left arm
Right arm
Left arm

Right arm

Subcutaneously
Intramuscular
Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Apr-2007
Vaccine Date

13-Apr-2007
Onset Date

0
Days

25-Apr-2007
Status Date

NM
State

A0647898A
Mfr Report Id

This case was reported by a physician and described the occurrence of unconscious in a 12-year-old female subject who was vaccinated with Havrix, Gardasil
for prophylaxis. The subject was reported to be "otherwise healthy". The subject experienced on adverse events following previous vaccinations. There were no
concurrent medications. On 13 April 2007 at 11:00, the subject received the 1st dose of Havrix (.5 ml, unknown, left arm). On 13 April 2007 at an unspecified
time, the subject received the 1st dose of Gardasil. On 13 April 2007, 2 minutes after vaccination with Havrix and an unspecified time after vaccination with
Gardasil, the subject experienced two episodes of dizziness and fainting within five minutes of dosing. The subject was unconscious for a minute or less with
each episode. This case was assessed as medically serious by manufacturer. On 13 April 2007, the events were resolved.

Symptom Text:

No concurrent medicationOther Meds:
Lab Data:
History:

UnknownPrex Illness:

UNK
The subject was reported to be "otherwise healthy". The subject experienced no adverse events following previous vaccinations.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

277319-1

07-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Loss of consciousness, Syncope

 ER VISIT, NOT SERIOUS

Related reports:   277319-2

Other Vaccine
24-Apr-2007

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

0187U
AHAVB148AA 0

Unknown
Left arm

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 1834
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Apr-2007
Vaccine Date

13-Apr-2007
Onset Date

0
Days

13-Jun-2007
Status Date

--
State

WAES0704USA03253
Mfr Report Id

Information has been received from a physician concerning a 12 year old female who on 13-APR-2007 was vaccinated with the first dose of Gardasil (lot
#656049/0187U), 0.5 ml, injection. Concomitant therapy included hepatitis A virus vaccine (unspecified). On 13-APR-2007, the patient fainted and had pseudo
seizure like symptoms. The patient had dreams about receiving the shot and the physician felt that the reaction was anxiety related. The patient had the
following laboratory diagnostic tests performed after the incident: glucose 85, blood pressure 135/75, pulse 85 and one hour later the blood pressure 97/63,
pulse 73 and oxygen saturation 99%. No Benadryl was given to the patient. Subsequently the patient recovered from the events that same day. Additional
information has been requested.

Symptom Text:

Other Meds:
Lab Data:

History:
Prex Illness:

blood pressure 04/13/07 135/7 - after incident blood pressure 04/13/07 97/63 - 1 hour after incident pulse oximetry 04/13/07 99% - 1 hour after incident serum
glucose 04/13/07 85 - after incident total heartbeat count 04/13/07 85 - afte
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

277319-2

14-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blood glucose normal, Conversion disorder, Nightmare, Syncope

 NO CONDITIONS, NOT SERIOUS

Related reports:   277319-1

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0187U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1835
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Apr-2007
Vaccine Date

23-Apr-2007
Onset Date

0
Days

26-Apr-2007
Status Date

MO
State Mfr Report Id

Patient given second dose of HPV vaccine 2 weeks after receiving the first dose.  No adverse reaction.  No treatment needed.Symptom Text:

noneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

277330-1

26-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, No adverse effect

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
24-Apr-2007

Received Date

Prex Vax Illns:

HPVHPV4 MERCK & CO. INC. 0960F 1 Right arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Apr-2007
Vaccine Date

20-Apr-2007
Onset Date

1
Days

25-Apr-2007
Status Date

OH
State Mfr Report Id

Persistant dizziness for several days, prevented her from working for 1-2 daysSymptom Text:

SeptraOther Meds:
Lab Data:
History:

NonePrex Illness:

Acne

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

277339-1

25-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Activities of daily living impaired, Dizziness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
24-Apr-2007

Received Date

uncertain~DTaP (unknown mfr)~1~0~In PatientPrex Vax Illns:

MNQ
HPV4

AVENTIS PASTEUR
MERCK & CO. INC.

U2106AA
0187U

0
0

Left arm
Right arm

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Apr-2007
Vaccine Date

10-Apr-2007
Onset Date

0
Days

26-Apr-2007
Status Date

FR
State

WAES0704USA03084
Mfr Report Id

Information has been received from a physician concerning a 13 year old female with no relevant past medical history, and no history of allergies, who on 10-
APR-2007 was vaccinated intramuscularly into the left upper arm with the first dose of Gardasil (Batch # NE12410). On 10-Apr-2007, a few hours post
vaccination, the patient experienced swelling of the entire left arm including the fingers with redness and warmth. The patient was treated with cortisone and
antiallergic agents. At the time of this report, the patient had not recovered. The reporting physician felt that the events were important for other medical events.
Additional information has been requested. Other business partner numbers include E2007-02275.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

277351-1

26-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Oedema peripheral, Skin warm

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
25-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NE12410 0 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Feb-2007
Vaccine Date

21-Feb-2007
Onset Date

0
Days

26-Apr-2007
Status Date

MI
State

WAES0704USA03897
Mfr Report Id

Information has been received from a registered nurse, concerning a 50 year old female with hearing loss (16-AUG-2007), a facial nerve disorder, Lyme
disease with arthritis, pruritus, multiple allergic reactions to antibiotics including tetracycline, CECLOR and KEFLEX, and multiple drug hypersensitivities
including morphine, and propoxyphene and DARVOCET, who on 21-FEB-2007 was vaccinated with the first dose, 0.5 ml, IM in the left deltoid, of Gardasil (lot
#656372/0243U). Concomitant therapy included INDERAL, MINOCIN, TRILISATE TABLETS/LIQUID), DIAMOX and MIDRIN. On 05-APR-2007 the patient was
hospitalized after she developed facial palsy. The nurse reported that on 09-APR-2007, the patient called the office to report her condition. The patient
remained hospitalized until 16-APR-2007, and on that day she called the office, and stated that she "had a possible diagnosis of Guillian Barre syndrome." The
patient reported she believed that Gardasil caused her condition, and had requested a human papilloma virus antibody test. The reporter considered the event
of facial palsy and possible Guillian Barre syndrome to be an other significant medical event. Additional information has been requested.   5/27/08 Received
additional medical records from FDA which patient had provided & include consultant records from out of state clinic neurologist on 10/02/2007 diagnosing
w/GBS Miller Fisher variant.  Tx w/IVIG w /some improvement but residual facial deficits.   Patient also submitted own VAERS report.  5/29/07 Received
hospital medical records which reveal patient experienced sudden inability to speak, close eyelids or move face, and unable to swallow.  Admitted 4/4-4/16/07.
Neuro & Psych consults done.  Treated w/IV antibiotics in hospital & continued on IV antibiotics at home FINAL DX: cerebral Lyme disease.

Symptom Text:

MIDRIN, DIAMOX, TRILISATE TABLETS/LIQUIS, MINOCIN, INDERALOther Meds:
Lab Data:

History:
Hearing loss; Facial nerve disorder; Lyme disease; Pruritus; Arthritis; Allergic reaction to antibiotics; Drug hypersensitivityPrex Illness:

Unknown LABS: CT & MRI of head were WNL.  WBC 6.9Lyme serology was +.   HSV-1 IgG elevated at 4.20 CSF c/s neg, glucose elevated at 84, protein
normal at 23.
PMH: +Lyme dx, treated. Hearing decreased.  RA.  Pancreatitis.  MVP.  Carotid enlargement. Goiter

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
50.0

277352-1 (S)

27-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Blood product transfusion, Cerebral disorder, Condition aggravated, Eyelid disorder, Facial nerve disorder, Facial palsy, Guillain-Barre syndrome, Inappropriate
schedule of drug administration, Lyme disease, Miller Fisher syndrome, Speech disorder

 ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, SERIOUS

Related reports:   277352-2

Other Vaccine
25-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0243U 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Feb-2007
Vaccine Date

03-Apr-2007
Onset Date

41
Days

29-May-2008
Status Date

MI
State Mfr Report Id

Facial tingling started 4/1/07.  Total bilateral facial paralysis of sudden onset.  Diagnosis: Guillain-Barre syndrome (GBS) Miller Fisher facial variant.  Multiple
related facial, cranial nerves, vision, whole body, etc.  Impairments & symptoms.

Symptom Text:

MINOCINOther Meds:
Lab Data:
History:

NonePrex Illness:

MRI's, EMG's, Spinal Taps (2), Blood work and labs, etc.
None; Prior fully treated Lyme disease

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
50.0

277352-2 (S)

29-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Facial palsy, Guillain-Barre syndrome, Inappropriate schedule of drug administration, Miller Fisher syndrome, Nerve injury, Neurological symptom,
Paraesthesia, Visual disturbance

 ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, LIFE THREATENING, PERMANENT DISABILITY, SERIOUS

Related reports:   277352-1

Other Vaccine
27-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0243U 0 Left arm Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Feb-2007
Vaccine Date

22-Feb-2007
Onset Date

0
Days

03-May-2007
Status Date

NY
State Mfr Report Id

Vaccia given 2:45 - on 2/22/07 - for remainder of day. Patient felt increase fatigue, lightheaded, nauseated. Spent day in nurse office sleeping.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

277359-1

03-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Fatigue, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
25-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1208F 0 Left arm Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Apr-2007
Vaccine Date

21-Apr-2007
Onset Date

3
Days

26-Apr-2007
Status Date

MI
State Mfr Report Id

Hives, was treated with relief with Benedryl and prednisoneSymptom Text:

Other Meds:
Lab Data:
History:

None reportedPrex Illness:

NOne reported

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

277375-1

26-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
25-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0244U 1 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Mar-2007
Vaccine Date

06-Apr-2007
Onset Date

17
Days

26-Apr-2007
Status Date

CA
State Mfr Report Id

Developed Henoch-Schonlein-Purpura 4/6/07. Received Hepatitis A vaccine, HPV, & MVC-4 vaccine on 3/20/07. 05/15/07-records received for DOS 4/14/17-
Henoch-Schonlein purpura. Myalgia in calves painful with palpation. Mild edema around joints. No fever no signs of DIC. 4+ hemoglobin in urine. PMH: PPD
positive. 9/04/-07 progress note received DX Henoch-Schonlein purpura

Symptom Text:

Other Meds:
Lab Data:
History:

nonePrex Illness:

Had mild hematuria which has now resolved
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

277385-1 (S)

19-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Henoch-Schonlein purpura, Myalgia, Oedema

 ER VISIT, HOSPITALIZED, SERIOUS

Related reports:   277385-2

Other Vaccine
25-Apr-2007

Received Date

n/a~ ()~~0~In PatientPrex Vax Illns:

MNQ
HPV4
HEPA

SANOFI PASTEUR
MERCK & CO. INC.
SMITHKLINE BEECHAM

42159AA
00114
AHAVB129AA

0
0
1

Right arm
Left arm
Left arm

Intramuscular
Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Mar-2007
Vaccine Date

06-Apr-2007
Onset Date

17
Days

18-Sep-2007
Status Date

--
State

200703034
Mfr Report Id

This case was received on 05 September 2007 from another manufacturer under reference number WAES0705USA05091. The following is verbatim from that
report: "This report was identified from a line listing obtained on request by the Company from the FDA under the Freedom of Information Act. A 13 year old
female with no past medical history and no illnesses treated on 20-MAR-2007 with Gardasil, first dose, intramuscularly in the left arm hepatitis A virus vaccine
(unspecified), intramuscularly in the left arm, second dose (lot # AHAVB129AA) and meningococcal ACYW conj vaccine (dip toxoid), first dose intramuscularly
in the right arm (lot # 42159AA) experienced Henoch-Schonlein purpura on 06-APR-2007. It was also reported that the patient had mild hematuria which
subsequently resolved. The listing indicated the event required hospitalization. No further information is available." "In follow-up, identified from a line listing
obtained on request by the Company from the FDA under the Freedom of Information Act revealed no new information." "This is an amended report, the lot #
(AGAVB129AA) was changed in the narrative to (AHAVB129AA)."

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

277385-2 (S)

25-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Haematuria, Henoch-Schonlein purpura

 HOSPITALIZED, SERIOUS

Related reports:   277385-1

Other Vaccine
17-Sep-2007

Received Date

Prex Vax Illns:

MNQ
HEPA
HPV4

SANOFI PASTEUR
UNKNOWN MANUFACTURER
MERCK & CO. INC.

42159AA
AHAVB129AA
NULL

0
1
0

Right arm
Left arm
Left arm

Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 1844
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Jan-2007
Vaccine Date

09-Jan-2007
Onset Date

1
Days

07-May-2007
Status Date

NC
State Mfr Report Id

1 hr after visit eyes swollen, rash on both wrists, wheezing (Hx of Asthma), HA, took 2 ASA for HA and Benadryl. Also tightness in throat. Better with in 15
minutes of Benadryl. Pt was on no allergy meds at this time.

Symptom Text:

Hx of Asthma-been on Flonase, Claritin, Albuterol in pastOther Meds:
Lab Data:
History:
Prex Illness:

Allergy testing by Allergist (+) Skin test to Menactra
Asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

277390-1

07-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Eye swelling, Headache, Rash, Throat tightness, Wheezing

 ER VISIT, NOT SERIOUS

Other Vaccine
25-Apr-2007

Received Date

Prex Vax Illns:

TDAP

HEPA
MNQ
HPV4

GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
AVENTIS PASTEUR
MERCK & CO. INC.

AC52B005CA

1209F
121974AB
0955F

0

0
0
0

Left arm

Left arm
Right arm
Right arm

Intramuscular

Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 1845
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Apr-2007
Vaccine Date

24-Apr-2007
Onset Date

1
Days

03-May-2007
Status Date

PA
State Mfr Report Id

Pt's school nurse called pt c/o SOB at school. Also c/o itching and Welt at site of 2nd Gardasil injection site. Advised to send pt to closest ER for evaluation.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
Seasonal allergies

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

277393-1

03-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dyspnoea, Injection site pruritus, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
25-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0188U 1 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 1846
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Apr-2007
Vaccine Date

10-Apr-2007
Onset Date

0
Days

27-Apr-2007
Status Date

AL
State

WAES0704USA03424
Mfr Report Id

Information has been received from a physician concerning a 21 year old female who on approximately 10-APR-2007 was vaccinated with a first dose of
Gardasil. On approximately 10-APR-2007 the patient experienced dry mouth, tightness in her throat, difficulty swallowing, shortness of breath, diarrhea and
headache. The patient was treated with dexamethasone injection and Benadryl injection. Subsequently, the patient recovered. There were no laboratory or
diagnostic tests performed. The reporting physician considered dry mouth, tightness in her throat, difficulty swallowing, shortness of breath, diarrhea and
headache to be other important medical events. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

277402-1

27-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Diarrhoea, Dry mouth, Dysphagia, Dyspnoea, Headache, Throat tightness

 ER VISIT, NOT SERIOUS

Other Vaccine
26-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1847
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
03-May-2007
Status Date

MO
State Mfr Report Id

Anaphylaxis, rash, wheezing, mild difficulty breathing. Recovered completely with steroids, Benadryl, etc. Has since had second Gardasil, no problems.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

277413-1

04-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anaphylactic reaction, Dyspnoea, Rash, Wheezing

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
26-Apr-2007

Received Date

Prex Vax Illns:

VARCEL
TDAP
MNQ
HPV4

MERCK & CO. INC.
AVENTIS PASTEUR
AVENTIS PASTEUR
MERCK & CO. INC.

1250F
C26900AA
U2208AA
0014U

1
5
0
0

Left arm
Right arm
Right arm
Left arm

Subcutaneously
Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 1848
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
03-May-2007
Status Date

--
State Mfr Report Id

Increase vagal response after HPV shot, decrease BP, decrease HR, 98/60 ---> 88/56, 74---> 40Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

277420-1

04-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure decreased, Heart rate decreased, Syncope vasovagal

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
26-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0960F 1 Right arm Unknown



10 JUN 2008 06:27Report run on: Page 1849
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Mar-2007
Vaccine Date

10-Mar-2007
Onset Date

2
Days

27-Apr-2007
Status Date

NY
State Mfr Report Id

PATIENT DESCIRBED MUSCLE ACHES AND JOINT PAIN ABOUT 2 DAYS AFTER RECEIVING INITIAL DOSE OF GARDASIL ON 3/8/07. PATIENT
CONTINUED WITH BODY ACHES AND JOINT PAIN UP UNTIL APRIL 6TH PATIENT REPORT THIS ON DATE 2ND INJECTION WAS TO BE GIVEN ON
4/20/2007. PATIENT HAD CONTACTED HER PCP WHO ADVISED HER NOT TO CONTINUE THE SERIES.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

277430-1

27-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Myalgia, Pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
26-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0188U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1850
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Apr-2007
Vaccine Date

Unknown
Onset Date Days

03-May-2007
Status Date

NH
State

NH0719
Mfr Report Id

Sisters in same exam room; both due to receive HPV vaccine and Menactra. 12 y/o patient received 1 dose of HPV vaccine in each arm, I'm simultaneously,
instead of 1 dose HPV and 1 dose Menactra.

Symptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

none
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

277453-1

04-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, Medication error, Unevaluable event

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
26-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1425F 0 Left leg Intramuscular



10 JUN 2008 06:27Report run on: Page 1851
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Mar-2007
Vaccine Date

07-Mar-2007
Onset Date

0
Days

03-May-2007
Status Date

MO
State Mfr Report Id

Anaphylaxis, rash, wheezing, mild difficulty breathing. Recovered completely with steroids, Benadryl etc.Symptom Text:

Concerta 18 mgOther Meds:
Lab Data:
History:

nonePrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

277457-1

04-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anaphylactic reaction, Dyspnoea, Rash, Wheezing

 ER VISIT, NOT SERIOUS

Other Vaccine
26-Apr-2007

Received Date

Prex Vax Illns:

TDAP
MNQ
HPV4

AVENTIS PASTEUR
AVENTIS PASTEUR
MERCK & CO. INC.

C2690AA
U2208AA
0014U

5
0
0

Left arm
Right arm
Left arm

Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 1852
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Apr-2007
Vaccine Date

25-Apr-2007
Onset Date

1
Days

03-May-2007
Status Date

MO
State Mfr Report Id

Patient developed itching and rash on her chest which is a typical location for her when she has an allergic reaction. Also had dizziness, fatigue and nausea.Symptom Text:

Orthotricyclen, Allegra D, Differin gelOther Meds:
Lab Data:
History:

nonePrex Illness:

none
Sulfa drugs

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

277458-1

04-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Fatigue, Hypersensitivity, Nausea, Pruritus, Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
26-Apr-2007

Received Date

Prex Vax Illns:

TDAP
HPV4

AVENTIS PASTEUR
MERCK & CO. INC.

C2632AA
0387U

0
0

Right arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 1853
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Apr-2007
Vaccine Date

27-Apr-2007
Onset Date

0
Days

04-May-2007
Status Date

DE
State Mfr Report Id

Pt passed out after injection - Head injury obtained.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

277498-1

04-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Head injury, Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
27-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0389U Left arm Unknown



10 JUN 2008 06:27Report run on: Page 1854
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Apr-2007
Vaccine Date

10-Apr-2007
Onset Date

4
Days

30-Apr-2007
Status Date

TX
State Mfr Report Id

Light-headedness and nausea, mostly with position changes or walking, lasting up to 2 hrs, relieved with lying down, for 3 days, beginning 4 days after
receiving 3rd Gardasil vaccine.  Had 2 episodes 1st day, then 4 episodes next day. Came in for eval 3rd day, had brief episode that morning, and for 2 min.
while standing in office.  Menses started 2nd day.  Also some difficulty falling asleep 1st and 2nd days.  Symptoms all resolved by 4th day, was reportedly back
to normal.   No treatment given except recommendation to increase fluids, get up slowly.

Symptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

Fasting complete metabolic profile and CBC were WNL.
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

277508-1

30-Apr-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Insomnia, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
27-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0188U 2 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 1855
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Apr-2007
Vaccine Date

Unknown
Onset Date Days

04-May-2007
Status Date

VA
State Mfr Report Id

Patient received Gardasil vaccine on 4-11-07. On 4-25-07, patient had + pregnancy test.Symptom Text:

Xanax, Lexapro, Lamictal, Prilosec, Depo shotsOther Meds:
Lab Data:
History:

Sinusitis, no feverPrex Illness:

Beta HCG = 135, 364 on 4-25-07

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

277537-1

04-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
27-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0961F 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 1856
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Mar-2007
Vaccine Date

07-Mar-2007
Onset Date

0
Days

01-May-2007
Status Date

--
State

WAES0704USA03910
Mfr Report Id

Information has been received from a licensed practical nurse (LPN) concerning a 13 year old female patient who on 07-MAR-2007 was vaccinated IM in the
right deltoid with the first dose, 0.5ml, of Gardasil (Lot #657006/0188U). There was no concomitant medication. The nurse reported that on 07-MAR-2007, 10
minutes after the vaccine was administered, the patient complained of an upset stomach, and then passed out. The nurse reported that the patient's breathing
was normal, but she did not regain conscious or respond to verbal stimulation; "the patient's eyes then "rolled back in her head and she began twitching with
seizure like activity." The patient's pulse oximetry results were between 80# to 100%, and oxygen was administered. The nurse stated that 911 was called, and
an intravenous line was started with Valium, 10 mg, administered prior to the ambulance arrival. The patient was taken to the ER, but was not admitted, and her
symptoms "lasted at least 20 minutes." The nurse confirmed that the patient had recovered on the same day, 07-MAR-2007, and added that on 12-APR-2007,
when the patient returned to the office, her exam revealed no symptoms. The nurse considered the events to be life threatening, and an other important
medical event. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

pulse oximetry 03/07/07 80%; pulse oximetry 03/07/07 100%
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

277575-1 (S)

02-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Gaze palsy, Loss of consciousness, Muscle twitching, Oxygen supplementation, Stomach discomfort, Unresponsive to stimuli

 ER VISIT, LIFE THREATENING, SERIOUS

Other Vaccine
30-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0188U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1857
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Apr-2007
Vaccine Date

06-Apr-2007
Onset Date

0
Days

10-May-2007
Status Date

SD
State Mfr Report Id

Pt is in with left arm pain. She said she used to get some cramps or charley horse occasionally somewhere in her hand between the third and fourth digits kind
of "like toe cramps". Subsequently she got more cramps the day of the shot and then started developing an allusive pain in the anterior shoulder across the
pectoral region and anterior deltoid and then down the arm into the radial forearm and into the hand. The pain migrates a little bit worse with use. It dose not
keep her from sleeping at night. She notes that her hand is somewhat weaker and it has been progressively getting worse for the last 2 weeks. She has not had
any neck pain. Denies any loss of sensation. No color change. No temperature change or coldness or circulatory symptoms. She received the Gardasil on 04-
06-07 left deltoid. 2 months ago she was Indian wrestling and somewhat wrenched her neck a little bit and had some minor discomfort and when she extends
her head she has a little bit of pain or discomfort at the base of her neck. No history of neck pain. No history of cervical disk problems, any other injury, or
trauma to the left upper extremity. No other neurologic symptoms. No fevers. No URI symptoms, respiratory complaints, no cough, wheezy, dyspnea, no
cardiac complaints. No abdominal pain, diarrhea or vomiting. No urinary frequency, dysuria or change, No gross weight change or any constitutional symptoms.
No swelling of the extremities. No skin rashes or unusual markings.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

277584-1

10-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Muscle spasms, Muscular weakness, Musculoskeletal discomfort, Musculoskeletal pain, Neck pain, Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
30-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1425F 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 1858
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Apr-2007
Vaccine Date

10-Apr-2007
Onset Date

0
Days

10-May-2007
Status Date

OH
State Mfr Report Id

Pain at injection siteSymptom Text:

Orthocycline lowOther Meds:
Lab Data:
History:
Prex Illness:

Asthma-Albuterol

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

277590-1

10-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
30-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0014U Right arm Unknown



10 JUN 2008 06:27Report run on: Page 1859
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
M

Gender
11-Apr-2007
Vaccine Date

20-Apr-2007
Onset Date

9
Days

10-May-2007
Status Date

WV
State Mfr Report Id

9 days after vaccination-temp of 102 and multiple chickenpox lesions on face and trunk-multiple lesionsSymptom Text:

Other Meds:
Lab Data:
History:

nonePrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
1.0

277591-1

10-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Body temperature increased, Skin lesion, Varicella

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
30-Apr-2007

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

1118F
AHAVB093BA

0
0

Left leg
Right leg

Subcutaneously
Unknown



10 JUN 2008 06:27Report run on: Page 1860
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Feb-2007
Vaccine Date

07-Feb-2007
Onset Date

0
Days

10-May-2007
Status Date

CA
State Mfr Report Id

patient fainted in office approx 10 min. after injection. Patient rested a few minutes then went home. About 3:30pm mother reported child was feeling fatigued
and was sleeping. Pt had ER visit later. 2-21-07 pt had a followup appt

Symptom Text:

noneOther Meds:
Lab Data:
History:
Prex Illness:

CT negative, blood work 24 hr pending. On 2-21-07 doctor treated with Amoxicillin for sinusitis
Hx hypoglycemia

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

277597-1

10-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Fatigue, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
30-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0012U 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 1861
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Apr-2007
Vaccine Date

08-Apr-2007
Onset Date

1
Days

10-May-2007
Status Date

IN
State Mfr Report Id

Flu like symptoms after 2nd Gardasil injectionSymptom Text:

Synthroid, Estra StepOther Meds:
Lab Data:
History:
Prex Illness:

None
Hypothyroid

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

277622-1

10-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Influenza like illness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
30-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0384U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1862
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Apr-2007
Vaccine Date

28-Apr-2007
Onset Date

1
Days

10-May-2007
Status Date

WI
State Mfr Report Id

In addition to mild tenderness at injection site, flu like symptoms; headache, light headed, chills. No SOB. Miler symptoms with prior Gardasil (Both
symptomatic treatment and reassurance.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
NKDA

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

277623-1

10-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chills, Dizziness, Headache, Influenza like illness, Injection site pain, Vaccine positive rechallenge

 ER VISIT, NOT SERIOUS

Other Vaccine
30-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 03884 2 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 1863
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Feb-2007
Vaccine Date

27-Feb-2007
Onset Date

0
Days

10-May-2007
Status Date

MO
State Mfr Report Id

Gardasil - 1st inj 2/27/07 10-11 AM -03:00 pm could not breath, swallow - voice deep- hoarse. Did not go to ER - Fri AM took Benadryl, Baby ASA, throat spray.
Lasted 2-3 days office today for 2nd inj told reaction after 1st inj.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

277657-1

10-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dysphagia, Dysphonia, Dyspnoea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
30-Apr-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 01870 0 Right arm Unknown



10 JUN 2008 06:27Report run on: Page 1864
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Oct-2006
Vaccine Date

31-Oct-2006
Onset Date

1
Days

02-May-2007
Status Date

OH
State

WAES0704USA05875
Mfr Report Id

Information has been received from a physician concerning his daughter, a 23 year old female with no drug reactions or allergies with acne who on 31-AUG-
2006 was vaccinated intramuscularly with the first 0.5 ml dose of Gardasil (Lot # 653736/0689F). Concomitant therapy included hormonal contraceptives
(unspecified) and doxycycline. On 30-OCT-2006, the patient was vaccinated, intramuscularly with the second 0.5 ml dose of Gardasil. On approximately 31-
OCT-2006, "two months after the first dose", the patient experienced arthralgia, with progressive pain in her knees, and wrists, and left wrist swelling. On 26-
FEB-2007, the patient was vaccinated, intramuscularly with the third 0.5 ml dose of Gardasil. The patient sought unspecified medical attention. Laboratory
evaluation revealed elevated sedimentation rate (sed rate), elevated C-reactive protein, negative rheumatoid factor, and antinuclear antibodies (ANA) pending.
The physician reported that he believed the pain was causing the patient significant disability as she could not participate in former activities. The patient was
treated with ADVIL. At the time of the report, the patient had not recovered. The physician considered the patient's arthralgia with progressive pain in her knees
and wrists and left wrist swelling to be disabling. Additional information has been requested.

Symptom Text:

Doxycycline, Hormonal contraceptivesOther Meds:
Lab Data:
History:

AcnePrex Illness:

erythrocyte - elevated, serum C-reactive - elevated, serum ANA - pending, serum rheumatoid factor - negative

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

277664-1 (S)

02-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Joint swelling

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Other Vaccine
01-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0689F 1 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Apr-2007
Vaccine Date

23-Apr-2007
Onset Date

0
Days

02-May-2007
Status Date

NY
State

WAES0704USA05616
Mfr Report Id

Information has been received from a physician concerning a 16 year old female with no pertinent medical history who on 23-APR-2007 was vaccinated,
intramuscularly, with a 0.5 ml first dose Gardasil (lot #653736/0014U). There were no concomitant medication. On 23-APR-2007, while attempting to leave the
physician's office, the patient "appeared to have a seizure" and lost consciousness. It was reported that the incident lasted only a few seconds. When the
patient regained consciousness it was discovered that her blood pressure was low. On 23-APR-2007, the patient recovered and was able to leave the
physician's office with her mother. Upon internal review, "appeared to have a seizure" was considered to be an other important medical event. Additional
information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

277665-1

02-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Hypotension, Loss of consciousness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
01-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0014U 0 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
02-May-2007
Status Date

--
State

WAES0704USA05597
Mfr Report Id

Information has been received via the Merck pregnancy registry, from a licensed practical nurse, concerning a 19 year old female patient who was vaccinated
with a first and second dose of Gardasil (dates unspecified), and during the vaccination series discovered she was pregnant (date of the LMP and estimated
date of delivery were unspecified). The nurse reported that the patient elected to undergo an abortion for personal reasons, and clarified that this decision was
"totally unrelated to receiving Gardasil." Upon internal review, elected to undergo an abortion was considered to be an other important medical event. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = unknown)Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

277666-1

02-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion, Drug exposure during pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
01-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 1867
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Apr-2007
Vaccine Date

20-Apr-2007
Onset Date

0
Days

02-May-2007
Status Date

IL
State

WAES0704USA05029
Mfr Report Id

Information has been received from a consumer concerning her 18 year old female, daughter with chronic sinusitis and herpes simplex (cold sores in her
mouth) and a history of ear infections who in February 2007 was vaccinated by injection with the first dose of Gardasil. Concomitant therapy included
VALTREX. On 20-APR-2007, the patient was vaccinated by injection with the second dose of Gardasil. Within a few hours, after receiving the second dose of
approximately, 20-APR-2007, the patient felt something strange on the right side of her face. Initially, she felt some numbness. Subsequently, the numbness
was accompanied by some paralysis on the right side of her face. She went to her physician and she was diagnosed with a mild case of bells palsy. At the time
of the report, the patient had not recovered. Upon internal review, it was determined that Bell's palsy was considered on other important medical event.
Additional information has been requested.

Symptom Text:

VALTREXOther Meds:
Lab Data:
History:

Herpes simplex; chronic sinusitisPrex Illness:

Unknown
Ear infection

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

277667-1

02-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Facial palsy, Hypoaesthesia facial

 ER VISIT, NOT SERIOUS

Other Vaccine
01-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Feb-2007
Vaccine Date

09-Feb-2007
Onset Date

0
Days

02-May-2007
Status Date

IN
State

WAES0704USA04977
Mfr Report Id

Information has been received via the pregnancy registry, from a consumer concerning her 16 year old daughter, who was pregnant with an estimated date of
conception on 05-JAN-2007, and on 09-FEB-2007 was vaccinated with the first dose of Gardasil. There was no concomitant medication. On 29-MAR-2007, the
mother reported that her daughter, who was then "12 weeks pregnant," experienced a miscarriage; the mother added that the pregnancy was considered to be
a blighted ovum, which she also referred to as a "mole pregnancy." The mother added that in April 2007, her daughter received the second dose of Gardasil. At
the time of this report, it was unknown if the patient had recovered from the events. Upon internal review, blighted ovum, "mole pregnancy" and miscarriage
were determined to be an other important medical event. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 1/5/2007)Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

277668-1

02-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Benign hydatidiform mole, Blighted ovum, Drug exposure during pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
01-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Apr-2007
Vaccine Date

18-Apr-2007
Onset Date

0
Days

02-May-2007
Status Date

CA
State

WAES0704USA04219
Mfr Report Id

Information has been received from a physician concerning a 17 year old female patient with past episodes of fainting with vaccinations who on 18-APR-2007
was vaccinated IM in the left arm with her first dose of Gardasil, lot #657617/0384U. After receiving the injection the patient fainted, which lasted a few
seconds. The patient was completely white in the face and she complained that entire body felt like she was burning up. She was not warm to touch and did not
have a fever. The patient kept asking for water. She regained color to her face 15 minutes later. She felt tingling for one hour or so both legs and arms and was
very dizzy. Her eyes were closed for approximately 1 hour and she felt exhausted. The patient was given smelling salts and when asked if she was aware of
what was being done to her, she "smelled violets". She had a fan on her for 30 minutes and she started to feel better. Her blood pressure was taken 2 or 3
times for approximately one hour and her pulse was also monitored. "Blood pressure reading (90/60 normal for patient). Pulse (60 normal for patient) for first 15
to 30 minutes after reaction was very faint." She was very alert one hour later (eyes open and talking) but complained of her legs feeling heavy. The patient had
to be wheeled out to her car. The physician did not believe the patient hyperventilated to bring these reactions on herself. The physician believed giving the
patient smelling salts, monitoring the blood pressure, pulse and putting the patient in front of a fan to cool her down was another medical event and the
patient's experience was disabling because she went to bed and not able to do anything for rest of the day. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Blood pressure 04/19/06 90/60, total heartbeat count 04/19/06 60
Syncope; Immunisation

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

277669-1 (S)

02-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Fatigue, Feeling hot, Pallor, Paraesthesia, Sensation of heaviness, Syncope, Thirst

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Other Vaccine
01-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0384U 0 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Apr-2007
Vaccine Date

01-May-2007
Onset Date

1
Days

10-May-2007
Status Date

MO
State Mfr Report Id

5/1/07 3:30 pm PC from client. States she woke up at noon today with a swollen, red face and "red spots all over both legs. Had received HPV immun on
4/30/07 in the afternoon went to express care at 1:00 pm and was seen by Dr states she was given Benadryl pills and steroid cream.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

277677-1

10-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Swelling face

 ER VISIT, NOT SERIOUS

Other Vaccine
01-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0384U 0 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Apr-2007
Vaccine Date

25-Apr-2007
Onset Date

2
Days

10-May-2007
Status Date

MN
State Mfr Report Id

large area of erythema 4x4 cm central with 8-10 cm larger halo erythema with clearing between, very tender to touch, warm, mildly swollen-pruritic after
varicella/2 days after shot

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

277687-1

11-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Pruritus, Skin warm, Swelling, Tenderness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
01-May-2007

Received Date

Prex Vax Illns:

VARCEL
TDAP

HPV4

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

03054
AC52B014BA

03874

0

0

Left arm
Right arm

Right arm

Subcutaneously
Intramuscular

Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Apr-2007
Vaccine Date

18-Apr-2007
Onset Date

2
Days

10-May-2007
Status Date

NC
State Mfr Report Id

pt c/o upper lt arm increased redness. Warm and tenderness Dx: contact dermatitis Cephalexin 500 mg one tablet po tid x 10 days. Local redness to HPV
vaccine. Pt instructed to use warm compresses. Ibuprofen and antibiotic.

Symptom Text:

noneOther Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

277696-1

11-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dermatitis contact, Injection site erythema, Injection site pain, Injection site warmth

 ER VISIT, NOT SERIOUS

Other Vaccine
01-May-2007

Received Date

Prex Vax Illns:

TDAP

HPV4
MNQ

GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
SANOFI PASTEUR

AC52B005CA

0960F
U1947AA

5

0
0

Right arm

Left arm
Left arm

Intramuscular

Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Apr-2007
Vaccine Date

23-Apr-2007
Onset Date

3
Days

10-May-2007
Status Date

NC
State

NC07038
Mfr Report Id

8 cm x 8 cm area of eryth and induration Tdap 4-20-07Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

277698-1

11-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site induration

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
01-May-2007

Received Date

Prex Vax Illns:

TDAP
HPV4
HEPA
MNQ

SANOFI PASTEUR
MERCK & CO. INC.
UNKNOWN MANUFACTURER
SANOFI PASTEUR

AC52B005CA
03844
1282E
U1947AA

0
0
0
0

Right arm
Left arm
Left arm

Right arm

Unknown
Unknown
Unknown
Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Mar-2007
Vaccine Date

Unknown
Onset Date Days

10-May-2007
Status Date

NY
State Mfr Report Id

shot #1 never seen by me. Saw dermatologist report enclosed "papular urticaria vs. hypersensitivity. Shot #2 never seen by anyone. Mom (R.N.) reported hives
forearms, trunk, buttocks

Symptom Text:

Prevacid, Qvar, Nasacort, Xopenex, Evocam topicalOther Meds:
Lab Data:
History:
Prex Illness:

pt had (+) tests to tree, dust, grass
Ehlers-Danlos Synd; Asthma, Allergy PCN, Keflex, Zithromax

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

277700-1

11-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypersensitivity, Rash papular, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
01-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0011U 1 Left arm Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Apr-2007
Vaccine Date

24-Apr-2007
Onset Date

1
Days

11-May-2007
Status Date

MN
State Mfr Report Id

Hives across left arm only, started about 24 hours after Hep A #2 given hives no where else on body just L arm.Symptom Text:

Dexedrine, CelexaOther Meds:
Lab Data:
History:

NonePrex Illness:

None
Past egg allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

277725-1

11-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
01-May-2007

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
MERCK & CO. INC.

0245U
0017U

0
1

Right arm
Left arm

Unknown
Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Dec-2006
Vaccine Date

15-Jan-2007
Onset Date

20
Days

02-May-2007
Status Date

CA
State Mfr Report Id

arthralgias of hands and wrists, flu-like symptoms, fatigue, knee and ankle pain starting 2-3 weeks after gardisil vaccineSymptom Text:

Other Meds:
Lab Data:
History:

nonePrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

277744-1

02-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Fatigue, Influenza like illness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
01-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0962F 0 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Apr-2007
Vaccine Date

25-Apr-2007
Onset Date

1
Days

02-May-2007
Status Date

MA
State Mfr Report Id

persistent vomiting for several hours resulting in emergency room visit.  Treated with Zofran, Ativan and IV fluids.  CT Scan needed to rule out intestinal
obstruction as patient has Crohn's colitis.

Symptom Text:

Pentasa, Prilosec, Seasonal, Calcium+D supplementOther Meds:
Lab Data:
History:

NonePrex Illness:

Blood work for electrolytes - pre and post treatment.CT scan to rule out intestinal obstruction - patient has Crohn's colitis
Crohn's colitis

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

277751-1

02-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
01-May-2007

Received Date

none~~NULL~~In Patient|none~~NULL~~In Sibling1Prex Vax Illns:

HPV4 MERCK & CO. INC. 0384U 0 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Apr-2007
Vaccine Date

29-Apr-2007
Onset Date

5
Days

03-May-2007
Status Date

MA
State Mfr Report Id

Chest pain for 4 days which started 5 days after gardasil administration.  Also has injection site pain.Symptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

Negative chest Xray and normal EKG.
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

277776-1

03-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chest pain, Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
02-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. UNKNOWN 0 Right arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Apr-2007
Vaccine Date

09-Apr-2007
Onset Date

3
Days

07-May-2007
Status Date

NJ
State

NJ200705
Mfr Report Id

16 year old s/p receiving HPV #2 on 4/6/07. Presented 4/9/07 with possible focal seizure (contracture right hand) sent to ER then admitted with Grand Mal
seizure episode that evening. Patient placed on Dilantin discharged home on Dilantin PO. No FMH of seizure episodes. 06/06/07-records received for DOS
4/10-4/11/07-DC DX:Seizures Partial complex. Intermittent periods of right hand pain and shaking. Subsequent period of shaking episode of right hand
progressed to generalized tonic clonic shaking of arms and legs associated with loss of consciousness and post ictal period. Received HPV vaccine 3 days
before.

Symptom Text:

Not KnownOther Meds:
Lab Data:

History:
NonePrex Illness:

C-scan of brain (neg), MRI of Brain Negative records received 6/5/07-Labs WNL. ANA negative. MRI brain small nonspecific focus of T2 signal abnormality
high in left front subcortical white matter. May be post infectious or inflammatory. EE
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

277788-1 (S)

06-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Electroencephalogram abnormal, Grand mal convulsion, Loss of consciousness, Nuclear magnetic resonance imaging brain abnormal, Pain in extremity,
Partial seizures, Postictal state, Tonic clonic movements, Tremor

 ER VISIT, HOSPITALIZED, SERIOUS

Other Vaccine
02-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1425F 1 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Feb-2007
Vaccine Date

05-Feb-2007
Onset Date

0
Days

04-May-2007
Status Date

FR
State

WAES0704CZE00002
Mfr Report Id

Information has been received from a physician concerning a 16 year old virgin female who on 05-FEB-2007 was vaccinated (first dose) with Gardasil. There
was no concomitant medication, no medical history information. On 05-FEB-2007 the patient experienced vertigo, back pain, chest pain, difficulties in
breathing, cough, nausea and sweating and was hospitalized. Subsequently, the patient recovered and was on 08-FEB-2007 discharged from the hospital. The
final diagnosis made by hospital physicians was virosis. According to the hospital chart these adverse experiences were not taken as related to vaccination.
Based on the re-evaluation of the situation by the physician, administering vaccine, vertigo, back pain, chest pain, difficulties in breathing and cough, nausea
and sweating could be possibly related to therapy with Gardasil. Administering physician received the information about patient's hospitalization on 11-APR-
2007 when patient was visiting the site in order to obtain second dose of Gardasil vaccine. Vaccination was not performed, physician requested detailed
information about hospitalization. - Based on the hospital chart, patient was vaccinated around 3p.m. on 05-FEB-2007. Although patient was informed that she
should eliminate any physical activity for 48 hours after vaccination patient went to her temporary job at 6p.m. Patient reported that there was close weather
and she experienced vertigo. On 7p.m. patient went to a dancing class and smoked a cigarette, nevertheless she didn't practice because of back pain, vertigo
and cough. At 8p.m. patient went together with her friends to a restaurant, smoked cigarettes and experienced nausea, vertigo and sweating. On the way home
patient climbed the stairs (4, floor) and experienced difficulty in breathing. Consequently, ambulance was called and patient was admitted to hospital.
Cardiological examination excluded cardiac reason of chest pain (accidental murmur present). Total bilirubin was slightly increased (25.8), BP 115/60,
temperature 37.7 deg C. Additiona

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

blood pressure 05Feb07 115/60 mmHg, body temp 05Feb07 37.7 deg C, total serum bilirubin 05Feb07 25.8 micromol/L slightly increased
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

277813-1 (S)

04-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Back pain, Cardiac murmur, Chest pain, Cough, Dyspnoea, Hyperhidrosis, Nausea, Vertigo, Viral infection

 HOSPITALIZED, SERIOUS

Other Vaccine
03-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NE43130 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Apr-2007
Vaccine Date

17-Apr-2007
Onset Date

1
Days

04-May-2007
Status Date

AZ
State

WAES0704USA05024
Mfr Report Id

Information has been received from a physician concerning a 16 year old female (also reported as 18 year old ) who on 16-APR-2007 was vaccinated with a
dose of Gardasil. Since 1 day post-injection, the patient had progressive bilateral leg numbness and weakness and motor weakness. The physician inquired
about the possibility of Guillian Barre Syndrome. At the time of this report, the outcome was unknown. Upon internal review, progressive bilateral leg numbness
and weakness and motor weakness were considered to be other important medical events. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

277814-1

04-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Guillain-Barre syndrome, Hypoaesthesia, Muscular weakness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
03-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Apr-2007
Vaccine Date

04-Apr-2007
Onset Date

0
Days

04-May-2007
Status Date

GA
State

WAES0704USA06106
Mfr Report Id

Information has been received from a registered nurse concerning a 35 year old female with a history of papilloma viral infection who on unspecified dated, was
vaccinated with the first and second dose of Gardasil. 04-APR-2007, the patient was vaccinated with a third dose of Gardasil (lot # 654702/0011U) 0.5 ml IM
into the left deltoid. Concomitant therapy included ORTHO TRI-CYCLEN, and ALLEGRA-D. On 05-APR-2007, the patient sought medical attention by
contacting the physician's office. The patient reported that on 04-APR-2007, immediately after being vaccinated with the third dose of vaccine, she noticed
symptoms. She had severe shoulder pain. The patient could not lift her arm laterally and could not sleep due to the pain. The patient was ordered MEDROL
DOSE PACK, heat, and LORCET PLUS. The patient had also been seen at an orthopedics office. She was given 2 steroid injections and she is being set up for
physical therapy. The patient did not have any symptoms with the first two doses of vaccine. At the time of reporting, the patient had not recovered. No further
information was available at the time of reporting. The reporter felt that the events were disabling. Additional information has been requested.

Symptom Text:

ORTHO TRI-CYCLEN, ALLEGRA-DOther Meds:
Lab Data:
History:
Prex Illness:

None
Papilloma viral infection

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
35.0

277816-1 (S)

01-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, Injected limb mobility decreased, Insomnia, Musculoskeletal pain

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Other Vaccine
03-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0011U 2 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
04-May-2007
Status Date

LA
State

WAES0704USA06507
Mfr Report Id

Information has been received from a physician concerning a female (age not reported) who on an unspecified date was vaccinated with the first dose of
Gardasil, injection. Concomitant therapy included MENACTRA. Subsequently on an unspecified date, the patient "passed out" 15 minutes after receiving
Gardasil. The patient was sent to the hospital but the length of stay was unknown. Subsequently on an unspecified date, the patient recovered from the event.
Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

277817-1 (S)

04-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 HOSPITALIZED, SERIOUS

Related reports:   277817-2

Other Vaccine
03-May-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

AVENTIS PASTEUR
MERCK & CO. INC.

NULL
NULL 0

Unknown
Unknown

Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
24-May-2007
Status Date

LA
State

200701742
Mfr Report Id

Initial report received on 14 May 2007 from another manufacturer, report number WAES0704USA06507. The initial reporter to this manufacturer was a
physician. "Information has been received from a physician concerning a female (age not reported) who on an unspecified date was vaccinated with the first
dose of Gardasil, injection. Concomitant therapy included Menactra. Subsequently on an unspecified date, the patient "passed out" 15 minutes after receiving
Gardasil. The patient was sent to the hospital but the length of stay was unknown. Subsequently on an unspecified date, the patient recovered from the event.
Additional information has been requested."

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

277817-2 (S)

24-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 HOSPITALIZED, SERIOUS

Related reports:   277817-1

Other Vaccine
23-May-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL 0

Unknown
Unknown

Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Apr-2007
Vaccine Date

30-Apr-2007
Onset Date

0
Days

07-May-2007
Status Date

MD
State Mfr Report Id

Pt noted pruritis at the injection site on the afternoon after administration followed by erythema and a burning sensation also localized to the injections site.
She was seen 4 days later when the erythema measured 13 x 7.5 cm.  There were no other sx, constitutional or otherwise.

Symptom Text:

Flonase, ZaditorOther Meds:
Lab Data:
History:

Trichamonis vaginosa and allergic rhinitisPrex Illness:

None.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

277857-1

07-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site irritation, Injection site pruritus

 ER VISIT, NOT SERIOUS

Other Vaccine
03-May-2007

Received Date

Prex Vax Illns:

MNQ
HPV4
HEPA

AVENTIS PASTEUR
MERCK & CO. INC.
MERCK & CO. INC.

42183AA
00124
1280F

0
0
1

Left arm
Left arm

Right arm

Intramuscular
Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Apr-2007
Vaccine Date

20-Apr-2007
Onset Date

1
Days

07-May-2007
Status Date

AZ
State

WAES0704USA05125
Mfr Report Id

Information has been received from a health Medical Assistant (N.A.) concerning a 22 year old female patient who is currently sexually active and had a history
of thyroid cancer in OCT-2006. On 19-APR-2007 patient was vaccinated IM in left deltoid with a first dose of Gardasil, lot #657617/0384U. Concomitant therapy
included LOESTRIN and LEVOXYL. The medical assistant reported that one or two days post injection the patient's injection site was little red, swollen and
puffy. On 23-APR-2007 patient called the office saying she had not felt good since getting the injections. The injection site was no longer red or swollen and
she had no fever but her throat was swollen and she was having trouble breathing (unknown time period injections site reaction resolved and new symptoms
occurred). The patient was complaining of a stuffy nose, sore throat, ears ache and ringing of the ears. She wanted to "pull her hair out" because of the ringing
of the ears. The patient was instructed to go to the Emergency room (ER) or walk in clinic for treatment. The outcome of trouble breathing, ear pain, feeling
unwell, nasal congestion, throat was swollen, sore throat and ringing of the ears was not recovered. The reporter considered the event "difficulty breathing" to
be life threatening. The reporter felt the events to be disabling because the patient was not able to go to work or school. Additional information has been
requested.

Symptom Text:

LOESTRIN, LEVOXYLOther Meds:
Lab Data:
History:

Sexually activePrex Illness:

Unknown
Thyroid cancer

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

277902-1 (S)

08-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dyspnoea, Ear pain, Injection site erythema, Injection site swelling, Malaise, Nasal congestion, Pharyngeal oedema, Pharyngolaryngeal pain, Tinnitus

 ER VISIT, LIFE THREATENING, PERMANENT DISABILITY, SERIOUS

Other Vaccine
04-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0384U 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Apr-2007
Vaccine Date

19-Apr-2007
Onset Date

0
Days

14-May-2007
Status Date

TX
State

TX07029
Mfr Report Id

4/19/07 after HPV (Cardasil) 2 doses patient feel dizzy even laying down BP = 85/50, At 1:30 pm patient BP = 90/60 Still dizzy when standing up, still with leg
elevated increase receive fluid juice at 1:48 pm, BP 95/60 improving, left walking with her mother. Patient 16 years old arrive to my office at 12: 22 pm. In
4/19/2007 for the second doses of Gardasil (HPV) Vaccine. The First dose was given in 02/19/2007 with on side effects. Because I received information of 500
cases  of fainting spell I always place my patients on her back to prevent any fainting spells but even in this position Patient develop dizziness spells after
around 10 mins after the injection of Gardasil, check the BP and was 85/50 and weak pulse, sitting up develop dizziness spells and not feeling well. At 1:30 pm
BP = 90/60 persist dizziness spell and unable to stand up; receive juice by mouth at 1:48 pm. And recheck the BP=95/60 no more dizziness spells, no nausea
left with her mother walking. At 1:50 pm Cal Regional Director of the Health Department unavailable , left message with detail of the event. 04/20/2007 at 8:25
am Dr luis Escobedo left in my answering machine the information that patient must not receive the 3rd doses of Gardasil. 04/20/2007 at 8:36 call mother of
Patient informed me the report of Dr Luis Escobedo and advice do not receive the 3rd dose of Gardasil because of severe reaction may be happen understood
mother inform that patient yesterday after left my office went to sleep and feel a hot burning sensation inside her body and today 04/20/2007 patient went to
school

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Dizziness - HypotensionPrex Illness:

2 doses Allergic reaction / Hypotension
No allergies - Past history of eye infection

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

277908-1

07-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Burning sensation, Dizziness, Dizziness postural, Dysstasia, Hypersensitivity, Hypotension, Malaise, Pulse pressure decreased

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
04-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1424F 2 Right leg Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Mar-2007
Vaccine Date

04-Mar-2007
Onset Date

2
Days

14-May-2007
Status Date

OH
State Mfr Report Id

per patient 2-3 days post vaccine "almost flu like" "mild" fever (pt did not take temp). "chills" "felt weak" all sx x 1 day only pt. did not report this until 2 months
later

Symptom Text:

Yasmin-birth control pillOther Meds:
Lab Data:
History:
Prex Illness:

NKDA

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

277913-1

14-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Chills, Influenza like illness, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Related reports:   277913-2

Other Vaccine
04-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 14258 0 Left arm Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Mar-2007
Vaccine Date

04-Mar-2007
Onset Date

2
Days

13-Jun-2007
Status Date

--
State

WAES0704USA06096
Mfr Report Id

Information has been received from a physician concerning a 23 year old female who on 02-MAR-2007 was vaccinated with Gardasil. Two or three days later,
on approximately 04-MAR-2007, the patient experienced flu like symptoms and fever. Subsequently, the patient recovered from flu like symptoms and fever.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

277913-2

13-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Influenza like illness, Pyrexia

 ER VISIT, NOT SERIOUS

Related reports:   277913-1

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Apr-2007
Vaccine Date

Unknown
Onset Date Days

14-May-2007
Status Date

WV
State

WV0707
Mfr Report Id

Box of DTaP placed with Tdap. Pt given DTaP instead of Tdap. No adverse reactions.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

277918-1

01-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Medical device complication, No adverse effect, Wrong drug administered

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
04-May-2007

Received Date

Prex Vax Illns:

VARCEL
DTAP
HPV4

MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.

1492F
U1813BA
1447F

1
5
0

Unknown
Left arm

Right arm

Subcutaneously
Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Apr-2007
Vaccine Date

30-Apr-2007
Onset Date

1
Days

14-May-2007
Status Date

NY
State Mfr Report Id

c/o rash over cheeks 2 d after vaccination and tingling sensation of upper extremities and lower extremities at the same side of injection.Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

NKDA

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

277921-1

14-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site reaction, Paraesthesia, Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
04-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1426F 1 Right arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Feb-2007
Vaccine Date

15-Mar-2007
Onset Date

16
Days

11-May-2007
Status Date

MN
State Mfr Report Id

Gardasil given 2/27/07 developed lymphadenopathy (L) neck w/in 2 wks of vaccine.Symptom Text:

Other Meds:
Lab Data:
History:

LymphadenopathyPrex Illness:

Elevated WBC 16, LAP
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

277976-1

14-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Lymphadenopathy

 ER VISIT, NOT SERIOUS

Related reports:   277976-2

Other Vaccine
04-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 00114 0 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Feb-2007
Vaccine Date

06-Mar-2007
Onset Date

7
Days

17-Jul-2007
Status Date

--
State

WAES0705USA01292
Mfr Report Id

Information has been received from a physician concerning an 18 year old female with tic disorder unspecified who on 27-FEB-2007 was vaccinated with
Gardasil in her left deltoid muscle. Concomitant therapy included TENEX. The physician reported that the patient developed left supraclavicular
lymphadenopathy one week after receiving her first dose of Gardasil vaccine. The patient was referred for evaluation by an ears, nose and throat (ENT)
specialist, a chest x-ray was negative and the complete blood cell count (CBC) revealed WBC 16,000. The ENT physician prescribed a course of AUGMENTIN
850 mg bid. The patient had a follow up exam on 04-MAY-2007 which revealed the supraclavicular nodes decreased in size. As of 04-MAY-2007 the patient
was recovering. Additional information has been requested.

Symptom Text:

TENEXOther Meds:
Lab Data:
History:

Tic disorder, unspecifiedPrex Illness:

Chest X-ray 03/06/07 - negative, complete blood cell 03/06/07, WBC count 03/06/07 16,00

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

277976-2

17-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Lymphadenopathy

 NO CONDITIONS, NOT SERIOUS

Related reports:   277976-1

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Apr-2007
Vaccine Date

23-Apr-2007
Onset Date

0
Days

11-May-2007
Status Date

MO
State Mfr Report Id

4-24-07 9:10 am PC from client, states she felt nauseated about 1 hr after receiving Gardasil. Today she states she continues to feel very weak-advised to see
PMD or ER. 12:30pm PC from client states she cancelled DR appt because she felt better after lunch

Symptom Text:

BCPs, Bladder medOther Meds:
Lab Data:
History:

nonePrex Illness:

unk
PCN

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

277993-1

14-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
04-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Mar-2007
Vaccine Date

16-Mar-2007
Onset Date

7
Days

08-May-2007
Status Date

CT
State

WAES0704USA05584
Mfr Report Id

Information has been received from a physician concerning a 17 year old female with anxiety who on 09-MAR-2007 was vaccinated intramuscularly with
Gardasil (Lot#654389/0961F). Concomitant therapy included Celexa. At the time of vaccination the patient had mild pharyngitis. On 16-MAR-2007 the patient
developed bilateral uveitis. The patient was treated with unspecified oral steroids and a periocular kenolg injection. The physician reported that the patient was
evaluated for sarcoid which was negative. The patient was also evaluated for arthritis, at the time of this report the results were pending. The uveitis was
considered an other medical event. Additional information has been requested.

Symptom Text:

CELEXAOther Meds:
Lab Data:
History:

PharyngitisPrex Illness:

Anxiety, Pharyngitis

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

277994-1

08-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Uveitis

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
07-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0961F Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
08-May-2007
Status Date

--
State

WAES0704USA06669
Mfr Report Id

Information has been received from a school nurse concerning an approximately 16 year old female who on an unspecified date was vaccinated with a dose of
Gardasil. Approximately 5 minutes after receiving the dose, the patient experienced a fainting spell and a seizure. Unspecified medical attention was sought.
Subsequently, the patient recovered. Upon internal review, the patient's seizure was considered an other important medical event. Additional information has
been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

277995-1

08-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
07-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Feb-2007
Vaccine Date

15-Mar-2007
Onset Date

17
Days

17-May-2007
Status Date

NH
State Mfr Report Id

Two weeks after receiving Gardasil vaccine pt developed leg/arm pain. Blood test showed + R.A. After course of steroids, blood test normalized.
Rheumatologist suggested to pt to not get second Gardasil vaccine.

Symptom Text:

Other Meds:
Lab Data:
History:

nonePrex Illness:

+ Rheumatoid factor

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

278009-1

17-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pain in extremity, Rheumatoid arthritis

 ER VISIT, NOT SERIOUS

Related reports:   278009-2

Other Vaccine
07-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0263U Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Feb-2007
Vaccine Date

15-Mar-2007
Onset Date

17
Days

17-Jul-2007
Status Date

NH
State

WAES0705USA00601
Mfr Report Id

Information has been received from a certified nurse midwife concerning a 16 year old female student who on 26-FEB-2007 was vaccinated intramuscularly
with a first 0.5 mL dose of Gardasil (lot # 655849/0263U). Concomitant therapy included hormonal contraceptives (unspecified). On 15-MAR-2007 the patient
experienced vague left arm pain, vague leg pain. She was seen by a rheumatologist and serum rheumatoid factor was found to be elevated (positive. She was
successfully treated with a course of steroids and her symptoms and blood tests improved. On 25-APR-2007, the patient recovered from left arm pain, vague
leg pain, and serum rheumatoid factor elevated.  The reporter felt that left arm pain, vague, leg pain, vague and serum rheumatoid factor elevated could be
related to therapy with Gardasil. No product quality complaint was involved. No further information is available.

Symptom Text:

Hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

Diagnostic laboratory + rheumatoid factor
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

278009-2

17-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pain in extremity, Rheumatoid factor increased

 ER VISIT, NOT SERIOUS

Related reports:   278009-1

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0263U 0 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-May-2007
Vaccine Date

04-May-2007
Onset Date

0
Days

17-May-2007
Status Date

PA
State Mfr Report Id

Pt had syncopal episode 2 minutes after injection given. Fell and hit back of head-had seizure lasting 1 min was unresponsive, not breathing x 30 min.
Administered ammonia pads and called 911

Symptom Text:

NoneOther Meds:
Lab Data:
History:

URIPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

278022-1

17-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Fall, Head injury, Respiratory arrest, Syncope, Unresponsive to stimuli

 ER VISIT, NOT SERIOUS

Other Vaccine
07-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0384U 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 1900
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Apr-2007
Vaccine Date

12-Apr-2007
Onset Date

2
Days

24-May-2007
Status Date

VA
State

2007013680
Mfr Report Id

Fever, Redness, swollen armSymptom Text:

MircetteOther Meds:
Lab Data:
History:
Prex Illness:

No known allergies. No preventative health maintenance

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

278024-1

07-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Oedema peripheral, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
07-May-2007

Received Date

Prex Vax Illns:

TDAP
HPV4
MNQ

SANOFI PASTEUR
MERCK & CO. INC.
SANOFI PASTEUR

C2720A
0244U
U1967A

0
0
0

Left arm
Unknown
Right arm

Intramuscular
Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Feb-2007
Vaccine Date

05-Apr-2007
Onset Date

49
Days

25-May-2007
Status Date

TX
State

200701400
Mfr Report Id

Hives, cluster of 2 patients (patient identification provided) with generalized hives throughout the entire body, after receiving Adacel (lot number C2631AA);
Fluzone (lot number unknown), and Menactra (lot number U1922AB), received from a health care professional in the USA on 24 April 2007. Case 1: An 11 year
old, female patient ( with a history of no known allergies) developed generalized hives throughout the entire body, 1.1/2 months after she received Adacel (lot
number C2631AA); Fluzone (lot number unknown), and Menactra (lot number U1922AB) and Gardasil (Merck, lot number 0014U ) on the 15 February 2007.
She has the Fluzone vaccine annually. The patient denies any illness or medications at the time of the vaccinations. She was treated with Cortisone, Singulair
and Atarax. It was reported the hives resolved and the patient recovered. The second case  (the patient 's brother ) is detailed in case 2007-01399.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

History of no known allergies. She has the Fluzone vaccine annually.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

278026-1

07-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
07-May-2007

Received Date

Prex Vax Illns:

TDAP
MNQ
FLU
HPV4

SANOFI PASTEUR
SANOFI PASTEUR
SANOFI PASTEUR
MERCK & CO. INC.

C2631A
U1922A
NULL
0014U

Unknown
Unknown
Unknown
Unknown

Intramuscular
Intramuscular
Intramuscular

Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Jan-2007
Vaccine Date

06-Mar-2007
Onset Date

56
Days

14-May-2007
Status Date

NY
State Mfr Report Id

Traveled from 3/3/07-3/10/07. On 3/6/07 had calf pain that traveled to the thigh. On 3/19/07, went to Medical Center ER for severe pain in lower back. Two
large clots found in lung (pulmonary embolus). Admitted for heparin treatment for a few days. Discharged on Coumadin for 6 months. Has lingering pain in
lower back and damage to the lung. Had started taking BCP's for the first time in approx. Feb. 0f 2007. Had genetic testing done after the pulmonary embolus
which showed that she has a prothrombin genetic mutation, elevated lipoprotein and hemocystine line.  05/21/2007 MR received form treating hospital.  Initially
presented to ED on 3/19/2007 with c/o Right back pain which was worse upon lying down, as well as pain in chest which was worse with deep breathing.  The
pain radiated to the Right shoulder.  Had been having some Right leg discomfort while traveling prior to ED visit PMH: Recent travel with 2 flights x 3hrs. On
BCP.  Admitted with the following DX: LBP, R Flank pain, Pulmonary Embolism, Pulmonary Infarct.  Pulmonary Critical Care consult with DX; Pulmonary
Embolism and Infarct. Pt. returned to ER on 3/25/07 with c/o calf pain since that morning. Still c/o SOB x 1 week. DX: Calf pain.

Symptom Text:

Birth control pillsOther Meds:
Lab Data:

History:
nonePrex Illness:

See hospital records. Labs and Diagnostics:  CT chest 3/19/07 showed bilateral pulmonary emboli and consolidation in the RLL.  Possible necrosis in the
middle of the RLL. CXR 3/20/07 shows some improvement.  CBC showed WBC of 14.7 INR 1.01
none. PMH: Recent travel with 2 flights x 3hrs. On BCP.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

278063-1 (S)

21-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Back pain, Chest pain, Dyspnoea, Flank pain, Musculoskeletal pain, Pain in extremity, Pulmonary embolism, Pulmonary infarction

 HOSPITALIZED, LIFE THREATENING, SERIOUS

Related reports:   278063-2

Other Vaccine
07-May-2007

Received Date

Prex Vax Illns:

HPV4HPV4 MERCK & CO. INC. 0961F 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Jan-2007
Vaccine Date

06-Mar-2007
Onset Date

56
Days

04-Sep-2007
Status Date

--
State

WAES0708USA02035
Mfr Report Id

This report was identified from a line listing obtained on request by the Company from the FDA under the Freedom of Information Act. A 21 year old female on
09-JAN-2007, was vaccinated with the second dose of Gardasil (lot # 654389/0961F). She had started taking hormonal contraceptives (unspecified) birth
control pills (BCP) for the first time in February 2007. On 06-MAR-2007, the patient experienced back pain, chest pain, dyspnoea, flank pain, musculoskeletal
pain, pain in extremity, pulmonary embolism and pulmonary infarction. The listing indicated that one or more of the events required hospitalization, was
considered to be immediately life-threatening. It was reported that the patient traveled from 03-MAR-2007 to 10-MAR-2007. It was reported that the patient had
calf pain that traveled to the thigh on 06-MAR-2007. On 19-MAR-2007, the patient went to the Medical Center Emergency Room (ER) for severe pain in the
lower back. Two large clots were found in the lung (Pulmonary embulus). The patient was admitted to the hospital for heparin treatment for a few days. The
patient was discharged on COUMADIN for 6 months. The patient had lingering pain in the lower back and damage to the lung. She had genetic testing done
after the pulmonary embolus which showed that she had a prothrombin genetic mutation, elevated lipoprotein and hemocystine line. Initially presented to the
Emergency Department (ED) on 19-MAR-2007 with complaints of c/o right back pain which was worse upon lying down, as well as pain in the chest which was
worse with deep breathing. The pain radiated to the right shoulder. She had been having some right leg discomfort while traveling prior to the ED visit. On 19-
MAR-2007 a computed axial tomography (CT) scan revealed bilateral pulmonary emboli and consolidation in the right lower lobe of the lung with possible
necrosis in the middle of the right lower lobe. A chest x-ray on 20-MAR-2007 revealed some improvement. A complete blood count (CBC) revealed white blood
cell count (WBC) of 14.7 with Internationa

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:

History:
Prex Illness:

computed axial 03/19/07 - see narrative; chest x-ray 03/20/07 - see narrative; complete blood cell 03/20/07 - see narrative; WBC count 03/20/07 14.7 - se
narrative; INR 03/20/07 1.01 - see narrative
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

278063-2 (S)

18-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Back pain, Chest pain, Dyspnoea, Flank pain, Musculoskeletal pain, Pain in extremity, Pulmonary embolism, Pulmonary infarction

 ER VISIT, HOSPITALIZED, LIFE THREATENING, SERIOUS

Related reports:   278063-1

Other Vaccine
31-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0961F 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-May-2007
Vaccine Date

04-May-2007
Onset Date

1
Days

08-May-2007
Status Date

NY
State Mfr Report Id

Pt states she started itching friday on the buttocks and itching has now spread to abdomen and thighs. Pt took Benadryl and was instructed to continue with
Benadryl today and call me tomorrow unless it becomes worse and was then told to seek medical attention after discussing this with Dr

Symptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

278066-1

10-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus generalised

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
07-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0012U 0 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Apr-2007
Vaccine Date

Unknown
Onset Date Days

08-May-2007
Status Date

VA
State

VA07007
Mfr Report Id

positive pregnancy test on 4/24/07; HPV4 #2 given 04/02/07Symptom Text:

Other Meds:
Lab Data:
History:

none reportedPrex Illness:

positive urine HCG on 4/24/07
none reported

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

278067-1

09-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
07-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1208F 1 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-May-2007
Vaccine Date

Unknown
Onset Date Days

17-May-2007
Status Date

PA
State Mfr Report Id

Unknown pregnancy at time of vaccine about 6 weeks pregnant.Symptom Text:

PaxilOther Meds:
Lab Data:
History:

NonePrex Illness:

+ pregnancy test 5/7/07
Depression

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

278128-1

17-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy

 NO CONDITIONS, NOT SERIOUS

Related reports:   278128-2

Other Vaccine
07-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0960F 1 Left arm Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-May-2007
Vaccine Date

03-May-2007
Onset Date

0
Days

17-Jul-2007
Status Date

PA
State

WAES0705USA01656
Mfr Report Id

Information has been received from a physician's assistant from a pregnancy registry for Gardasil concerning a 20 year old female with depression and
gastrooesophageal reflux disease with a history of 0 pregnancies and 0 lives births who on 01-MAR-2007 was vaccinated with Gardasil, lot# 6454535/0960F.
On 03-MAY-2007 the patient was vaccinated with the second dose of Gardasil (lot # 654535/0960F. Concomitant therapy included PAXIL and PRILOSEC,
which was "on hold" as of approximately 07-MAY-2007. On 07-MAY-2007 the patient spotting and she went to her physician's office and was given a urine
pregnancy test which was positive. It was reported that there were "no adverse events". There were no other details provided. The patient sought medical
attention (not further specified). Additional information has been requested.

Symptom Text:

PRILOSEC 20 mg, PAXIL 20 mgOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 3/23/2007) Depression; Gastrooesophageal reflux diseasePrex Illness:

Urine beta-human 05/07/07 positive

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

278128-2

17-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Metrorrhagia

 ER VISIT, NOT SERIOUS

Related reports:   278128-1

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0960F 1 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Nov-2006
Vaccine Date

29-Nov-2006
Onset Date

0
Days

09-May-2007
Status Date

--
State

WAES0705USA00039
Mfr Report Id

Information has been received from a registered nurse concerning a 17 year old female who was 18 weeks pregnant and was vaccinated with her first dose of
Gardasil (lot 653978/0955F) on 29-Nov-2006. There was no concomitant medication. In March 2007, the patient experienced an abortion. The nurse believes
that the patient terminated the pregnancy for reasons other than the vaccine. The first dose of the vaccine was given at her pediatrician's office. Subsequently
the patient experienced an inappropriate schedule of the vaccine when she received the 2nd dose on 24-Apr-2007. Upon internal review, abortion was
considered to be an other important medical event. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = Unknown) PregnancyPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

278130-1

09-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion, Drug exposure during pregnancy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
08-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0955F 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-May-2007
Vaccine Date

04-May-2007
Onset Date

0
Days

17-May-2007
Status Date

MO
State Mfr Report Id

Pt was dizzy and weak almost immediately after inj. layed down w/cool cloth on head. Pt got shaky and said that her body felt "weird".Symptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

278147-1

17-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Cold compress therapy, Dizziness, Feeling abnormal, Tremor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
08-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0244U 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-May-2007
Vaccine Date

02-May-2007
Onset Date

1
Days

17-May-2007
Status Date

CA
State Mfr Report Id

Triggered asthma reaction-wheezing and mild throat swelling-had swelling and redness at injection site of R deltoid areaSymptom Text:

Asmanex, Loestrin, Singulair, AlbuterolOther Meds:
Lab Data:
History:

healthyPrex Illness:

asthma-environment allergies-no hx latex or neomycin

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

278149-1

17-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthma, Injection site erythema, Injection site swelling, Pharyngeal oedema, Wheezing

 ER VISIT, NOT SERIOUS

Related reports:   278149-2

Other Vaccine
08-May-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2230AA
0387U

0
2

Right arm
Left arm

Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-May-2007
Vaccine Date

02-May-2007
Onset Date

1
Days

21-May-2007
Status Date

CA
State

200701601
Mfr Report Id

Initial report received on 08 May 2007 from a Nurse Practitioner. A healthy 17 year-old female patient with a history of asthma, environmental allergies without
allergy to latex or Neomycin, had received a first, right arm injection of Menactra, lot number U2230AA, and a second, left arm booster dose of Gardasil, lot
number 0387W, on 01 May 2007 at approximately 13:30 P.M. The following day, at around 08:00 A.M., the patient had a triggered asthma reaction with
wheezing and mild feeling that her throat was swelling. She had swelling and redness at the Menactra injection site on the right deltoid. The patient self
medicated with Benadryl at home without relief and was subsequently treated by a physician with SoluCortef and oral steroids. The patient did not required
epinephrine treatment. The patient recovered.

Symptom Text:

ASMANEX, LOESTRIN, SINGULAIR, ALBUTEROLOther Meds:
Lab Data:
History:

Prex Illness:

This was a healthy 17-year-old patient at the time of vaccination on 01May 2007. The patient has a past medical history of asthma, environmental allergies, and
no history of latex or Neomycin allergies.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

278149-2

21-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthma, Injection site erythema, Injection site swelling, Pharyngeal oedema, Wheezing

 ER VISIT, NOT SERIOUS

Related reports:   278149-1

Other Vaccine
18-May-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2230AA
0387W

0
2

Right arm
Unknown

Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Mar-2007
Vaccine Date

07-Apr-2007
Onset Date

16
Days

17-May-2007
Status Date

NY
State Mfr Report Id

(1) Headache. (2) Numbness on arms and legs, (3) Joint swelling and pain (Elbows, wrist, (4) Hives and Macucopapular rash on arms and legs. Menactra
verified.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

4/20 ESR = 126, C3 = 216,  ANA; Positive (1:20) (4/24) = 258, JGE = 601.00, C4 = 51
No

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

278150-1

31-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Headache, Hypoaesthesia, Joint swelling, Rash maculo-papular, Urticaria

 ER VISIT, NOT SERIOUS

Related reports:   278150-2

Other Vaccine
08-May-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

UK2154CA
0263U

0
0

Left arm
Right arm

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Mar-2007
Vaccine Date

08-Apr-2007
Onset Date

17
Days

13-Jun-2007
Status Date

NY
State

WAES0704USA04552
Mfr Report Id

Information has been received from a physician, concerning a 15 year old female patient, who on 22-MAR-2007 was vaccinated with the first dose, 0.5ml, IM, of
Gardasil (Lot #655849/0263U). Concomitant therapy administered on 22-MAR-2007, included Menactra. On 08-APR-2007, the patient experienced
"generalized weakness, headache, upper and lower extremity joint pain, and upper and lower extremity hives." The physician reported that the generalized
weakness, headache and hives resolved on approximately 15-APR-2007 ("after one week"). At the time of this report, the patient's joint pain continued in both
her upper and lower extremities, though the physician confirmed that the patient was recovering from this event. The patient sought unspecified medical
attention. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

278150-2

13-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Asthenia, Headache, Urticaria

 ER VISIT, NOT SERIOUS

Related reports:   278150-1

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
0263U 0

Unknown
Unknown

Unknown
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Apr-2007
Vaccine Date

27-Apr-2007
Onset Date

0
Days

17-May-2007
Status Date

NC
State Mfr Report Id

Student came to Student Health Center at 105 pm complaining of a pruritic rash on arms, back stomach and neck - denies any additional symptoms of
concern. Have appt. today already scheduled with allergist Dr. Cypcor (state first noted itching at about 11:45 am) rash eased within 15 minutes of Benadryl.

Symptom Text:

Acetaminophen 650 mg 11:00am, Benadryl 50mg 1:12 pmOther Meds:
Lab Data:
History:

None knownPrex Illness:

Temp 97.5, BP 102/58, AHR 90 Resp. 24 Schedule for allergy tests with allergist in approximately one month
allergy testing and injection (weekly) Tree, grass, and + allergy injection

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

278152-1

18-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash pruritic

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
08-May-2007

Received Date

Prex Vax Illns:

TDAP

HPV4
HEPA

GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
MERCK & CO. INC.

AC52B002AA

0960F
1282F

0

0
0

Left arm

Right arm
Right arm

Intramuscular

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Apr-2007
Vaccine Date

27-Apr-2007
Onset Date

0
Days

18-May-2007
Status Date

TN
State Mfr Report Id

3/12" x 3/12" x 3" Red, circular rash in area of ecclymosisin center. Mild tenderness, and warmth.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

N/A
Increased Wt. gain

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

278157-1

18-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Ecchymosis, Erythema, Rash, Skin warm, Tenderness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
08-May-2007

Received Date

Prex Vax Illns:

TDAP
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

C2689AA
1426F 0

Right arm
Right arm

Intramuscular
Subcutaneously
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Apr-2007
Vaccine Date

09-Apr-2007
Onset Date

0
Days

18-May-2007
Status Date

MN
State Mfr Report Id

Immediately after injection Pt felt lightheaded x 10 min. She was observed x 45 - 60 min. Recovered + d/c home. 1.5  - 2 hrs after shot c/o sensation of
"splinters" in her throat. Returned to clinic 4/10/07 for evaluation = was seen in urgent care. Sx had slightly improved. Observed no tx.

Symptom Text:

Oral contraceptivesOther Meds:
Lab Data:
History:

NonePrex Illness:

None other than Vital signs = Physical exam
PCN, Vancomycin, Sulfa, Amox. Naproxen

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

278159-1

18-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Immediate post-injection reaction, Throat irritation

 ER VISIT, NOT SERIOUS

Other Vaccine
08-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 01884 1 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
18-Apr-2007
Vaccine Date

19-Apr-2007
Onset Date

1
Days

17-May-2007
Status Date

MI
State Mfr Report Id

On 4-18-07 Patient received 4 shots from our office around 1600. 24 hours later red tender warm area back part of left arm where Varicella was give SQ used
ice, Ibuprofen, Benadryl - By 4-22-07 area increase 3" around red, raised, tender- warm to tender, warm to touch - continued comfort treatment - by 4-23-07 4
pm red edematous reactions gone but tender to touch.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

278170-1

17-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site pain, Injection site warmth

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
08-May-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
MNQ
TDAP

MERCK & CO. INC.
MERCK & CO. INC.
SANOFI PASTEUR
SANOFI PASTEUR

0117U
1208F
U2138AA
C2688AA

1
0
0
5

Left arm
Right arm
Right arm
Left arm

Subcutaneously
Intramuscular
Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-May-2007
Vaccine Date

07-May-2007
Onset Date

0
Days

17-May-2007
Status Date

NY
State Mfr Report Id

2 Hours after receiving HPV injection patient reported hives covering body swelling of wrists, knees, feet.Symptom Text:

OTC Neosporin topical to face, abrasions applied 1 x.Other Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

278180-1

17-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Joint swelling, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
08-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0387U 0 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Apr-2007
Vaccine Date

01-May-2007
Onset Date

1
Days

18-May-2007
Status Date

TX
State Mfr Report Id

Swelling of injection site, red and hot to touch, later that evening throat "felt swollen itchy" went to ER prednisolone 10 mg x 5 days.Symptom Text:

Astelin, Zyrtec DOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

278183-1

18-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site swelling, Injection site warmth, Throat irritation

 ER VISIT, NOT SERIOUS

Other Vaccine
08-May-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

1504F
1424F

1
0

Left arm
Right arm

Subcutaneously
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Apr-2007
Vaccine Date

17-Apr-2007
Onset Date

0
Days

18-May-2007
Status Date

AZ
State Mfr Report Id

diarrhea x 3 wks since day of vaccine-ongoing.Symptom Text:

YasminOther Meds:
Lab Data:
History:

nonePrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

278186-1

18-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Diarrhoea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
08-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0188U 0 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Jan-2007
Vaccine Date

23-Jan-2007
Onset Date

0
Days

18-May-2007
Status Date

AZ
State Mfr Report Id

diarrhea since day of vaccine 1st dose and continuing.Symptom Text:

ZoviaOther Meds:
Lab Data:
History:
Prex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.5

278187-1

18-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Diarrhoea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
08-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0961F 1 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Mar-2007
Vaccine Date

02-Apr-2007
Onset Date

5
Days

10-May-2007
Status Date

--
State

WAES0705MYS00002
Mfr Report Id

Information has been received from a physician concerning a female who on approximately 15-JAN-2007 was vaccinated with Gardasil. On 28-MAR-2007, the
patient was vaccinated with a second dose of Gardasil. On 02-APR-2007 the patient experienced itchiness and red spots on whole body. After seven days of
itchiness, the patient received an injection to reduce the allergic response on the whole body. On approximately 28-APR-2007 the patient still experienced itchy
palms and feet. Additionally the patient experienced aching and numbness in both hands and feet. She complained that it was hard to complete the housework
due to aching and numbness. On approximately 01-MAY-2007 the patient experienced red spots and itchiness on face. Subsequently, the patient recovered
from itchiness and red spots on whole body. However, the patient's itchy palms and feet as well as aching and numbness persisted. The red spots and
itchiness on face also persisted. The reporter felt that itchiness and red spots on whole body, itchy palms and feet, aching, numbness, red spots and itchiness
on face were related to therapy with Gardasil. Aching and numbness were considered to be disabling. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

278266-1 (S)

10-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Hypersensitivity, Hypoaesthesia, Pain, Pain in extremity, Pruritus generalised, Rash generalised

 PERMANENT DISABILITY, SERIOUS

Other Vaccine
09-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Apr-2007
Vaccine Date

24-Apr-2007
Onset Date

0
Days

10-May-2007
Status Date

MA
State

WAES0705USA00095
Mfr Report Id

Information has been received from a health professional concerning a 26 year old female with sulfonamide allergy who on 22-FEB-2007 was vaccinated, in the
left arm, with a first dose of Gardasil (lot # 655849/0263U). There was no concomitant medication. There were no adverse symptoms reported after the first
dose. On 24-APR-2007 the patient was vaccinated with Gardasil a second dose. Immediately after the vaccination, the patient experienced left arm pain,
nausea, dizziness and loss of appetite. On 25-APR-2007 the patient experienced a lot of pain in her left arm that radiated down to her hand. Her fingers were
weak and she was unable to use her hand. Also on that same day the pain radiated to the patient's left leg for a half an hour. Patient was treated with ice and
ibuprofen. On 26-APR-2007 the patient recovered. The reporting registered nurse considered unable to use her hand, nausea, loss of appetite, dizziness,
fingers were weak, pain in left arm that radiated down her hand, and left leg pain to be disabling.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Sulfonamide allergyPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

278267-1 (S)

10-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anorexia, Asthenia, Dizziness, Immediate post-injection reaction, Mobility decreased, Muscular weakness, Nausea, Pain in extremity

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Other Vaccine
09-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Apr-2007
Vaccine Date

25-Apr-2007
Onset Date

1
Days

10-May-2007
Status Date

TX
State

WAES0705USA00797
Mfr Report Id

Information has been received from a physician, via a company representative, concerning a 12 year old female patient who on 24-APR-2007 was vaccinated
with the first dose of Gardasil. Concomitant therapy included hepatitis A virus vaccine (manufacturer unspecified), PedvaxHib and Menactra. On 25-APR-2007,
the day following the vaccinations, the patient returned to the office with complaints of groin pain; blood work (unspecified) testing was performed, and was
negative. On 30-APR-2007 the patient experienced a headache and a rash on her leg, and again returned to the physician's office; the patient was diagnosed
with zoster, and was given Tylenol and codeine for treatment of the symptoms. On 03-MAY-2007, the patient presented that the patient may have viral
meningitis. At the time of this report, the physician reported that the patient may have viral meningitis. At the time of this report, the patient had not recovered
from the events. Additional information has been requested.  5/18/2007 Received medical records from hospital which reveal patient experienced shingles,
severe HA which continued to worsen, photosensitivity, nausea.  Opthal exam prior to admit was WNL.  Admitted 5/3-5/6/07.  ID consult obtained.  Treated w/IV
antibiotics & antivirals.  Symptoms resolved day after treatment started & patient continued to progress well.  D/C home on no meds w/close outpatient PCP f/u.
FINAL DX: meninigitis, presumed viral (aseptic), final c/s pending; HA, resolved; herpes zoster right leg suspected.  6/8/07 Received note from PCP stating
CSF PCRs for HSV & entervirus were neg.  Also included name of admitting physician at hospital where PCP does not have privileges.

Symptom Text:

Other Meds:
Lab Data:

History:

Prex Illness:

diagnostic laboratory 04/25/07 - negative  LABS: WBC 4.4, AST 43, Mag 2.5.  CK 292, MBs neg.  CSF WBC 55, RBC 10, lymphs 86, monos 14, protein 28,
glucose 44, pleocytosis of CSF.  CSF herpes & VZ was neg.  Blood & urine c/s neg. CT of head
Unknown PMH: hemolytic uremic syndrome requiring hospitalization & blood transfusions out of country, shingles 4/24/07. right wrist tendon injury & fracture of
growth plate.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

278268-1 (S)

12-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 CSF culture negative, Groin pain, Headache, Herpes zoster, Meningitis viral, Nausea, Photosensitivity reaction, Rash

 ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, SERIOUS

Related reports:   278268-2;  278268-3

Other Vaccine
09-May-2007

Received Date

Prex Vax Illns:

MNQ
HIBV
HEPA
HPV4

SANOFI PASTEUR
MERCK & CO. INC.
MERCK & CO. INC.
MERCK & CO. INC.

NULL
NULL
NULL
NULL 0

Unknown
Unknown
Unknown
Unknown

Unknown
Unknown
Unknown
Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Apr-2007
Vaccine Date

25-Apr-2007
Onset Date

1
Days

30-May-2007
Status Date

TX
State

200701799
Mfr Report Id

Initial report received on 17 May 2007 from another manufacturer, report# WAES0705USA00797. The initial reporter to this manufacturer had been a health
care professional. "Initial and follow up information has been received from a physician, concerning a 12 year old female patient with a history of hemolytic
uremic syndrome (date unspecified), who on 24-APR-2007 was vaccinated with the first dose, 0.5ml, IM of Gardasil (Lot #656372/0243U). Concomitant therapy
included hepatitis A (manufacturer unspecified), PEDVAXHIB and MENACTRA. On 25-APR-2007, the day following the vaccinations, the patient returned to the
office with complaints of pain from her spine to the right groin; blood work (unspecified) testing was performed, and was negative. On approximately 30-APR-
2007 (also reported as "a couple of days later"), the patient "developed herpes zoster on the L3 and L4 dermatomes and pain," and acyclovir was prescribed
acetaminophen (TYLENOL) and codeine. On 03-MAY-2007, the patient presented to the ER, "feeling awful and suffering from a massive headache," and was
admitted to the hospital. Diagnostic testing included a polymerase chain reaction (PCR) that was negative for herpes and enterovirus, and a lumbar puncture
that revealed the presence of "55 lymphocytes and 6 red blood cells;" a diagnosis of viral meningitis was confirmed. At the time of this report, the physician
verified that the "patient's symptoms had resolved" (date not specified). The reporter considered the event of viral meningitis to be disabling/incapacitating, and
an other important medical event. No further information is expected."

Symptom Text:

Other Meds:
Lab Data:

History:
Prex Illness:

25/Apr/2007: diagnostic lab-negative; 03/May/2007: spinal tap-55 lymphocytes and 6 RBC, viral meningitis; 03/May/2007: enterovirus; PCR-neg
herpes/enterovirus
haemolytic uraemic syndrome

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

278268-2 (S)

08-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Feeling abnormal, Headache, Herpes zoster, Pain

 ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, PERMANENT DISABILITY, SERIOUS

Related reports:   278268-1;  278268-3

Other Vaccine
29-May-2007

Received Date

Prex Vax Illns:

MNQ
HPV4
HEPA
HIBV

SANOFI PASTEUR
MERCK & CO. INC.
UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
0143U
NULL
NULL

Unknown
Unknown
Unknown
Unknown

Unknown
Intramuscular

Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Apr-2007
Vaccine Date

25-Apr-2007
Onset Date

1
Days

15-Jun-2007
Status Date

TX
State Mfr Report Id

4-24-07: Received 4 vaccines: Hep A, Gardasil, Menactra, Tdap. 4-25-07: Myalgia, pain over Right buttock, right leg area, R ST joint - no rash. 4-29-07: rash
over right L-3 and L-4 area HA started 5/3/07 Hospitalized for viral meningitis

Symptom Text:

noneOther Meds:
Lab Data:
History:

none apparentPrex Illness:

NKDA, etc

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

278268-3 (S)

15-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Meningitis viral, Myalgia, Pain, Rash

 HOSPITALIZED, SERIOUS

Related reports:   278268-1;  278268-2

Other Vaccine
11-Jun-2007

Received Date

Prex Vax Illns:

TDAP
HPV4
HEPA
MNQ

SANOFI PASTEUR
MERCK & CO. INC.
MERCK & CO. INC.
SANOFI PASTEUR

C2720AA
0243U
0250U
U2231AA

0
0
0
0

Left arm
Left arm

Right arm
Left arm

Unknown
Unknown
Unknown
Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Apr-2007
Vaccine Date

26-Apr-2007
Onset Date

0
Days

18-May-2007
Status Date

PA
State Mfr Report Id

Vagal reaction: immediately after injection, I felt my heart palpitating, I felt light-headed, and I heard distorted noises.  I became disoriented for a moment or
two, then heard clearly again.  The nurse helped me lay down for about 5 minutes and gave me water and juice to drink.  She said I looked pale; my blood
pressure was lower than my normal reading, and my heart rate was 50.  After resting for a few moments, I felt fine, and I have not felt any faintness or pain at
the injection site since.  The nurse did not report this reaction, because in her judgment it was simply a vagal reaction and unrelated to the vaccine.  I shared
this information with two employees of Merck; one of them asked me to report this reaction anyway, and the other may have reported it separately.

Symptom Text:

None.Other Meds:
Lab Data:
History:

None.Prex Illness:

Non life-threatening arrhythmia: Lown-Ganong-Levine (LGL) syndrome.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

278290-1

18-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure decreased, Disorientation, Dizziness, Hearing impaired, Heart rate decreased, Pallor, Palpitations, Syncope vasovagal

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 1928
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-May-2007
Vaccine Date

09-May-2007
Onset Date

0
Days

18-May-2007
Status Date

NY
State Mfr Report Id

syncope, two minutes after Gardisil vaccine.Our office has given about 50 vaccines, and two people have had syncope after the injection. I don't think that is
good.

Symptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

278296-1

18-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 00890 0 Right arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-May-2007
Status Date

DE
State Mfr Report Id

c/o lightheaded, dizzy nausea (L) BP 110/60 (R) BR 104/60Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

278321-1

21-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
10-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 3088U 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 1930
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-May-2007
Vaccine Date

Unknown
Onset Date Days

21-May-2007
Status Date

PA
State Mfr Report Id

pt given Hep A 0.5 ml injection too early from initial injection. Only 2 months apart instead of 6Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

278333-1

21-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
10-May-2007

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
MERCK & CO. INC.

0960F
0654F

1
1

Left arm
Right arm

Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-May-2007
Vaccine Date

02-May-2007
Onset Date

0
Days

21-May-2007
Status Date

MA
State Mfr Report Id

severe headache and shoulder suprascapula pain started 4 hours after vaccine and lasted 2 daysSymptom Text:

Other Meds:
Lab Data:
History:

nonePrex Illness:

none
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

278338-1

21-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Musculoskeletal pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
10-May-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2227AA
03870

0
0

Right arm
Right arm

Unknown
Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Apr-2007
Vaccine Date

19-Apr-2007
Onset Date

0
Days

22-May-2007
Status Date

--
State Mfr Report Id

Itchy rash all over lower body, reported by patient only. Neither parent nor physician was shown the rash.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
allergies none, birth defects none, Med - dysfunctional uterine bleeding

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

278339-1

04-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash pruritic

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
10-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0263U Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-May-2007
Vaccine Date

09-May-2007
Onset Date

0
Days

19-May-2007
Status Date

NC
State Mfr Report Id

Non-pruritic purple macules on bilateral inner thighs several hours after 3rd injection. No side effects with previous injections. No new irritants used. Symptoms
persisting over 24 hours. No treatment used.

Symptom Text:

Claritin-DOther Meds:
Lab Data:
History:

nonePrex Illness:

seasonal allergies

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

278363-1

21-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash macular

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
10-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0961F 2 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Mar-2007
Vaccine Date

19-Mar-2007
Onset Date

0
Days

14-May-2007
Status Date

PA
State

WAES0704USA01265
Mfr Report Id

Information has been received from a registered nurse concerning a 24 year old female student (weight 113) who on 19-MAR-2007 was vaccinated with the
first dose of Gardasil, IM in the left deltoid (Lot number 657006/0188U). Concomitant medication was not reported. On 19-MAR-2007 in the evening, the patient
developed a rash on her neck and abdomen. There was not reaction at the injection site. The patient was treated with Benadryl. Subsequently on 30-MAR-
2007, the patient recovered from a rash on her neck and abdomen. Follow-up from a dermatologist indicated that the patient had a medical history of laser
treatment to the cervix and was on birth control pill concomitantly. The patient was seen in the office on 02-APR-2007 with multiforme rash of the torso and
neck. The dermatologist reported that the patient indicated that the rash began the evening that the patient was vaccinated. The rash started 2 weeks before it
was assessed by the dermatologist. The physician reported that the patient was treated with oral steroids to prevent serious criteria. The patient has recovered.
The dermatologist reported that the multiforme rash was an other important medical event. Additional information is not expected.

Symptom Text:

Hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

Cervical laser therapy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

278379-1

14-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
11-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0188U 0 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Oct-2006
Vaccine Date

11-Nov-2006
Onset Date

11
Days

14-May-2007
Status Date

TN
State

WAES0705USA00787
Mfr Report Id

Information has been received via the manufacturer pregnancy registry, from a certified medical assistant (CMA) concerning a 25 year old female patient, who
on 31-OCT-2006 was vaccinated IM, with the first dose of Gardasil (Lot #654540/0800F). On 18-DEC-2006, the patient had a positive pregnancy test; the date
of the LMP was 11-NOV-2006, with an estimated date of delivery of 18-AUG-2007. The CMA confirmed that on 22-DEC-2006, the patient had a spontaneous
miscarriage, through hospitalization was not reported and testing of the miscarried fetus was unavailable. It was not specified if the patient sought medical
attention, nor if the patient had recovered from the spontaneous abortion. On 27-DEC-2006, the patient was vaccinated IM, with the second dose of Gardasil
(Lot #654540/0800F). Upon internal review, spontaneous miscarriage was determined to be an other important medical event. This patient also experienced a
pregnancy following vaccination with the second dose of Gardasil (WAES #0705USA01062). Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 11/11/2006)Prex Illness:

beta-human chorionic 12/18/06 - Positive

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

278380-1

14-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
11-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0800F 1 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Apr-2007
Vaccine Date

27-Apr-2007
Onset Date

0
Days

14-May-2007
Status Date

FR
State

WAES0705USA01162
Mfr Report Id

Information has been received from a health professional concerning a 16 year old female who on 27-APR-2007 was vaccinated, intramuscularly, in the right
deltoid muscle, with Gardasil (Lot number 655376/0572F : Batch number NE 45050). On 27-APR-2007 the patient experienced syncope, eyes rolling and
twitches of the right arm. The symptoms lasted for less than one hour. She was admitted to the hospital for monitoring. Further course and diagnostic (not
specified) was normal. Subsequently, the patient recovered completely. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

278381-1 (S)

14-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Eye rolling, Muscle twitching, Syncope

 HOSPITALIZED, SERIOUS

Other Vaccine
11-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0572F Right arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-May-2007
Vaccine Date

08-May-2007
Onset Date

0
Days

22-May-2007
Status Date

VT
State Mfr Report Id

5/8/07 Sleeping and woke up with chills and c/o neck pain and aches-> Motrin 600 mg. 5/9/07 c/o nausea, stomachache, earaches T 102.4 deg at 3:00 pm
Ears ok one red canal only per school nurse-ES Tylenol given and slept 3-4-07 pale and c/o weak and not feeling well. School nurse checked -> adeq
strength/BP 102/60 P72 no numbness/tingling All s/s resolved in pm.

Symptom Text:

PPD acne facial Rx products Clindamycin gel + Diff gelOther Meds:
Lab Data:
History:

nonePrex Illness:

none
Allergies-Ceclor, minocycline, benzyl peroxide

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

278394-1

22-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain upper, Asthenia, Body temperature increased, Chills, Ear pain, Erythema, Malaise, Nausea, Neck pain, Pain, Pallor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
11-May-2007

Received Date

Prex Vax Illns:

TDAP

MNQ
HPV4

GLAXOSMITHKLINE
BIOLOGICALS
SANOFI PASTEUR
MERCK & CO. INC.

AC52B012AA

U2115AA
0388U

0

0
0

Left arm

Right arm
Right arm

Intramuscular

Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Mar-2007
Vaccine Date

22-Mar-2007
Onset Date

1
Days

22-May-2007
Status Date

IN
State Mfr Report Id

Patient's mother reported rash and itching at injection site approximately 6cm.Symptom Text:

Necon 50Other Meds:
Lab Data:
History:
Prex Illness:

NKDA

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

278395-1

22-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pruritus, Injection site rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
11-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0014U 0 Right arm Unknown



10 JUN 2008 06:27Report run on: Page 1939
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Apr-2007
Vaccine Date

01-May-2007
Onset Date

4
Days

22-May-2007
Status Date

GA
State Mfr Report Id

Received vaccines on 4-27-07 - varicella, Menactra, Tdap, Hep A, HPV. Dx with Sinusitis and migraine Type headache on 5-1-07. Returned to the office on 5-
2-07 with probable migraine Dx.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

278398-1

22-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Migraine, Sinusitis

 ER VISIT, NOT SERIOUS

Other Vaccine
11-May-2007

Received Date

Prex Vax Illns:

VARCEL
TDAP
MNQ
HPV4
HEPA

MERCK & CO. INC.
SANOFI PASTEUR
SANOFI PASTEUR
MERCK & CO. INC.
UNKNOWN MANUFACTURER

01736
C2644AA
U1968AA
0188U
NULL

1

0
0

Left arm
Left arm

Right arm
Right arm
Unknown

Subcutaneously
Intramuscular
Intramuscular
Intramuscular

Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-May-2007
Vaccine Date

11-May-2007
Onset Date

1
Days

19-May-2007
Status Date

NY
State Mfr Report Id

Pt c/o nauesa during the first night after injection. vomitting in the morning and loose stools.Symptom Text:

prenatal vitaminsOther Meds:
Lab Data:
History:

nonePrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

278425-1

21-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Diarrhoea, Nausea, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
11-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0012U 0 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-May-2007
Vaccine Date

03-May-2007
Onset Date

0
Days

19-May-2007
Status Date

FL
State Mfr Report Id

called 05/03/2007 complaining of tongue swelling and rash.  Was told to go to emergency room.  I called on 05/04/07 for follow up and was told by father that
patient was fine, only complained of "tongue heaviness and had a few pimples", did not go to er.  Again was called 05/09/2007 when physician not in office,
with arm swelling, was told to go to emergency room since there was no physician available for 24 hours to examine patient.

Symptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

278439-1

21-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Acne, Oedema peripheral, Rash, Swollen tongue, Tongue disorder

 ER VISIT, NOT SERIOUS

Other Vaccine
11-May-2007

Received Date

Prex Vax Illns:

TDAP
MNQ
HPV4

SANOFI PASTEUR
SANOFI PASTEUR
MERCK & CO. INC.

C2644AA
U1968AA
021OU

0
0
0

Left arm
Left arm

Right arm

Intramuscular
Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-May-2007
Vaccine Date

09-May-2007
Onset Date

1
Days

19-May-2007
Status Date

NJ
State Mfr Report Id

localized edema, erythema, itching at vaccine site; starting approx 24h after injectionSymptom Text:

Other Meds:
Lab Data:
History:

noPrex Illness:

no

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

278443-1

21-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site oedema, Injection site pruritus

 ER VISIT, NOT SERIOUS

Other Vaccine
11-May-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

03624
03894

1
0

Left arm
Right arm

Subcutaneously
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-May-2007
Vaccine Date

11-May-2007
Onset Date

1
Days

19-May-2007
Status Date

FL
State Mfr Report Id

Patient awoke in the middle of the night with a swollen throat, but had no difficulty breathing.  Her father, who is a physician, said that her tonsils and uvula
looked swollen.  Mom felt her neck looked swollen.  She had not had any other exposures such as to insects.  The child went to school the next day and did not
worsen.  Mom went to the school and gave otc benadryl 50mg to the child, which caused the symptoms to resolve completely in 20 minutes .  The child was
never seen in our office for the reaction.  All information was supplied to us by the mother of the patient.  The child has no residual problems.

Symptom Text:

OTC IBUPROFEN as needed for headachesOther Meds:
Lab Data:
History:

NONEPrex Illness:

none
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

278468-1

21-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Local swelling, Pharyngeal oedema, Tonsillitis

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-May-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2276BA
0389U

0
0

Left arm
Left arm

Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-May-2007
Vaccine Date

11-May-2007
Onset Date

1
Days

19-May-2007
Status Date

CA
State Mfr Report Id

vomiting, diarrea, feverSymptom Text:

Albuterol, Benedryl, HydrocortizoneOther Meds:
Lab Data:
History:

AsthmaPrex Illness:

Asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

278478-1

21-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Diarrhoea, Pyrexia, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-May-2007

Received Date

Prex Vax Illns:

TDAP
HPV4
HEPA

IPV

UNKNOWN MANUFACTURER
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
SANOFI PASTEUR

C2457AA
0181U
AHAVB129AA

Z0326-2

1
1
1

5

Left arm
Right arm
Left arm

Left arm

Intramuscular
Intramuscular
Intramuscular

Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-May-2007
Vaccine Date

08-May-2007
Onset Date

6
Days

21-May-2007
Status Date

NV
State Mfr Report Id

Sudden onset of muscle weakness on 5/8/07 during 5th period of middle school (about 1:30 pm). Gradual worsening by 5/10/07. Seen in ED 5/10/07. GBS
diagnosis made by attending MD, Neuro consult 5/11/07 concurred diagnosis. Patient transferred to on 5/11/07. Currently still hospitalized, awaiting transfer to
rehab center in closer to patient's home. 05/15/07-records received for DOS5/11-5/14/07-DC DX: Guillain Barre syndrome. Seen in ER for extremity weakness
times four with increasing intensity the more distal on extremity. Weak grip and altered gait. Treated with IVIG. No significant improvement in extremity
weakness however no ascension of weakness either. DC home.

Symptom Text:

NoneOther Meds:
Lab Data:

History:
NonePrex Illness:

Ruled out WNV, Lyme, Mening., other muscular diseases. Confirmed dx. of GBS. records received5/15/07-CSF protein 24, glucose 62, WBC 1, RBC 5. CSF
culture no growth. CBC-WBC 14.9, neut/polys 74.0, lymph 18.9.
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

278479-1 (S)

29-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Gait disturbance, Guillain-Barre syndrome, Muscular weakness

 ER VISIT, HOSPITALIZED, SERIOUS

Related reports:   278479-2;  278479-3;  278479-4

Other Vaccine
14-May-2007

Received Date

Prex Vax Illns:

HPV4HPV4 MERCK & CO. INC. UNKNOWN 1 Right arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-May-2007
Vaccine Date

09-May-2007
Onset Date

7
Days

30-May-2007
Status Date

NV
State Mfr Report Id

Extreme weakness in extremities arms and legs.Symptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

5/10,5/11-07
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

278479-2

30-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Muscular weakness

 ER VISIT, NOT SERIOUS

Related reports:   278479-1;  278479-3;  278479-4

Other Vaccine
21-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0962F 1 Right arm Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-May-2007
Vaccine Date

10-May-2007
Onset Date

8
Days

30-May-2007
Status Date

--
State

WAES0705USA03382
Mfr Report Id

Information has been received from a health professional concerning a 14 year old female who on 02-MAY-2007, the patient was sitting in fifth period at school
and started feeling weak. She could barely walk to the car by the end of the period, and by later that afternoon she was in the emergency room of a hospital.
The patient stated "I was getting weak, like it felt weird to walk and to like open the care door." She also stated that "I was fine earlier that day." The patient
couldn't move her legs and her arms felt weak. It was reported that the patient's  "legs are paralyzed, her arms are affected and she was very weak in her
arms." The patient has to "use a walker and even with that she can't get to the bathroom and she can't stand up at all." The patient was diagnosed with Guillain-
Barre syndrome, an acute, autoimmune condition that can lead to paralysis. The patient's Guillain-Barre syndrome persisted. The patient's neurologist felt that
Guillain-Barre syndrome was related to therapy with Gardasil. Upon internal review Guillain-Barre syndrome was considered to be an other important medical
event. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

278479-3

30-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Autoimmune disorder, Feeling abnormal, Gait disturbance, Guillain-Barre syndrome, Monoplegia, Muscular weakness, Walking aid user

 NO CONDITIONS, NOT SERIOUS

Related reports:   278479-1;  278479-2;  278479-4

Other Vaccine
29-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-May-2007
Vaccine Date

09-May-2007
Onset Date

7
Days

11-Jun-2007
Status Date

--
State

WAES0705USA05776
Mfr Report Id

Information has been received from a physician concerning a female who on 02-MAY-2007 was vaccinated with Gardasil. On 09-MAY-2007, the patient was
admitted to the hospital with Guillain-Barre syndrome. At the time of the report, the patient remained in the hospital. She was being treated by a neurologist. No
other information was available. Upon internal review it was determined that Guillain-Barre syndrome was an other important medical event. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

278479-4 (S)

11-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Guillain-Barre syndrome

 ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, SERIOUS

Related reports:   278479-1;  278479-2;  278479-3

Other Vaccine
08-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
05-Dec-2006
Vaccine Date

Unknown
Onset Date Days

15-May-2007
Status Date

IA
State

200701505
Mfr Report Id

Initial report received on 01 May 2007 from a health care professional. A neonate patient had received on 05 December 2006, transplacental vaccination with
Menactra (lot# U1809AA), 0.5 ml intra-muscular into the right deltoid, and Gardasil (lot# 0868F), 0.5 ml intra-muscular into the left deltoid. The patient's mom
was unaware of pregnancy prior, therefore did not have prenatal care. The patient's mother experienced abdominal pain prior to going to the hospital and took
hydrocodone prior to going to the hospital, when she delivered a baby on 23 April 2007. Meconium stated upon delivery. Baby was having seizures and was
transferred to neonatal care where baby remained. The reporter denied that the patient's mother was on current medications. The patient's mother medical
history included recurrent tonsillitis. The mother case number is 2007-01504.

Symptom Text:

HYDROCODONEOther Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

278481-1 (S)

31-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Drug exposure during pregnancy

 HOSPITALIZED, SERIOUS

Other Vaccine
14-May-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U1809AA
0868F

Unknown
Unknown

Unknown
Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Dec-2006
Vaccine Date

01-Dec-2006
Onset Date

0
Days

15-May-2007
Status Date

IA
State

WAES0705USA00475
Mfr Report Id

Information has been received from a manufacturer pregnancy registry via a registered nurse concerning an 18 year old female with pertinent medical history
and drug reactions/allergies reported as none who in December 2006 was vaccinated with the first dose of Gardasil (lot #653736/0868F), 0.5 ml, IM.
Concomitant therapy included MENACTRA. In February 2007, the patient was vaccinate with the second dose of Gardasil, 0.5 ml, IM. the nurse reported that
the patient received 2 doses of Gardasil while she was pregnant. The patient stated that she did not know that she was pregnant. The patient received no
prenatal care. The patient delivered a female infant with and estimated gestational age of 32-36 weeks on April 22 or 23, 2007. In April 2007 after delivery, the
infant experienced seizures. The nurse reports that after delivery the infant was transferred to another hospital. After internal review, seizure was considered to
be an other important medical event. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:

Pregnancy NOS (LMP = Unknown)Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

278497-1 (S)

15-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Drug exposure during pregnancy, Premature baby

 EXTENDED HOSPITAL STAY, HOSPITALIZED, SERIOUS

Other Vaccine
14-May-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
0961F 1

Unknown
Unknown

Unknown
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Apr-2007
Vaccine Date

23-Apr-2007
Onset Date

11
Days

21-May-2007
Status Date

CT
State Mfr Report Id

Guillain Barre 6/20/07-records received from facility for DOS 4/29-5/5/07- DC DX: Guillain-Barre Syndrome. Presented with paresthesia for 1 weeks. First
noticed having a left eye twitch and numbness to left face preceded by tingling and paresthesias of fingers and toes. Treated with IVIg. Only mild residuals at
discharge. PE:neuro fair strength in upper extremities and lower extremities, absent reflexes mainly in lower extremities. No sensory deficit, downgoing
plantars, no muscle wasting. Gait peroneal.

Symptom Text:

NoneOther Meds:
Lab Data:

History:
NonePrex Illness:

LP< EMG - CBC, General , + mycoplasma titers  records received 6/20/07-Mycoplasma positive. EBV negative. CSF showed high protein and normal cells. NIF
scores 30.
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

278503-1 (S)

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Areflexia, Blepharospasm, Guillain-Barre syndrome, Hypoaesthesia facial, Paraesthesia

 ER VISIT, HOSPITALIZED, SERIOUS

Related reports:   278503-2

Other Vaccine
14-May-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2172AA
0244U

0
0

Left arm
Right arm

Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Apr-2007
Vaccine Date

23-Apr-2007
Onset Date

11
Days

14-Jan-2008
Status Date

CT
State

200702582
Mfr Report Id

Initial report received on 19 July 2007 via a line listing from the Centers for Disease Control and Prevention, VAERS# 278503. A 15-year-old female patient had
received an injection of Menactra, lot number U2172AA; and an injection of Human Papillomavirus Vaccine, lot number not reported; on 12 April 2007. Eleven
days post-immunization, the patient experienced unspecified symptoms associated with Guillain Barre Syndrome. Pre-existing illness and other drugs were
"none reported." The case was being reviewed by the Clinical Immunization Safety Assessment Network, but confirmation of Guillain Barre Syndrome was not
provided. Additional medically relevant information was not provided, and recovery status was not reported. Follow-up information was received from the CDC
on 30 August 2007 which noted that Guillain Barre Syndrome had been confirmed by the Clinical Immunization Safety Assessment (CISA). No additional
information was provided. Follow-up information received on 01 October 2007 from the Centers for Disease Control and Prevention. It was reported that the
patient recovered. The date of recovery was not provided.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Pre-existing illness and other drugs were "none reported."

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

278503-2

14-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Guillain-Barre syndrome

 ER VISIT, NOT SERIOUS

Related reports:   278503-1

Other Vaccine
17-Dec-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2172AA
NULL

Unknown
Unknown

Unknown
Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-May-2007
Vaccine Date

14-May-2007
Onset Date

0
Days

22-May-2007
Status Date

TX
State Mfr Report Id

Pt C/O feeling dizzy, pt fainted, skin cold and clammy; pt regained consciousness and vital were within normal range; pt rested with a cold pack to her
forehead.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

NKDA

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

278505-1

22-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cold sweat, Dizziness, Syncope

 NO CONDITIONS, NOT SERIOUS

Related reports:   278505-2

Other Vaccine
14-May-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2171AA
1424F

0
0

Left arm
Left arm

Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-May-2007
Vaccine Date

14-May-2007
Onset Date

0
Days

17-Jul-2007
Status Date

--
State

WAES0705USA02758
Mfr Report Id

Information has been received from a nurse concerning an 18 year old female who on 14-MAY-2007 was vaccinated with the first dose of Gardasil (lot #
654885/1424F, and experienced syncope. Concomitant therapy included meningitis vaccine. Unspecified medical attention was sought. On the same day, the
patient recovered from syncope. No other information was provided. This is one of several reports from the same source. Additional information has been
requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

278505-2

17-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Related reports:   278505-1

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1424F Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
M

Gender
14-May-2007
Vaccine Date

14-May-2007
Onset Date

0
Days

22-May-2007
Status Date

TX
State Mfr Report Id

Pt complaining with nausea, dizziness, and fatigue, vomiting.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

NKDA

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

278506-1

22-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Fatigue, Nausea, Vomiting

 NO CONDITIONS, NOT SERIOUS

Related reports:   278506-2

Other Vaccine
14-May-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2171AA
1424F

0
0

Left arm
Left arm

Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-May-2007
Vaccine Date

14-May-2007
Onset Date

0
Days

17-Jul-2007
Status Date

--
State

WAES0705USA02772
Mfr Report Id

Information has been received from a licensed visiting nurse, concerning an 18 year old female patient, who on 14-MAY-2007 was vaccinated with the first
dose of Gardasil (Lot #654885/1424F). Concomitant therapy included meningococcal vaccine (manufacturer unspecified). On 14-MAY-2007, following the
vaccination, the patient experienced vomiting, nausea and dizziness. At the time of this report, it was unknown if the patient had recovered. The patient sought
unspecified medical attention. Additional information has been requested.

Symptom Text:

meningococcal vaccineOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

278506-2

17-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Nausea, Vomiting

 ER VISIT, NOT SERIOUS

Related reports:   278506-1

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1424F 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-May-2007
Vaccine Date

14-May-2007
Onset Date

0
Days

22-May-2007
Status Date

TX
State Mfr Report Id

Pt c/o light headiness, dizziness, and tingling at injection site. Pt was instructed to lie down and rest.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

NKDA

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

278507-1

22-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Paraesthesia

 NO CONDITIONS, NOT SERIOUS

Related reports:   278507-2

Other Vaccine
14-May-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2171AA
1424F

0
0

Left arm
Left arm

Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-May-2007
Vaccine Date

14-May-2007
Onset Date

0
Days

17-Jul-2007
Status Date

--
State

WAES0705USA02750
Mfr Report Id

Information has been received from a nurse concerning an 18 year old female who on 14-MAY-2007 was vaccinated with the first dose of Gardasil lot #
655619/1427F. Concomitant therapy included meningitis vaccine. On 14-MAY-2007 the patient experienced lightheadedness, weakness and tingling in her
injection site arm. The patient recovered from lightheadedness, weakness and tingling in her injection site arm on the same day. Unspecified medical attention
was sought. No other information was available. This is one of several reports from the same source. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

278507-2

17-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Dizziness, Paraesthesia

 NO CONDITIONS, NOT SERIOUS

Related reports:   278507-1

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1427F Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-May-2007
Vaccine Date

Unknown
Onset Date Days

23-May-2007
Status Date

AZ
State Mfr Report Id

Small pimple-like sore at the injection site. Itching at the injection site.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

278514-1

23-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pruritus, Injection site pustule

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0637F Right arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-May-2007
Vaccine Date

02-May-2007
Onset Date

0
Days

22-May-2007
Status Date

OH
State Mfr Report Id

Fever (102.2), body aches, fatigue, headache - SX lasted > 24 hoursSymptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

278518-1

22-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Fatigue, Headache, Pain, Pyrexia

 ER VISIT, NOT SERIOUS

Related reports:   278518-2

Other Vaccine
14-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 1961
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-May-2007
Vaccine Date

02-May-2007
Onset Date

0
Days

17-Jul-2007
Status Date

OH
State

WAES0705USA01678
Mfr Report Id

Information has been received from a registered nurse concerning a 16 year old female (142 lbs. 5'5") who on 02-MAY-2007 the patient developed a fever of
102.9, muscle aches and shortness of breath and went to the ER for evaluation. The outcome of the events was unknown. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

278518-2

17-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dyspnoea, Myalgia, Pyrexia

 ER VISIT, NOT SERIOUS

Related reports:   278518-1

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0388U 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Apr-2007
Vaccine Date

26-Apr-2007
Onset Date

1
Days

22-May-2007
Status Date

FL
State Mfr Report Id

Pt developed hives and itching the day after vaccine was administered. Began taking Benadryl OTC x 3 days with no relief. On 04/30/07 went to ER. She was
prescribed Atarax x 14 days. By May 6, 2007 all symptoms had been resolved.

Symptom Text:

Depo ProveraOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

278528-1

22-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
14-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0384U 0 Right arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Apr-2007
Vaccine Date

26-Apr-2007
Onset Date

6
Days

22-May-2007
Status Date

MO
State Mfr Report Id

Pt states she noticed nickel size knot at inj site around 6 days post inj. Has not D'd in site-tender to touch.Symptom Text:

YazOther Meds:
Lab Data:
History:
Prex Illness:

Naprosyn and Band aids

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

278530-1

22-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site mass, Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0388U 1 Right arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Apr-2007
Vaccine Date

Unknown
Onset Date Days

22-May-2007
Status Date

MI
State Mfr Report Id

Discovered she was pregnant 5-3-07 LMP 2-14-07Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

278534-1

22-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-May-2007

Received Date

Prex Vax Illns:

MNQ
HPV4
HEP

SANOFI PASTEUR
MERCK & CO. INC.
MERCK & CO. INC.

U1892AA
0962F
1246F

0
0
1

Right arm
Left arm
Left arm

Intramuscular
Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
07-May-2007
Onset Date Days

16-May-2007
Status Date

FR
State

WAES0705AUS00041
Mfr Report Id

Information has been received from the foreign Department of Health, via CSL as part of a business agreement (manufacturer's number not yet advised). As
part of the regular school-based immunisation program funded by the government, a 17 year old female student was vaccinated with Gardasil (Lot No.
655743/0313U, Batch No. J1022, Expiry date August 2009). Subsequently the patient experienced fainting and was taken to hospital. The patient had
neurological symptoms and her reaction was serious enough to warrant consideration to intubation (confirmed as not intubated in follow-up information). The
provisional diagnosis appears to be "hysterical reaction". The reporter felt that her reactions were related to therapy with Gardasil (Lot No. 655743/0313U,
Batch No. J1022, Expiry date August 2009). Further information was received from a physician. It was stated that the patient was previously well. The patient
had no significant medical history and no previous reaction to immunisation. There was no concurrent medication. On 07-MAY-2007, after the first dose of
Gardasil (Lot No. 655743/0313U, Batch No. J1022, Expiry date August 2009), the patient developed ascending neuropathy with weakness of limb muscles and
facial muscles and aphasia and was hospitalised. The records of testing prior to release of the lot in question have been rechecked and found to be
satisfactory. The lot met the requirements of the agency and was released by the regulatory agency. Additional information has been requested. This is one of
several reports received from the same source.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

278577-1 (S)

16-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Aphasia, Facial paresis, Muscular weakness, Neurological symptom, Neuropathy, Syncope

 HOSPITALIZED, SERIOUS

Other Vaccine
15-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0313U Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-May-2007
Vaccine Date

11-May-2007
Onset Date

2
Days

23-May-2007
Status Date

FL
State Mfr Report Id

Developed 2 Ulcers in mouth. one on top of the tongue. Second on right side of tongueSymptom Text:

Other Meds:
Lab Data:
History:

NoPrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

278589-1

04-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Mouth ulceration

 ER VISIT, NOT SERIOUS

Related reports:   278589-2

Other Vaccine
15-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0388U Right leg Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-May-2007
Vaccine Date

11-May-2007
Onset Date

2
Days

17-Jul-2007
Status Date

FL
State

WAES0705USA02906
Mfr Report Id

Information has been received from a registered nurse concerning a 25 year old female with no allergies and no pertinent medical history who on 09-MAY-2007
was vaccinated with 0.5 ml of the first dose of Gardasil (Lot #657622/0388U). On 11-MAY-2007 the patient developed two sores on her tongue, one on top and
one on the right side. Subsequently, the patient recovered from the sores on her tongue. Medical attention was sought

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

278589-2

17-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Tongue ulceration

 ER VISIT, NOT SERIOUS

Related reports:   278589-1

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0388U 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Mar-2007
Vaccine Date

09-Apr-2007
Onset Date

20
Days

23-May-2007
Status Date

MI
State Mfr Report Id

Injection given IN (R) Deltoid on 3/20/07. 4/9/07 Pt. phoned with c/o sore arm. Unable to Raise it above her head. Sent to ER for evalSymptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

CK, CBC, all normal results
Allergy: PCN, Compazine

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

278591-1

23-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injected limb mobility decreased, Injection site pain, Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
15-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0187U 0 Right arm Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Mar-2007
Vaccine Date

14-Mar-2007
Onset Date

0
Days

23-May-2007
Status Date

FL
State Mfr Report Id

After injection of Gardasil vaccine 0.5 ml, Pt was sitting talking to her mother. She became pale and passed out for a few minutes. She was revived and walked
to exam table. After lying down for 15-20 min.-left the office doing well.

Symptom Text:

Other Meds:
Lab Data:
History:

nonePrex Illness:

None
Allergy to Clindamycin

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

278603-1

23-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness, Pallor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0186U 0 Right arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-May-2007
Vaccine Date

10-May-2007
Onset Date

3
Days

19-May-2007
Status Date

NC
State Mfr Report Id

My left arm where vaccine was administered was sore for the first three to four days as expected.  However, it has now been 8 days and my arm continues to
have a dull ache and throbbing.  I did not expierence this with the first shot of the series.

Symptom Text:

Other Meds:
Lab Data:
History:

N/APrex Illness:

N/A

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

278641-1

21-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, No reaction on previous exposure to drug, Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0000 1 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Apr-2007
Vaccine Date

13-May-2007
Onset Date

20
Days

19-May-2007
Status Date

IL
State Mfr Report Id

5/15/2007 Mother reports that Shantel's arm is red, swollen and warm to touch. Denies any fever. States school nurse put cool compress on it 5/14/2007 and
Shantel complained that it hurt worse.Instr to try a warm compress and take tylnol or motrin for the pain and swelling. Also instr to f/u with MD. Question if it
may have been a bite of some sort. Mother unsure.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

278653-1

21-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Oedema peripheral, Pain, Skin warm

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1447F 1 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Mar-2007
Vaccine Date

27-Apr-2007
Onset Date

57
Days

19-May-2007
Status Date

IL
State Mfr Report Id

HPV administered on 3/1/07. Abdominal pain and rash started 4/27/07. Diagnosed with HSP on 5/2/07.Symptom Text:

NoneOther Meds:
Lab Data:
History:

None, presented at visit with acnePrex Illness:

CBD, Urinalysis, Blood Pressure, Physical exam
allergic rhinitis, history of bronchospasm, Osgood Schlatter, International travel - Africa summer 2006, India January 2007

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

278654-1

21-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Henoch-Schonlein purpura, Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
15-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0688F 0 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Nov-2006
Vaccine Date

06-Nov-2006
Onset Date

3
Days

23-May-2007
Status Date

CA
State Mfr Report Id

Broke out with hives 3 days after vaccination which lasted for approximately 3 weeksSymptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

278663-1

23-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0637F 0 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Mar-2007
Vaccine Date

08-Apr-2007
Onset Date

26
Days

23-May-2007
Status Date

MN
State Mfr Report Id

ILLNESS WITH HEADACHE, NAUSEA, VOMITING DIARRHEA AND FATIGUE FROM 4/8/07 - 4/13/07; RECEIVED GARDASIL VACCINATION ON 3/13/07;
NO TREATMENT

Symptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

278665-1

24-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Diarrhoea, Fatigue, Headache, Malaise, Nausea, Vomiting, Wrong drug administered

 ER VISIT, NOT SERIOUS

Other Vaccine
15-May-2007

Received Date

Prex Vax Illns:

MNQ
HPV4
DTAP

SANOFI PASTEUR
MERCK & CO. INC.
SANOFI PASTEUR

U2108AA
1427F
C2688AA

0
0
1

Right arm
Left arm
Left arm

Intramuscular
Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Apr-2007
Vaccine Date

24-Apr-2007
Onset Date

1
Days

23-May-2007
Status Date

TX
State Mfr Report Id

Fever up to 103 F, fatigue, malaise, body aches, redness and pain at Menactra site and pain in L axillary area for 26 hours. 2 cm area of erythema at vaccine
site.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

278697-1

23-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Axillary pain, Fatigue, Injection site erythema, Injection site pain, Malaise, Pain, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
16-May-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U1920AA
0387U

0
0

Left arm
Right arm

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-May-2007
Vaccine Date

02-May-2007
Onset Date

1
Days

24-May-2007
Status Date

NC
State Mfr Report Id

Within 24 hours of vaccination with 1st dose Gardasil developed left deltoid muscle pain, swelling and erythema. By 48 hours, developed numbness in left hand
and diminished strength in left hand.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Migraine headaches

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

278700-1

24-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Hypoaesthesia, Injection site erythema, Injection site pain, Injection site swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
16-May-2007

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
MERCK & CO. INC.

02454
1282F

0
1

Right arm
Left arm

Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Dec-2006
Vaccine Date

14-Dec-2006
Onset Date

6
Days

18-May-2007
Status Date

WI
State

WAES0612USA02963
Mfr Report Id

Initial and follow up information has been received from a nurse and manufacturer pregnancy registry concerning a 23 year old black female patient with one
previous pregnancy who on 08-DEC-2006 was vaccinated with a dose of Gardasil. On 14-DEC-2006 a pregnancy test was positive. The patient's LMP was late
November 2006. On 07-MAY-2007 the nurse reported that the patient had not been to the office since the original prenatal appointment on 12-FEB-2007. She
had cancelled 3 appointments on 05-March-2007, 12-MAR-2007 and 19-MAR-2007. Follow up information from the nurse indicated that on 16-NOV-2006
patient had her last menstrual period and her estimated delivery date 20-AUG-2007. She called back on 07-MAY-2007 but did not give any information about
the miscarriage. On 24-APR-2007 patient reported that she had miscarried. No date was identified when the patient miscarried. Unspecified medical attention
was sought. The outcome was unknown. Upon internal review, miscarriage was considered an other important medical event. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

beta-human chorionic 12/14/06 - positive
Pregnancy NOS (LMP = 11/16/2006)

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

278785-1

18-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Feb-2007
Vaccine Date

01-Mar-2007
Onset Date

20
Days

18-May-2007
Status Date

IN
State

WAES0704USA03160
Mfr Report Id

Initial and follow up information has been received, via the manufacturer pregnancy registry, from a registered nurse, and a 25 year old female with a history of
one previous full term delivery with no complications (date unspecified), who on 09-FEB-2007, was vaccinated with a first dose of Gardasil (Lot
#654741/0013U). There was no concomitant medication. On 16-APR-2007, the patient reported that she was "four or five weeks pregnant." The date of the
LMP and estimated date of delivery were not provided. Follow up information received from a registered nurse, indicated that the patient was taking prenatal
vitamins (PRENATAL ELITE), and had experienced bleeding during her pregnancy. On 26-APR-2007, an ultrasound confirmed the presence of a yolk sac, but
a fetal heart sound or fetal motion was not detected. On 29-APR-2007, the patient was diagnosed with a urinary tract infection and was treated with
MACROBID 100mg, twice daily, from 29-APR-2007 through 03-MAY-2007. During this time, an human chorionic gonadotroin test (HCG) test result confirmed
an "abnormal rise" in the value (date not specified). On 04-MAY-2007, a repeat ultrasound confirmed the previous finding of yolk sac, but no detection of a fetal
heart sound or fetal motion. a dilatation and curettage (D&C) was performed, and the products of conception was examined (results not specified). At the time
of this report, it was unknown if the patient had recovered. Upon internal review, no fetal heart rate (resulting in a D&C) was determined to be an other
important medical event. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

ultrasound 04/26/07 - Yolk sac, no fetal heart rate, ultrasound 05/04/07 - Yolk sac, no fetal heart rate, total serum human 04/26?/07 - Abnormal rise
Normal delivery

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

278786-1

26-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Antepartum haemorrhage, Foetal heart rate abnormal, Urinary tract infection, Uterine dilation and curettage

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0013U 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Mar-2007
Vaccine Date

01-Mar-2007
Onset Date

0
Days

18-May-2007
Status Date

--
State

WAES0704USA06194
Mfr Report Id

Initial and follow-up information has been received from a licensed practical head nurse, concerning a mentally challenged female who in March 2007, was
vaccinated with Gardasil. Almost immediately after the vaccination, the patient experienced pain, tingling, and slight paralysis going down the arm. The licensed
practical head nurse thought the complaint of "paralysis" was a result of having to hold the patient down. Subsequently, the patient recovered from the pain,
tingling and slight paralysis going down the arm before she left the office. Upon internal review, slight paralysis going down the arm was considered to be an
important medical event. This is one of two reports from the same source. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Mental disabilityPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

278787-1

18-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Monoplegia, Pain, Paraesthesia

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Apr-2007
Vaccine Date

06-Apr-2007
Onset Date

5
Days

18-May-2007
Status Date

PA
State

WAES0705USA02024
Mfr Report Id

Information has been received from a mother concerning her 12 year old daughter with hypersensitivity to red dye who in February 2007, was vaccinated with a
first dose of Gardasil. In April 2007, the patient was vaccinated with her second dose of Gardasil there were no concomitant medications. On approximately 06-
APR-2007 the patient experienced stomach pain, difficulty standing, and shallow breathing. The patient went to the emergency room where laboratory data
revealed bilirubin was elevated. At the time of the report, the patient was recovering from the stomach pain, difficulty standing, shallow breathing, and elevated
bilirubin. The consumer considered stomach pain, difficulty standing, shallow breathing, and elevated bilirubin to be disabling. Additional information has been
requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

HypersensitivityPrex Illness:

complete blood cell 04/06?/07 - results not reported, total serum bilirubin 04/06?/07 - bilirubin was elevated

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

278788-1 (S)

18-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain upper, Blood bilirubin increased, Dysstasia, Hypoventilation

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-May-2007
Vaccine Date

04-May-2007
Onset Date

0
Days

18-May-2007
Status Date

--
State

WAES0705USA02132
Mfr Report Id

Information has been received from a registered nurse concerning a 24 year old female with gastrooesophageal reflux disease and a history of anaphylactic
reaction while on therapy with VICODIN who on 04-MAR-2007 was vaccinated subcutaneously with a 0.5 mL dose of Gardasil (lot 657622/0388U).
Concomitant therapy included NUVARING, PRILOSEC, cholestyramine resin, vitamins (unspecified) and probiotics "PB8". The patient left the office after
receiving the dose of Gardasil. Within 15 minutes, the patient started to have shortness of breath, difficulty swallowing, and a feeling of her throat tightening.
The patient was never unconscious and had no other symptoms. The patient went to the emergency room where she received possibly prednisone,
BENADRYL, and TAGAMET IV. The patient was discharged to home after 4 hours. Subsequently, the patient recovered and was not receiving further treatment
for the event. Shortness of breath, difficulty swallowing and throat tightness were considered to be immediately life-threatening by the reporter. Additional
information has been requested.

Symptom Text:

cholestyramine resin, NUVARING, PRILOSEC, probiotics (unspecified), vitamins (unspecified) tabletOther Meds:
Lab Data:
History:

Gastrooesophageal reflux disease; Drug hypersensitivityPrex Illness:

Unknown
Anaphylactic reaction

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

278789-1 (S)

18-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dysphagia, Dyspnoea, Incorrect route of drug administration, Throat tightness

 ER VISIT, LIFE THREATENING, SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0388U Unknown Subcutaneously
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-May-2007
Status Date

--
State

WAES0705USA02215
Mfr Report Id

Information has been received from a nurse concerning a female who was vaccinated with Gardasil concomitantly with hepatitis A virus vaccine (manufacturer
unspecified). Subsequently the patient experienced a seizure. Upon internal review, seizure was determined to be an Other Important Medical Event. Additional
information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

278790-1

18-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
UNKNOWN MANUFACTURER

NULL
NULL

Unknown
Unknown

Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-May-2007
Status Date

NJ
State

WAES0705USA02221
Mfr Report Id

Information has been received from a physician concerning a 15 year old female who was vaccinated with Gardasil. Subsequently the patient experienced
seizures. Upon internal review, seizure was determined to be an Other Important Medical Event. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

278791-1

18-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Mar-2007
Vaccine Date

01-Mar-2007
Onset Date

-1
Days

18-May-2007
Status Date

AZ
State Mfr Report Id

Onset of symptoms on 3/1/07: fever, sore throat, cough, and myalgia.  Respiratory failure on 3/6/07.  6/1/07 Received Death Certificate from epidemiologist
which reveals COD asmultiorgan system failure and influenza B viral sepsis with contributing cause of staphyloccoccal secondary infection.  Medical records
included w/death certificate indicate patient was transferred to higher level of care on 3/6, was intubated & in PICU w/pneumonia & ARDS.  Reportedly had
been in good health until 3/1/07 when she developed sore throat, nasal congestion, rhinnorhea & low grade fever.  COntinued to worsen & developed myalgias,
chest pain & nonproductive cough w/higher fever.  Seen by PCP on 3/5 & rapid strep was neg & dx was probable influenza.  Sent home & developed nausea,
vomiting & diarrhea as well as petechial rash over abdomen.  Taken to outlying ER on 3/6 & found to be in respiratory failure, intubated & transferred to higher
level of care.  Respiratory status declined further & was placed on oscillator & ECMO.  Peds ID consult done.  Consult states had HPV vax at PCP on 3/2 & no
other recent vaccines. 6/1/07 Received fax medical & vaccine records from CDC who had contacted provider.  Reveals that on 1/2/07, patient received TDaP &
HPV.  On 3/2/07 received HPV #2.  VAERS database updated w/same.  On day of vax patient also dx w/right CTS, migraine HA, scoliosis.  She was referred to
Neuro & PT for the CTS & HA.

Symptom Text:

TopamaxOther Meds:
Lab Data:

History:
Prex Illness:

Influenza B isolated by viral culture. Specimen sent to CDC for antigenic characterization.  LABS: Throat & urine c/s neg.  Blood & endotrachael c/s + for
MRSA.  Nasal swab + for influ B virus.  Lymph node c/s were neg. from PCP office, St
PMH: migraine headaches. Family HX: younger sister also w/strep neg sore throat.  Letter from school that group A strep infections present.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

278865-1 (D)

16-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Acute respiratory distress syndrome, Chest pain, Cough, Influenza, Mechanical ventilation, Multi-organ failure, Myalgia, Nasal congestion, Pharyngolaryngeal
pain, Pneumonia staphylococcal, Pyrexia, Respiratory failure, Rhinorrhoea, Sepsis, Staphylococcal infection

 DIED, ER VISIT, HOSPITALIZED, LIFE THREATENING, SERIOUS

Related reports:   278865-2

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4
TDAP

HPV4 MERCK & CO. INC. 1424F 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 1985
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Jan-2007
Vaccine Date

01-Mar-2007
Onset Date

58
Days

01-Nov-2007
Status Date

--
State

WAES0707USA00772
Mfr Report Id

Information has been received from the U.S. Centers for Disease Control and Prevention via a professional presentation at the Global Advisory Committee on
Vaccine Safety, World Health Organization on 12-JUN-2007 and 13-Jun-2007 and a line listing obtained on request by the Company from the FDA under the
Freedom of Information Act concerning a 15 year old (also reported as a 14 year old) female with a history of migraines and a history of hernia repair. Family
history: younger sister also with strep negative sore throat and a letter from school that group A strep infections were present. on 02-JAN-2007, the patient was
vaccinated with a first dose of Gardasil DTaP (manufacturer unspecified). On 01-MAR-2007, the patient developed a fever, sore throat, cough, and myalgia. On
02-MAR-2007, the patient was vaccinated with a second dose of Gardasil (lot # 654885/1424F) IM in her left arm. Concomitant therapy included topiramate
(TOPAMAX). On 01-JUN-2007, the Death Certificate was received from the epidemiologist which revealed cause of death (COD) as multiorgan failure and
influenza B viral sepsis with contributing cause of staphylococcal secondary infection. Medical records included with the death certificate indicated the patient
was transferred to a higher level of care on 06-MAR-2007, was intubated and in pediatric intensive care unit (PICU) with pneumonia and acute respiratory
distress syndrome (ARDS). Reportedly the patient had been in good health until 01-MAR-2007 when she developed sore throat, nasal congestion, rhinorrhea
and a low grade fever. The patient continued to worsen and developed myalgias, chest pain and nonproductive cough with higher fever. She was seen by the
primary care physician (PCP) on 05-MAR-2007 and rapid strep was negative. The diagnosis was probable influenza. She was sent home and developed
nausea, vomiting, and diarrhea as well as petechial rash over her abdomen. She was taken to the outlying emergency room on 06-MAR-2007, and was found
to be in respiratory failure. She was intubated and

Symptom Text:

TopamaxOther Meds:
Lab Data:

History:
Scoliosis; Carpal tunnel syndromePrex Illness:

diagnostic microbiology - endotracheal culture: positive for MRSA; lymphatic structure - lymph node culture: negative; viral culture - influenza B isolated; urine
culture - negative; rapid Streptococcus 03/05/07 - negative; nasal culture -
Migraine; Hernia repair

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

278865-2 (D)

01-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Acute respiratory distress syndrome, Carpal tunnel syndrome, Chest pain, Cough, Death, Diarrhoea, Intensive care, Intubation, Mechanical ventilation,
Migraine, Multi-organ failure, Myalgia, Nasal congestion, Nausea, Oxygen supplementation, Petechiae, Pharyngolaryngeal pain, Pneumonia, Pneumonia
staphylococcal, Pyrexia, Respiratory failure, Rhinorrhoea, Scoliosis, Sepsis, Staphylococcal infection, Vomiting

 DIED, ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, LIFE THREATENING, SERIOUS

Related reports:   278865-1

Other Vaccine
31-Oct-2007

Received Date

Prex Vax Illns:

TDAP
HPV4

UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL 0

Unknown
Unknown

Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-May-2007
Vaccine Date

16-May-2007
Onset Date

1
Days

23-May-2007
Status Date

VA
State Mfr Report Id

Complained of very sore vaccine location (slightly red) and spiked a fever of 103.6 (oral) approximately 12 hours after the vaccination (3rd HPV vaccine in set).
Fever treated with Motrin, came down fairly quickly. No fever as of noon today, and fever has not recurred as of yet.

Symptom Text:

Other Meds:
Lab Data:
History:

nonePrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

278877-1

23-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site pain, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. N/A Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-May-2007
Status Date

--
State

WAES0705USA02666
Mfr Report Id

Information has been received from a consumer concerning a female who was vaccinated with the first dose of Gardasil. Approximately two months after
receiving the vaccine, the patient had an abnormal pap smear. The consumer considered the abnormal pap smear to be immediately life-threatening. This is
one of two reports received from the same source.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Cervical smear - abnormal
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

278962-1 (S)

21-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Smear cervix abnormal

 LIFE THREATENING, SERIOUS

Other Vaccine
18-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Mar-2007
Vaccine Date

03-May-2007
Onset Date

63
Days

21-May-2007
Status Date

--
State

WAES0705USA02234
Mfr Report Id

Information has been received from a female in her mid-20's who in approximately March 2007, was vaccinated with the first dose of Gardasil. On
approximately 03-May-2007 the patient had an abnormal pap smear. The patient considered the abnormal pap smear to be immediately life-threatening.
Additional information is not expected. This is one of two reports received from the same source.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

cervical smear 05/03?/07 - abnormal
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

278963-1 (S)

21-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Smear cervix abnormal

 LIFE THREATENING, SERIOUS

Other Vaccine
18-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-May-2007
Vaccine Date

15-May-2007
Onset Date

0
Days

25-May-2007
Status Date

SD
State Mfr Report Id

Patient had 1st shot of Gardasil yesterday 20 minutes after started wheezing and sore throat. No Ceoniad dyspnea. She has asthma, O2 96%. Today 5/16, she
has a productive cough and wheezing.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

known asthma, seasonal allergies - takes allergy injections

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

278991-1

29-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthma, Pharyngolaryngeal pain, Productive cough, Wheezing

 ER VISIT, NOT SERIOUS

Related reports:   278991-2

Other Vaccine
18-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1425F 0 Right arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-May-2007
Vaccine Date

15-May-2007
Onset Date

0
Days

01-Jun-2007
Status Date

SD
State Mfr Report Id

Patient had first shot of Gardasil on 5/15, 20 min after patient started wheezing and had sore throat, cervical dyspnea.  02 96%.  On 5/16 had productive cough
and weezing.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Know asthma, seasonal allergies, takes allergy injections.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

278991-2

05-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dyspnoea, Oxygen saturation normal, Pharyngolaryngeal pain, Productive cough, Wheezing

 ER VISIT, NOT SERIOUS

Related reports:   278991-1

Other Vaccine
25-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1425F 0 Right arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Jan-2007
Vaccine Date

31-Jan-2007
Onset Date

2
Days

25-May-2007
Status Date

SD
State Mfr Report Id

Noted to have hives around lip / lower trunk area, walnut size, reddened, raised - c/o itching - took Zyrtec 10mg.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

278992-1

29-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Pruritus, Urticaria

 NO CONDITIONS, NOT SERIOUS

Related reports:   278992-2

Other Vaccine
18-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1425F 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 1992
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Jan-2007
Vaccine Date

31-Jan-2007
Onset Date

2
Days

01-Jun-2007
Status Date

SD
State Mfr Report Id

Noted to have hives around hip/lower trunk area, walnut sized, red, raised c/o itching- took Zyrtec 10mg.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

278992-2

05-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus, Urticaria

 NO CONDITIONS, NOT SERIOUS

Related reports:   278992-1

Other Vaccine
25-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1425F 0 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-May-2007
Vaccine Date

14-May-2007
Onset Date

0
Days

25-May-2007
Status Date

CA
State Mfr Report Id

Within 4 hours of receiving vaccine in left arm, received rash (red, macular, lacy) which was itching and extended to rest of her body lasting 3-4 days.Symptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

none
Ankle sprain, no allergies, birth defects

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

278994-1

29-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus, Rash generalised, Rash macular, Rash pruritic

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0384U 1 Left arm Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Mar-2007
Vaccine Date

14-Mar-2007
Onset Date

1
Days

25-May-2007
Status Date

NY
State Mfr Report Id

Patient stated she had stomach pain x 3 weeks after 1st Gardasil Imm.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Mild asthma, sinus allergies (Environmental)

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

278996-1

29-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain upper

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0954F 0 Right arm Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-May-2007
Vaccine Date

16-May-2007
Onset Date

0
Days

23-May-2007
Status Date

WA
State Mfr Report Id

A few seconds after the vaccines were administered the pt. passed out and then had tonic clonic seizure lasting approx. 1 minute.Symptom Text:

Other Meds:
Lab Data:
History:

pt. complained of dizziness for last 5 daysPrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

279017-1

23-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Grand mal convulsion, Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
18-May-2007

Received Date

Prex Vax Illns:

TDAP

HPV4
MNQ
HEPA

GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.

AC52B015BA

0171U
U2223AA
0246U

0

0
0
0

Right arm

Left arm
Gluteous maxima

Left arm

Intramuscular

Intramuscular
Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Jun-2007
Status Date

VA
State

WAES0702USA03571
Mfr Report Id

Information has been received from a registered nurse concerning a 21 year old female who on an unspecified date was vaccinated with Gardasil (lot # not
reported) 0.7 ml IM injection. The physician reported that when she went to administer the vaccine to the patient, the vaccine delivered 0.7ml as opposed to 0.5
ml. Subsequently the patient experienced dizzy spells; work-up was negative. The physician reported that the dizzy spells were not related to Gardasil but to
dehydration. No further information was available at the time of reporting. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

279035-1

13-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dehydration, Dizziness, Incorrect dose administered

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
01-Sep-2006
Onset Date Days

12-Jun-2007
Status Date

--
State

WAES0704USA00305
Mfr Report Id

Information has been received from a registered nurse concerning her 25 year old daughter who in September 2006, was vaccinated with her first dose of
Gardasil, intramuscular injection in "gluteal region". There was no concomitant medication. In November 2006, the patient received her second dose of
Gardasil, intramuscular injection in deltoid. On 08-MAR-2007, the patient received her third dose of Gardasil, intramuscular injection in deltoid. On 09-MAR-
2007, the patient experienced tenderness at injection site, erythema at injection site, a raised lump size of quarter at injection site and scar at injection site
which was described as the skin being discolored and having a different texture with underlying hardness. As of 02-APR-2007, the patient had not recovered.
The product quality complaint unit was not involved. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

279036-1

13-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug administered at inappropriate site, Injection site erythema, Injection site mass, Injection site pain, Injection site scar, Skin discolouration

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Apr-2007
Vaccine Date

02-Apr-2007
Onset Date

0
Days

12-Jun-2007
Status Date

IN
State

WAES0704USA00315
Mfr Report Id

Information has been received from a medical assistant concerning a 23 year old female with no pertinent medical history who on approximately 02-FEB-2007
was vaccinated with a first dose of Gardasil. On 02-APR-2007, the patient was vaccinated, intramuscularly, with a second dose of Gardasil. Concomitant
therapy included hormonal contraceptives (unspecified). On 02-APR-2007, within a few hours of the vaccination, the patient experienced shortness of breath
and nausea. She called the physician's office and the physician prescribed Benadryl. There were no laboratory or diagnostic tests performed. The patient's
outcome was unknown. Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

279037-1

13-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dyspnoea, Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 1999
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Jun-2007
Status Date

--
State

WAES0704USA00327
Mfr Report Id

Information has been received from a company representative, reporting in a literature article (article name and author not specified) concerning a 22 year old
female who was vaccinated with a dose or doses of Gardasil (date unspecified). According to the article, the woman "became infected with the 4 strains of
HPV, "although she was "involved in the studies" for Gardasil and had shown a "strong conversion" during the studies. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

279038-1

13-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Papilloma viral infection

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2000
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Mar-2007
Vaccine Date

17-Mar-2007
Onset Date

3
Days

12-Jun-2007
Status Date

NE
State

WAES0704USA00334
Mfr Report Id

Information has been received from a physician, via a company representative, concerning a 22 year old female patient, who on 14-MAR-2007 was vaccinated
with the first dose, 0.5ml, IM, of Gardasil. On 17-MAR-2007 the patient experienced "pain in lower right leg (down from the knee), aching" and reported a
problem with sleeping. At the time of this report, the leg pain, aching and problem with sleeping had not resolved. The patient sought unspecified medical
attention. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

279039-1

13-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pain, Pain in extremity, Sleep disorder

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2001
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Dec-2006
Vaccine Date

10-Mar-2007
Onset Date

99
Days

12-Jun-2007
Status Date

--
State

WAES0704USA00354
Mfr Report Id

Information has been received from a physician concerning a 19 year old female patient with a negative pap smear on March 2006. In October 2006, the
patient was vaccinated with the first dose 0.5 mL, of Gardasil, on December 2006 with the second dose 0.5 mL of Gardasil. On 10-MAR-2007 the patient
presented with positive HPV with atypical squamous cells of undetermined significance (ASCUS) pap smear after receiving second vaccination. The patient did
not have the third vaccination as of this report date and the outcome was unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Pap test 03/??/06 - negative Pap test 03/??/07 - positive for HPV with atypical squamous
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

279040-1

13-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Human papilloma virus test positive, Smear cervix abnormal

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2002
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Mar-2007
Vaccine Date

26-Mar-2007
Onset Date

2
Days

12-Jun-2007
Status Date

CA
State

WAES0704USA00365
Mfr Report Id

Information has been received from a physician concerning a 12 year old female patient who on 24-MAR-2007 was vaccinated with a second dose of Gardasil.
On 26-MAR-2007 the patient developed a rash around the genital area and vaginal itch. It was unknown whether the physician plan to administer the third
dose. Unspecified medical attention was sought. At the time of this report, the patient's outcome was unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

279041-1

13-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Genital rash, Vulvovaginal pruritus

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2003
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Feb-2007
Vaccine Date

20-Feb-2007
Onset Date

0
Days

13-Jun-2007
Status Date

MD
State

WAES0704USA00395
Mfr Report Id

Information has been received from a Registered Nurse (R.N.) concerning a 15 year old female patient who on 20-FEB-2007 was vaccinated with her first 0.5
mL dose of Gardasil in the left arm. On 26-FEB-2007, the patient called the office complaining of nausea, vomiting, dizziness and arthritic like symptoms.
Laboratory evaluation revealde normal CBC, ANA, and RA. She was seen in the office on 28-MAR-2007 and was limping. Follow-up on 27-APR-2007 indicated
that the patient was doing better, but still had hip discomfort. It was noted that the injection was not administered in the hip. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

279042-1

05-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthritis, Dizziness, Nausea, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2004
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Apr-2007
Vaccine Date

01-Apr-2007
Onset Date

0
Days

13-Jun-2007
Status Date

MN
State

WAES0704USA00397
Mfr Report Id

Information has been received from a consumer concerning her daughter, an 18 year old female, who on 01-APR-2007 was vaccinated with a dose, 0.5ml, of
Gardasil. There was no concomitant medication. The consumer reported that on 01-APR-2007 after receiving the vaccination, her daughter "broke out in
hives." At the time of this report, the consumer's daughter had not recovered from the hives. The patient sought unspecified medical attention. Additional
information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

279043-1

13-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2005
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jan-2007
Vaccine Date

01-Jan-2007
Onset Date

0
Days

13-Jun-2007
Status Date

--
State

WAES0704USA00418
Mfr Report Id

Information has been received from a physician concerning a 15 year old female who in January 2007, was vaccinated with the first dose of Gardasil.
Concomitant medication was not reported. In January 2007 within days of the vaccination, the patient developed redish patches on her distal arm near injection
site after her first vaccination with Gardasil. Near the injection site was a small abscess with tiny eschar over it. The event was inferior and anterior to the
injection site. The physician stated that it could be an infected follicle or low grade cellulitis. The patient also had a sore throat. The patient sought unspecified
medical attention and was treated with Keflex. The patient's redish patches on distal arm near injection site, small abscess with tiny eschar over it and sore
throat persisted. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

279044-1

13-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cellulitis, Eschar, Injection site abscess, Injection site erythema, Localised infection, Pharyngolaryngeal pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2006
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Jun-2007
Status Date

--
State

WAES0704USA00422
Mfr Report Id

Information has been received from a nurse practitioner concerning a teenage female (age not reported) who on unspecified dates was vaccinated with the first
and second doses of Gardasil. Concomitant medication was not reported. Subsequently on an unspecified dates, the patient developed hot flashes after her
first and second doses of Gardasil. The onset of the hot flashes began within 24 hours post vaccination and the hot flashes lasted for a couple of days. The
patient sought unspecified medical attention. The outcome and action taken with regards to therapy with Gardasil was not reported. Additional information has
been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279045-1

13-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hot flush

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2007
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Mar-2007
Vaccine Date

30-Mar-2007
Onset Date

2
Days

13-Jun-2007
Status Date

--
State

WAES0704USA00424
Mfr Report Id

Information has been received from a certified medical assistant concerning a 25 year old female with no pertinent medical history and with penicillin allergy
who on 28-MAR-2007, was vaccinated with first dose of Gardasil (Lot#655618/0186U). There was no concomitant medication. On 30-MAR-2007, the patient
developed widespread body aches, chills and dizziness two days after receiving the vaccine. On 31-MAR-2007, within 24 hours, the patient recovered from
widespread body aches, chills and dizziness without treatment. The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

noneOther Meds:
Lab Data:
History:
Prex Illness:

none
Penicillin allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

279046-1

13-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chills, Dizziness, Pain

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0186U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2008
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Mar-2007
Vaccine Date

16-Mar-2007
Onset Date

2
Days

13-Jun-2007
Status Date

OH
State

WAES0704USA00522
Mfr Report Id

Initial and follow-up information has been received from a registered nurse concerning a 24 year old, female, receptionist, whose reported weight was 130
pounds and whose reported height was 62.5 inches with juvenile onset diabetes, insulin dependent diabetic with penicillin allergy and atropine allergy, who at
10:00 a.m. on 14-MAR-2007 was vaccinated into the right deltoid muscle with the first dose of Gardasil, (lot # 656049/0187U). Concomitant therapy included
insulin human (Humulin), Synthroid, Lipitor, and calcium (unspecified), "zelnoim", vitamins (unspecified), "yazmin". It was reported that the patient had 4-5 days
of increased blood sugars in the range of 500-600. This began 1 1/2 days, approximately on 16-MAR-2007, after receiving Gardasil. The patient's blood sugars.
"The patient did constant, intermittent blood sugars using a bolus of insulin to counteract". It was reported that it took several days to stablize the patient's blood
sugars. Additional information has been requested.

Symptom Text:

(therapy unspecified), LIPITOR, calcium (unspecified), HUMULIN, SYNTHROID, vitamins (unspecified)Other Meds:
Lab Data:
History:

Diabetes cellulitis juvenile onset; Penicillin allergy; Diabetes mellitus insulin-dependent; Drug hypersensitivityPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

279047-1

13-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blood glucose increased

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0187U 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2009
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Jan-2007
Vaccine Date

24-Jan-2007
Onset Date

0
Days

13-Jun-2007
Status Date

--
State

WAES0704USA00527
Mfr Report Id

Information has been received from a health professional concerning a 12 year old white female patient who on 24-JAN-2007 was vaccinated IM with a first
dose 0.5 mL of Gardasil lot #655619/1427F. Concomitant therapy included hepatitis A virus vaccine (unspecified) also administered IM on 24-JAN-2007. In
approximately 27-JAN-2007, the patient developed joint pain and stiffness after receiving the vaccination. Subsequently, the patient recovered from joint pain
and stiffness after few weeks. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unk
Unk

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

279048-1

13-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Musculoskeletal stiffness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
UNKNOWN MANUFACTURER

1427F
NULL

Unknown
Unknown

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 2010
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Jun-2007
Status Date

--
State

WAES0704USA00561
Mfr Report Id

Information has been received from a company representative, reporting on a literature article (article name and author not specified) concerning female
patients who were vaccinated with a dose of doses of Gardasil. According to the article, there have been "injuries" when the vaccine is given concomitantly with
"vaccines other than Recombivax HB. The article indicated that "1/3 of the "adverse events" occurred in girls who were 16 years old or younger who were given
Gardasil concomitantly" with other vaccines. According to the representative, the article also stated that Gardasil can "enhance cancer when given to a woman
who is already infected with one of the strains of the virus included in the vaccine," although in this instance, the representative did not indicate a specific
patient was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279049-1

13-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Adverse event

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2011
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Jun-2007
Status Date

--
State

WAES0704USA00572
Mfr Report Id

Information has been received from a company representative, reporting on a literature article (article name and author not specified) concerning patients who
were vaccinated with a dose or doses of Gardasil (date unspecified). According to the article, there were 4 cases of fainting after receiving Gardasil. Additional
information has been requested.

Symptom Text:

UnkOther Meds:
Lab Data:
History:
Prex Illness:

Unk
Unk

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279050-1

13-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2012
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Mar-2007
Vaccine Date

01-Mar-2007
Onset Date

0
Days

13-Jun-2007
Status Date

--
State

WAES0704USA00592
Mfr Report Id

Information has been received from a health professional concerning a female consumer who in March 2007, was vaccinated with Gardasil. In March 2007, the
patient experienced petechiae rash all over her body within 24 hours after receiving the first dose of Gardasil. No medical attention was required. This is one of
two reports received from the same source. Additional information has been requested.

Symptom Text:

UnkOther Meds:
Lab Data:
History:
Prex Illness:

Unk
Unk

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279051-1

13-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Petechiae

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2013
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Mar-2007
Vaccine Date

29-Mar-2007
Onset Date

0
Days

13-Jun-2007
Status Date

--
State

WAES0704USA00593
Mfr Report Id

Information has been received from a nurse concerning a 20 year old female student with sulfonamide allergy, house dust allergy and mycotic allergy and a
history of mitral value prolapse, mitral value regurgitation, "other episodes" of syncope, cardiac disorder and migraines who on 29-MAR-2007 was vaccinated
with Gardasil IM in the left deltoid. Concomitant therapy included Ortho-Tri-Cyclen. On 29-MAR-2007, immediately following vaccination, the patient felt faint
and nauseous. The patient's blood pressure was 117/86. The patient was treated with smelling salts, cool compress, food and cranberry juice. The patient went
home after feeling better. On 30-Mar-2007 the patient visited the physician in the student health center at school where the patient complained of
nauseousness and dizziness. The physician's diagnosis was hypotension and GI upset. On 03-Apr-2007 the nurse contacted the patient who was fully
recovered from the events. The patient will continue the series of vaccinations. Additional information has been requested.

Symptom Text:

ORTHO TRI-CYCLENOther Meds:
Lab Data:
History:

Sulfonamide allergy; House dust allergy; Mycotic allergyPrex Illness:

blood pressure 03/30/07 117/8
Mitral value prolapse; Mitral regurgitation; Cardiac disorder; Syncope; Migraine

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

279052-1

13-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal discomfort, Dizziness, Hypotension, Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0243U Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2014
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Jun-2007
Status Date

TX
State

WAES0704USA00600
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with a 0.5 ml dose of Gardasil. Subsequently the patient became
extremely tired. Unspecified medical attention was sought. There were no laboratory or diagnostic tests performed. At the time of the report, the patient had not
recovered. Additional information has been requested.

Symptom Text:

UnkOther Meds:
Lab Data:
History:
Prex Illness:

none
Unk

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279053-1

13-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Fatigue

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2015
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Apr-2007
Vaccine Date

02-Apr-2007
Onset Date

0
Days

13-Jun-2007
Status Date

--
State

WAES0704USA00601
Mfr Report Id

Information has been received from a nurse practitioner concerning a female who on 02-APR-2007 was vaccinated with a first dose of Gardasil. On 02-APR-
2007 the patient experienced soreness at the injection site. Unspecified medical attention was sought. At the time of the report, the patient's outcome was
unknown. Additional information has been requested.

Symptom Text:

UnkOther Meds:
Lab Data:
History:
Prex Illness:

Unk
Unk

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279054-1

13-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2016
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Jun-2007
Status Date

IA
State

WAES0704USA00605
Mfr Report Id

Information has been received from a receptionist in a physician's office concerning her daughter who was "not too long ago" vaccinated with a first dose of
Gardasil. The patient stated to her mother that the injection site burned like fire. The patient also developed a headache after leaving the office. The patient's
physician was not contacted by the reporter or the patient regarding the patient's experience. It was reported that the patient's injection site irritation and
headache did improve. Additional information has been requested.

Symptom Text:

UnkOther Meds:
Lab Data:
History:
Prex Illness:

Unk
Unk

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279055-1

13-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Burning sensation, Headache, Injection site irritation

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2017
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Jun-2007
Status Date

--
State

WAES0704USA00634
Mfr Report Id

Information has been received from a registered nurse concerning a multiple female patients who on unspecified dates (since October 2006) were vaccinated
with the first dose of Gardasil. Concomitant medication was not reported. Subsequently on unspecified dates, the patient felt faint after receiving Gardasil, 0.5
ml, IM. The patient's were treated with smelling salts, cool compress, food and cranberry juice. The nurse reported that the patient's usually had not eaten prior
to the vaccination. The outcome and causality of the event was not reported. Additional information has been requested.

Symptom Text:

UnkOther Meds:
Lab Data:
History:
Prex Illness:

Unk

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279056-1

13-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cold compress therapy, Dizziness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2018
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Mar-2007
Vaccine Date

20-Mar-2007
Onset Date

0
Days

13-Jun-2007
Status Date

CA
State

WAES0704USA00665
Mfr Report Id

Information has been received from a physician concerning a 15 year old female who on approximately 20-MAR-2007, "a couple weeks ago", was vaccinated
with a first dose of Gardasil. Subsequently the patient developed swelling. The patient sought unspecified medical attention. At the time of this report, the
patient's outcome was unknown. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

none
Unk

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

279057-1

13-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL

0
0

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 2019
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Feb-2007
Vaccine Date

20-Feb-2007
Onset Date

0
Days

13-Jun-2007
Status Date

FL
State

WAES0704USA00671
Mfr Report Id

Information has been received from a nurse practitioner concerning a female (age not reported) who on approximately 20-FEB-2007 (approximately 6 weeks
ago) was vaccinated with the first dose of Gardasil, injection. Concomitant medication was not reported. On 20-FEB-2007 (approximately 6 weeks ago), the
patient developed erythema in the arm in which she was vaccinated as well as a pruritic rash. The symptoms developed the same day she was vaccinated. The
patient sought unspecified medical attention. Subsequently, the patient recovered from erythema arm and pruritic rash approximately 36 hours later. Additional
information has been requested.

Symptom Text:

UnkOther Meds:
Lab Data:
History:
Prex Illness:

Unk

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279058-1

13-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site pruritus

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Feb-2007
Vaccine Date

02-Feb-2007
Onset Date

1
Days

13-Jun-2007
Status Date

--
State

WAES0704USA00739
Mfr Report Id

Information has been received from a nurse practitioner, via a company representative, concerning a 15 year old female patient, who on 01-FEB-2007 was
vaccinated with the first dose of Gardasil (Lot # 655503/0012U). There was no concomitant medication. On 02-FEB-2007, within 24 hours after the vaccination,
the patient developed a rash on the arm and trunk. On approximately 04-FEB-2007 ("48 hours later") the patient's rash spread to the legs. The nurse
practitioner stated that the rash "lasted 2 weeks with no fever or itching," and confirmed that the patient had recovered from the rash. The patient sought
unspecified medical attention. Additional information has been requested.

Symptom Text:

noneOther Meds:
Lab Data:
History:
Prex Illness:

none
Unk

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

279059-1

13-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash generalised

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0012U 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Mar-2007
Vaccine Date

30-Mar-2007
Onset Date

4
Days

13-Jun-2007
Status Date

MT
State

WAES0704USA00745
Mfr Report Id

Initial and follow-up information has been received from a physician concerning an 18 year old female patient who on approximately 26-MAR-2007 was
vaccinated in her left upper arm with a first dose of Gardasil. About 4 days after the vaccination she developed 4 swollen lymph nodes in the injection site area,
but the physician said the injection site did not drain to these lymph nodes. The physician recommended no treatment and was following up with the patient in 2
weeks. A blood count was done which was normal. At the time of this report, the outcome of the patient was unknown. Additional information has been
requested.

Symptom Text:

UnkOther Meds:
Lab Data:
History:
Prex Illness:

complete blood cell normal
Unk

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

279060-1

13-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site reaction, Lymphadenopathy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Apr-2007
Vaccine Date

01-Apr-2007
Onset Date

0
Days

13-Jun-2007
Status Date

--
State

WAES0704USA00748
Mfr Report Id

Information has been received from a nurse concerning a 22 year old female patient who in April 2007, was vaccinated with a first dose of Gardasil. The patient
developed a knot and swelling at the injection site, after the vaccination. The next day the patient developed spotty vaginal bleeding. Unspecified medical
attention was sought. The patient's outcome was unknown. Follow-up from the patient's physician stated that the patient did not feel that the vaginal bleeding
was related to vaccination with Gardasil. No further details are available.

Symptom Text:

UnkOther Meds:
Lab Data:
History:
Prex Illness:

Unk
Unk

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

279061-1

13-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site induration, Injection site swelling, Metrorrhagia

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Jan-2007
Vaccine Date

23-Jan-2007
Onset Date

0
Days

13-Jun-2007
Status Date

--
State

WAES0704USA00752
Mfr Report Id

Information has been received from a Physician Assistant (P.A.) concerning a 20 year old female with a history of depression who on 23-JAN-2007 was
vaccinated with a first dose of Gardasil. Concomitant therapy included possible meningococcal vaccine, and hormonal contraceptives (unspecified). On 23-
JAN-2007 immediately post vaccination the patient "blacked out and then threw up." The patient arrived home and she felt like she "passed out or fell right to
sleep", when awoke she developed chills, low grade fever, sweating, nausea, no appetite, and felt like she "could not move." This happened two or three times
all night between sleeping, and waking cycles with symptoms. However, at 4:00AM all symptoms stopped. Unspecified medical attention was sought. On 24-
JAN-2007 patient recovered. Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

Unk
Depression

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

279062-1

13-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anorexia, Chills, Hyperhidrosis, Immediate post-injection reaction, Loss of consciousness, Movement disorder, Nausea, Pyrexia, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

MEN
HPV4

UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Unknown
Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Jan-2007
Vaccine Date

18-Jan-2007
Onset Date

7
Days

13-Jun-2007
Status Date

--
State

WAES0704USA00770
Mfr Report Id

Information has been received from a physician (allergist) concerning a female between 18 to 20 years old who on 11-JAN-2007 was vaccinated with first dose
of Gardasil. Concomitant therapy included dicloxacillin from 04-JAN-2007 to 14-JAN-2007. On 28-JAN-2007, the patient developed a hives rash over her arms
and legs when administered the vaccine. The patient sought unspecified medical attention.  Additional information has been requested.

Symptom Text:

dicloxacillinOther Meds:
Lab Data:
History:
Prex Illness:

Unk
Unk

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

279063-1

13-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Jan-2007
Vaccine Date

27-Jan-2007
Onset Date

1
Days

13-Jun-2007
Status Date

PA
State

WAES0704USA00843
Mfr Report Id

Initial and follow up information has been received from a physician and a nurse concerning a 24 year old  female patient, who on 26-JAN-2007 (reported by
the nurse as 25-JAN-2007) was vaccinated with the first dose, 0.5ml, of Gardasil, and on approximately 26-MAR-2007 ("two months later") with the second
dose of Gardasil. There was no concomitant medication. On 27-JAN-2007 the patient developed diarrhea, nausea and vomiting. The patient recovered from the
events (date unspecified); following the second vaccination, the physician reported that there were "no ill effects." The patient sought unspecified medical
attention. No further information is expected.

Symptom Text:

noneOther Meds:
Lab Data:
History:
Prex Illness:

Unk
Unk

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

279064-1

13-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Diarrhoea, Nausea, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2026
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Mar-2007
Vaccine Date

04-Apr-2007
Onset Date

14
Days

13-Jun-2007
Status Date

AZ
State

WAES0704USA00863
Mfr Report Id

Information has been received from a physician's assistant concerning a 17 year old female who on 21-MAR-2007 was vaccinated with the first dose of
Gardasil. On 04-APR-2007 the patient was diagnosed with genital warts. unspecified medical attention was sought. At the time of this report, the patient's
genital warts persisted. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

279065-1

13-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anogenital warts

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Mar-2007
Vaccine Date

17-Mar-2007
Onset Date

0
Days

13-Jun-2007
Status Date

--
State

WAES0704USA00868
Mfr Report Id

Information has been received from a nurse concerning her 15 year old daughter who on 17-MAR-2007 was vaccinated with a dose of Gardasil, IM.
Concomitant medication was not reported. On 17-MAR-2007, the patient experienced pain at the injection site immediately after vaccination with Gardasil. The
pain resolved by the end of the day. On 20-MAR-2007 (three days later), the pain came back and it was associated with nausea and fever. The patient sought
unspecified medical attention. It was also mentioned that no other vaccinations were administered that day. The symptoms resolved after an unspecified time.
Additional information has been requested.

Symptom Text:

UnkOther Meds:
Lab Data:
History:
Prex Illness:

Unk

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

279066-1

13-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Injection site pain, Nausea, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Apr-2007
Vaccine Date

01-Apr-2007
Onset Date

0
Days

13-Jun-2007
Status Date

OH
State

WAES0704USA00906
Mfr Report Id

Information has been received from a health professional (Nurse) concerning an 18 year old female patient who in approximately April 2007, was vaccinated
with a first dose 0.5 mL of Gardasil. The patient experienced pain in the injection site right after receiving the injection. Unspecified medical attention was
sought. Subsequently, the patient recovered. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

279067-1

14-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Mar-2007
Vaccine Date

30-Mar-2007
Onset Date

0
Days

13-Jun-2007
Status Date

PA
State

WAES0704USA00908
Mfr Report Id

Information has been received from a physician concerning a 26 year old female with no medical history or known drug allergies who on approximately 30-
MAR-2007 ("last week") was vaccinated with a 0.5 mL first dose of Gardasil. There was no concomitant medications. On same day after she received the
vaccination, the patient experienced arm pain. The next day, the patient started to experience flu like symptoms and developed a fever of 103 degrees. That
same day, the patient had started to take MERIDIA. No laboratory diagnostic studies were performed. At the time of this report, the patient was recovering. No
product quality complaint was involved. The reporter did not believe that the flu like symptoms and fever of 103 degrees were related to therapy with Gardasil.
Additional information is not expected.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

body temp 03/31?/07 103 degrees
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

279068-1

13-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Influenza like illness, Pain in extremity, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Mar-2007
Vaccine Date

08-Mar-2007
Onset Date

0
Days

13-Jun-2007
Status Date

MN
State

WAES0704USA00928
Mfr Report Id

Information has been received from a Registered Nurse (R.N.) concerning a 12 year old female patient who on 08-MAR-2007 was vaccinated with a second
dose of Gardasil. Patient had a rash before getting the vaccination. On 08-MAR-2007 the patient's rash (on her chest and neck) became worse and she was
shaking, had fever and sweating. Unspecified medical attention was sought. The patient recovered. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

rashPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

279069-1

14-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Condition aggravated, Hyperhidrosis, Pyrexia, Rash, Tremor

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Mar-2007
Vaccine Date

29-Mar-2007
Onset Date

0
Days

13-Jun-2007
Status Date

CA
State

WAES0704USA00966
Mfr Report Id

Information has been received from a certified medical assistant (CMA), via a company representative, concerning a 14 year old female patient, who on 29-
MAR-2007 was vaccinated with the first dose of Gardasil (Lot # 656372/0243U). The CMA reported that on 29-MAR-2007 the patient "experienced headache,
nausea and general achy symptoms." At the time of this report, the patient had recovered from the events. The patient sought unspecified medical attention.
Additional information has been requested.

Symptom Text:

UnkOther Meds:
Lab Data:
History:
Prex Illness:

Unk
Unk

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

279070-1

14-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Nausea, Pain

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0243U 0 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-May-2007
Vaccine Date

17-May-2007
Onset Date

1
Days

23-May-2007
Status Date

NV
State Mfr Report Id

On 5/16/07  received Tdap, #1Hep A, #1HPV and MCV4. On 5/17/07 she felt itchy all over especially her neck area. On 5/18/07 she woke up with a
itchy/painful rash from the neck down. Father denies any problems with previous immunizations. Denies ingesting or having contact with anything new. Father
has appled Flucocinolone Acetonide 0.025% cream to the rash area a couple of times since it developed. Recommended MD and advised to stop using the
Flucocinolone Acetonide 0.025% cream (it had not been prescribed). Father states that he is taking his son to their family doctor.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

None KnownPrex Illness:

None at this time
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

279081-1

29-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus generalised, Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
21-May-2007

Received Date

Prex Vax Illns:

TDAP

HEPA

HPV4
MNQ

GLAXOSMITHKLINE
BIOLOGICALS
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
SANOFI PASTEUR

AC52B013AA

AHAVB148AA

1426F
U2226AA

0

0

0
0

Right arm

Right arm

Left arm
Left arm

Intramuscular

Intramuscular

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 2033
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Mar-2007
Vaccine Date

30-Apr-2007
Onset Date

33
Days

25-May-2007
Status Date

FL
State Mfr Report Id

Patient presented 5/10/07 with a ten history of tingling in the right hand.  On 5/14/07, she presented with right foot pain and numbness as well.  She was
referred to the Neurologist where she had an appointment 5/15/07.  Patient was admitted, after ER evaluation, on 5/16/07.  Patient was treated with IVIG in the
hospital and multiple tests were ordered.  Patient's working diagnosis is Landry-Guillain-Barre Miller-Fisher variant. 06/05/07-records received from facility for
DOS 05/16-05/21/07-DC DX: Guillain Barre variant. Left Bell's Palsy. Paresthesias. C/O numbness in dorsum of right hand progressing up her forearm also left
foot numbness progressing up her leg and a left facial droop. Numbness started in right hand approximately 1 month after received HPV, Hep A and Menactra
vaccine. HX of living in woods and a family pet with ticks. PE: Crainal nerves II through XII intact with exception of mild left facial droop. Paresthesias of bilateral
lower extremity and hands and arms in glove and stocking formation. Strength and motor intact. Treated with IVIG. Symptoms without progression and slight
improvement daily. Lost reflex in lower extremities but at time of discharge 2+ of right but have not returned on left

Symptom Text:

Other Meds:
Lab Data:

History:

Recurring chest pain. Evaluated by dermatology for multiple nevi.Prex Illness:

CT Scan, MRI of head and Spine, Nerve Conduction Studies, multilpel lab studies records received 6/5/07-CXR normal. CT of brain and MRI of brain normal.
MRI c-spine, t-spine and l-spine normal. EEG normal. CSF cultures negative. Hep A,B, a
Persistent left sided chest pain of unclear origin since Jan 19, 2007. Has speckled positive ANA 1:160 since Jan 22, 2007. Cleared by cardiology and was to be
seen by rheumatology.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

279082-1 (S)

06-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Areflexia, Facial palsy, Guillain-Barre syndrome, Hypoaesthesia, Pain, Paraesthesia

 ER VISIT, HOSPITALIZED, SERIOUS

Related reports:   279082-2;  279082-3

Other Vaccine
21-May-2007

Received Date

Prex Vax Illns:

MNQ
HEPA

HPV4

SANOFI PASTEUR
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

U2141AA
AHAVB148AA

01884

0
0

0

Left arm
Left arm

Right arm

Intramuscular
Intramuscular

Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Mar-2007
Vaccine Date

28-Apr-2007
Onset Date

31
Days

16-Jan-2008
Status Date

FL
State

200702588
Mfr Report Id

This case was received from Centers for Disease Control and Prevention (reference numbers VAERS #279082/279107) on 20 July 2007.  This case was
initially reported by a physician in the USA.  A 14 year old female patient, received on 28 March 2007 first dose of Menactra (lot #02141AA), intramuscular, into
the left arm, first dose of Gardasil (Merck lot #01884), intramuscular into the right arm and first dose of Havrix (GSK lot #AHAVB148AA).  On 28 April 2007, a
month after administration of the vaccines, the patient developed Guillain-Barr Syndrome (GBS) with left Bells Palsy, which progressed over the next 2 weeks.
The patient was seen in the emergency room and was admitted to the hospital for 6 days - from 16 May 2007 until 21 May 2007, (reported as 5 days) with
complaints of numbness and tingling of the dorsom of her hands (right hand tingling presented on 10 May 2007) progressing up her forearm.  Also complained
numbness and tingling of the feet (right foot pain and numbness presented on 14 May 2007) progressing up her leg; Evaluated as Paresthesias of bilateral
lower extremity and hands and arms in glove and stocking forearms.  The patient experienced weakness of left corner of her mouth: cranial nerves II through
XII intact with exception of mild left facial droop, but no other cranial nerve findings, and no weakness of extremities - strength and motor intact.  Numbness
stated in the right hand approximately one month after vaccination.  She did have absent LE DTR's (0) (lower extremity Deep Tendon Reflexes) and 2+ UE
DTR's (upper extremity Deep Tendon Reflexes).  The patient was treated with IVIG 500mg/kg/day for 3 days.  Her signs and symptoms did not progress and
neuron exam was unchanged at the day of discharge with slight improvement daily.  The patient's working diagnosis was Landy-Guillain-Barre Miller-Fisher
variant.  It was also reported that on 05 June 2007, records from a facility indicated that the patient was diagnosed with GBS, left Bells Palsy and Paresthesis.
Relevant laboratory and diagnos

Symptom Text:

Other Meds:
Lab Data:

History:

Prex Illness:

CT brain-Within Normal Limits (WNL); MRI scans of brain and spine-WNL; CXR-WNL; Hemogram, Metabolic panel, CRP, ESR, T4, TSH, UA, B12, Folate - all
WNL; Hepatitis panel - negative except for HBaAb of 28, indicating immunity.  EBV panel posi
The patient's pre-existing conditions included: persistent left sided chest pain of unclear origin since 19 January 2007 and a speckled positive ANA 1:160 since
22 January 2007. "Cleared by cardiology and was to be seen by rheumatology." Illness at vaccination time included: recurring chest pain and multiple nevi
which was evaluated by a dermatologist. The patient was living in woo

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

279082-3 (S)

16-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Areflexia, Asthenia, Chest pain, Facial palsy, Guillain-Barre syndrome, Hypoaesthesia, Miller Fisher syndrome, Paraesthesia

 ER VISIT, HOSPITALIZED, SERIOUS

Related reports:   279082-1;  279082-2

Other Vaccine
17-Dec-2007

Received Date

Prex Vax Illns:

MNQ
HEPA

HPV4

SANOFI PASTEUR
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

U2141A
AHAVB148AA

01184

0
0

0

Left arm
Left arm

Right arm

Intramuscular
Intramuscular

Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Jan-2007
Vaccine Date

21-May-2007
Onset Date

130
Days

23-May-2007
Status Date

PA
State Mfr Report Id

vulvar condyloma 3months after second vaccine given--treating with aldara creamSymptom Text:

lutera OCPOther Meds:
Lab Data:
History:

nonePrex Illness:

Normal Pap with negative HPV 12/22/06 with no visable lesions at that time
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

279084-1

24-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anogenital warts

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0188U 1 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Apr-2007
Vaccine Date

02-May-2007
Onset Date

4
Days

22-May-2007
Status Date

NY
State

WAES0705USA02556
Mfr Report Id

Information has been received from a physician concerning a 21 year old female patient with 2.4 centimeter haemorrhagic ovarian cyst, possible irritable bowel
syndrome, gastrointestinal symptoms and anxiety. On 28-APR-2007 she was vaccinated IM In the left arm deltoid with a first dose of Gardasil. 3 days post
vaccination on 02-MAY-2007 the patient experienced headache, dizziness, blurred vision and "vomiting all the time." On 06-MAY-2007 the patient went to
emergency room (ER) and was seen but not hospitalized. On 06-MAY-2007 patient was hospitalized with unknown diagnosis. All types of test were performed;
head computed axial tomography (CT scan of the brain), complete blood cell count (CBC), magnetic resonance imaging (MRI) with normal results. Stool culture
test was taken and there was a trace amount of blood. She was treated with intravenous (IV) fluids. On 09-MAY-2007 she was released from the hospital. She
was still dizzy. The outcome was unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Prex Illness:

head computed axial 05/06/07 - normal, magnetic resonance 05/06/07 - normal, complete blood cell 05/06/07 - normal, stool culture 05/06/07 - trace amount of
blood
Haemorrhagic ovarian cyst; Irritable bowel syndrome; Distress gastrointestinal; Anxiety

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

279093-1 (S)

22-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Haematochezia, Headache, Vision blurred, Vomiting

 ER VISIT, HOSPITALIZED, SERIOUS

Other Vaccine
21-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2037
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Apr-2007
Vaccine Date

28-Apr-2007
Onset Date

3
Days

22-May-2007
Status Date

FR
State

WAES0705USA02669
Mfr Report Id

Information has been received from a physician concerning a 17 year old female patient who on 25-APR-2007 was vaccinated IM in to left upper arm with a first
dose of Gardasil. On approximately 28-APR-2007 (3-4 days) post vaccination the patient experienced pain flank. On 04-MAY-2007 she was admitted to the
hospital and was diagnosed with Acute renal failure. Her creatinine was 2.0 mg/dL, serum C-reactive protein test (CRP) was slightly increased. Sonographic
analysis showed big swollen kidneys. She was treated by Intravenous (IV) fluids therapy. No specified medication was given. The patient improved step by step
since 07-MAY-2007. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Prex Illness:

serum ANA 04May07 Normal; serum C-reactive protein slightly elevated 04May07; serum creatinine 04May07 2.0 mg/dL; serum creatinine 05May07 2.5
mg/dL; serum creatinine 06May07 2.8 mg/dL; serum creatinine 10May07 1.4 mg/dL
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

279094-1 (S)

22-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 C-reactive protein increased, Flank pain, Renal failure acute, Ultrasound kidney abnormal

 HOSPITALIZED, SERIOUS

Other Vaccine
21-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2038
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-May-2007
Vaccine Date

01-May-2007
Onset Date

0
Days

22-May-2007
Status Date

--
State

WAES0705USA03111
Mfr Report Id

Information has been received from a health professional concerning a female who on approximately 01-MAY-2007 was vaccinated. The nurse reported that
the patient experienced a seizure after receiving the first dose of Gardasil. No additional information was reported. Upon internal review, the patient's seizure
was considered an other important medical event. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279095-1

22-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2039
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-May-2007
Vaccine Date

01-May-2007
Onset Date

0
Days

22-May-2007
Status Date

--
State

WAES0705USA03117
Mfr Report Id

Information has been received from a physician concerning a 17 year old female who in approximately May 2007 was vaccinated with Gardasil. The physician
reported that the patient was rushed to the hospital the day following vaccination with Gardasil. The patient was admitted to the intensive care unit and was still
there as of 16-MAY-2007. The patient was diagnosed with cardiomyopathy and pneumonia, which required ICU management and intubation. The physician
considered the cardiomyopathy and pneumonia to be life-threatening and other important medical events. Additional information has been requested. 6/27/07-
records received from facility for DOS 5/9-5/17/07-DC DX: Acute respiratory syndrome. Disseminated intravascular coagulation. Diastolic dysfunction.  Seen in
PCP office for shortness of breath and chest pain. Three days prior to admission began to experience tactile fevers and headaches. Became short of breath
day she received Gardasil vaccine. Including midsternal chest pain and productive cough. Complaints on admission vomiting and palpitations. Temp 99.9. HR
117. Respirations 60.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Prex Illness:

Unknown Records received 6/27/07-Abnormal pap smear. Echo Doppler. No evidence of inter-atrial septal shunt. Mild regurgitation of pulmonic valve. Global
hypokinesis of left ventrilce worse along the anterior septal walls. MV inflow patter
Unknown Records received 6/27/07-PMX: Bronchitis.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

279096-1 (S)

27-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Acute respiratory distress syndrome, Cardiomyopathy, Chest pain, Diastolic dysfunction, Disseminated intravascular coagulation, Dyspnoea, Headache,
Intensive care, Intubation, Pneumonia, Productive cough, Pyrexia

 HOSPITALIZED, LIFE THREATENING, SERIOUS

Related reports:   279096-2

Other Vaccine
21-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2040
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-May-2007
Vaccine Date

09-May-2007
Onset Date

1
Days

12-Jun-2007
Status Date

DC
State

200701
Mfr Report Id

(1) ARDS (2) DIC (3) cardiomyopathy (4) Pneumonia Requiring ICU managementSymptom Text:

Other Meds:
Lab Data:
History:

nonePrex Illness:

Multiple CABG including ECHO, X-rays chemistry, PT/PTT INR
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

279096-2 (S)

12-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Acute respiratory distress syndrome, Cardiomyopathy, Disseminated intravascular coagulation, Intensive care, Pneumonia

 HOSPITALIZED, SERIOUS

Related reports:   279096-1

Other Vaccine
08-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1425F 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 2041
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Dec-2006
Vaccine Date

Unknown
Onset Date Days

29-May-2007
Status Date

AZ
State Mfr Report Id

Dizziness, syncope, headaches, blurred vision, constipation, insomnia, racing heart, chest pain 12/06 to present. Treatment: Florinef, Midrodone, Mestinon
6/7/07-records received from facility for DOS 5/10-5/15/07-Impression:orthostatic intolerance. EEG, somewhat disorganized occipital dominant rhythm. CT
head unremarkable. CBC WNL. Echocardiogram normal. Tilt table test with electrophysiologic study no orthostatic hypotension with head-up tile but a
prominent tachycardia. Apparent stimulation of A-V nodal pathway showed no evidence of an A-V nodal re-entrant tachycarida. HX of recurrent syncope. Onset
of occasional chest pain and a fleeting sensation of palpitations. Without any other symptoms until January of this year. C/O being dizzy a lot. PE WNL except
for some palmar hyperhidrosis. 6/20/07-record received fro DOS 1/9-5/29/07. One year history of significant recurrent arrhythmia with heart pounding especially
when laying flat or bending forward. No syncope during exercise. Possible mitral valve prolapse.  DC DX: from 1/9-1/11/07-Orthostatic paroxysmal tachycardia.
DC DX for DOS 3/15-3/20/07-Postural orthostatic tachycardia syndrome. Recurrent syncope. Orthostatic hypotension.

Symptom Text:

YasminOther Meds:
Lab Data:

History:
NonePrex Illness:

EEG, EPS negative, EKG positive, ECG negative, tilt table positive, ARS negative records received 6/20/07-Normal 2D echocardiogram.Normal EEG. CT head
normal.
records received 6/20/07-One year history of significant recurrent arrhythmia with heart pounding especially when laying flat or bending forward.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

279109-1 (S)

20-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chest pain, Constipation, Dizziness, Headache, Insomnia, Orthostatic hypotension, Palpitations, Postural orthostatic tachycardia syndrome, Syncope,
Tachycardia paroxysmal, Vision blurred

 ER VISIT, HOSPITALIZED, SERIOUS

Related reports:   279109-2

Other Vaccine
21-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2042
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Dec-2006
Vaccine Date

05-Jan-2007
Onset Date

29
Days

04-Jun-2007
Status Date

--
State Mfr Report Id

On 12/07/2006 I received the first shot for the three shot vaccine Gardasil, however, some of the vaccine was discharged and sprayed out of the syringe. For a
month later I felt tired and dizzy. On 01/05/2007 I woke to chest pain and a racing heart and was transported by ambulance to the hospital with later discharge.
On 01/09/2007 I passed out at my work place and again was transported by ambulance to the hospital they kept me from 01/09/2007 to 01/12/2007. While in
the hospital I fainted again. They did the tilt table test and an EPS. Later that month I fainted again. Feb 12, 2007 I fainted, hitting my head and Feb 13, 2007 I
fainted again. March 5, 2007 I fainted again injuring my head again and was sent to the ER and had a CT scan and X-Ray of my shoulder. March 14, 2007
fainted again resulting in a black eye. March 15th to the 20th of 2007 I was hospitalized. April 3, 2007, April 17, 2007, April 27, 2007 I fainted again. May 10,
2007 I visited a neurologist at the Mayo clinic. As well as May 14 and 15 of 2007. May 19, 2007 fainted again.

Symptom Text:

Other Meds:
Lab Data:

History:
Prex Illness:

Jan 5, 2007 had an EKG Jan 11, 2007 had Tilt Table Test and EPS March 5, 2007 had a cat scan and x-ray of left shoulder March 16, 2007 had an EEG May
14, 2007 had an ARS May 15, 2007 had an EEG
No allergies, pregnancy or liver/kidney problems. No alcohol or smoking use.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

279109-2 (S)

05-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Accidental exposure, Chest pain, Dizziness, Fatigue, Head injury, Incorrect dose administered, Loss of consciousness, Medication error, Palpitations,
Periorbital haematoma, Syncope

 HOSPITALIZED, SERIOUS

Related reports:   279109-1

Other Vaccine
29-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2043
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-May-2007
Vaccine Date

14-May-2007
Onset Date

0
Days

25-May-2007
Status Date

RI
State Mfr Report Id

Child received Gardasil - within 3-4 minutes stated "I don't feel good" - within 7-8 minutes after injection, child fainted to the floor. Child woke right away.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

279125-1

25-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Malaise, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0011U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2044
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-May-2007
Vaccine Date

10-May-2007
Onset Date

2
Days

25-May-2007
Status Date

NY
State Mfr Report Id

Weakness, dizziness, sore throat, swollen glands w/in 2d of vaccine.Symptom Text:

Tetracycline, YasminOther Meds:
Lab Data:
History:

deniesPrex Illness:

denies

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

279126-1

25-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Dizziness, Lymphadenopathy, Pharyngolaryngeal pain

 ER VISIT, NOT SERIOUS

Related reports:   279126-2

Other Vaccine
21-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2045
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-May-2007
Vaccine Date

08-May-2007
Onset Date

0
Days

15-Aug-2007
Status Date

--
State

WAES0706USA02268
Mfr Report Id

Information has been received from a 23 year old female who on 09-APR-2007 was vaccinated with a first dose of Gardasil and one month early on 08-MAY-
2007, she was vaccinated with a second dose of Gardasil. After being vaccinated the second time she developed Pharyngitis. Patient stated that she tolerated
the first dose without any event and plans to receive the third dose. The patient did seek unspecified medical attention. At the time of the report, the patient had
recovered shortly after receiving the second dose. No product quality complaint was involved. Additional information is not expected.

Symptom Text:

Yasmin; tetracyclineOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

279126-2

22-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, Pharyngitis

 ER VISIT, NOT SERIOUS

Related reports:   279126-1

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2046
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Apr-2007
Vaccine Date

27-Apr-2007
Onset Date

1
Days

25-May-2007
Status Date

PA
State Mfr Report Id

RN received call from school nurse, stating that client was in her office with a rash on the outer aspect of her B/L arms. Rash raised sl, not fluid filled, and itchy.
RN called clients mother. Rash was noted 4/27/07 in arm, itchy and raised only located on B/L arms. Child did not see MD. Rash is now subsiding. Mother
instructed to take child to MD if rash worsens.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

NKDA

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
9.0

279127-1

25-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus, Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-May-2007

Received Date

Prex Vax Illns:

VARCEL
HEPA
HPV4

MERCK & CO. INC.
MERCK & CO. INC.
MERCK & CO. INC.

0110U
1281F
0960F

1
1
0

Left arm
Right arm
Left arm

Subcutaneously
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 2047
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Apr-2007
Vaccine Date

06-Apr-2007
Onset Date

2
Days

25-May-2007
Status Date

MA
State Mfr Report Id

Pt received Gardasil HPV vaccine #1 on 4/4/07. On 4/6/07 pt awoke with raised welts (hives) on arms, Right leg, and had swelling of the toes (bilateral). This
lasted for 1 week.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

279128-1

25-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Oedema peripheral, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2048
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Apr-2007
Vaccine Date

01-May-2007
Onset Date

6
Days

25-May-2007
Status Date

DE
State Mfr Report Id

fogginess of head, dizziness weight lossSymptom Text:

Ortho tricyclesOther Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

279131-1

25-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Feeling abnormal, Weight decreased

 ER VISIT, NOT SERIOUS

Other Vaccine
21-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0089U 1 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2049
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-May-2007
Vaccine Date

15-May-2007
Onset Date

0
Days

25-May-2007
Status Date

NJ
State Mfr Report Id

Pt felt dizzy and faint. She laid down and was given soda.Symptom Text:

VitaminsOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.3

279132-1

25-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0187U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2050
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-May-2007
Vaccine Date

13-May-2007
Onset Date

3
Days

30-May-2007
Status Date

MD
State Mfr Report Id

Patient noticed red bumps around injection site on 5/13/07. The patient is not sure how long the bumps had been there. She received the injection on 5/10/07.
Had injection Left deltoid.

Symptom Text:

Yasmin, Topamax, LithiumOther Meds:
Lab Data:
History:

NonePrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

279138-1

30-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site rash

 NO CONDITIONS, NOT SERIOUS

Related reports:   279138-2

Other Vaccine
21-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 01886 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2051
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-May-2007
Vaccine Date

13-May-2007
Onset Date

3
Days

17-Jul-2007
Status Date

MD
State

WAES0705USA03192
Mfr Report Id

Information has been received from a Certified Medical Assistant (C.M.A.) concerning a 19 year old female patient with depression who on 10-MAY-2007 was
vaccinated IM in left deltoid with a dose of Gardasil lot #657006/0188U. Concomitant therapy included YASMIN AND LITHIUM. On -MAY-2007 patient called
the office and reported that she had injection site rash following vaccination and noticed it on 13-MAY-2007, but could have been present earlier. The rash was
described as red bumps around the injection site that were itchy. The rash had not changed sine noticed on 13-MAY-2007. The patient was instructed to use
BENADRYL. The patient's injection site rash persisted. Additional information has been requested.

Symptom Text:

YASMIN, lithium sulfateOther Meds:
Lab Data:
History:

DepressionPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

279138-2

17-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site pruritus, Injection site rash

 ER VISIT, NOT SERIOUS

Related reports:   279138-1

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0188U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2052
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Apr-2007
Vaccine Date

Unknown
Onset Date Days

30-May-2007
Status Date

TN
State Mfr Report Id

erythema, induration, myalgias, edema of extremitiesSymptom Text:

Other Meds:
Lab Data:
History:

nonePrex Illness:

anxiety

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

279141-1

04-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Induration, Myalgia, Oedema peripheral

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-May-2007

Received Date

Prex Vax Illns:

VARCEL
HEPA

HPV4

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

01114
AHAVB148AA

01884

1
0

0

Left arm
Right arm

Left arm

Intramuscular
Intramuscular

Intramuscular



10 JUN 2008 06:27Report run on: Page 2053
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
11-May-2007
Vaccine Date

12-May-2007
Onset Date

1
Days

29-May-2007
Status Date

GA
State Mfr Report Id

5/11/07 Received Varivax booster RA. On 5/12/07 woke up with small red, tender area at shot site. On 5/13/07 area 7-8 inches in diameter, very tender, raised
red, areas. 5/14/07 area of redness decreased. Now erythema 2 inch diameter. Ice and Benadryl advised.

Symptom Text:

Uses Flonase, Obar, Claritin for allergiesOther Meds:
Lab Data:
History:
Prex Illness:

Allergies

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

279150-1

29-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-May-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

0445U
0389U

1
0

Right arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 2054
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-May-2007
Vaccine Date

15-May-2007
Onset Date

1
Days

30-May-2007
Status Date

CA
State Mfr Report Id

Redness and swelling right deltoid region after 1 day.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

279151-1

30-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
21-May-2007

Received Date

Prex Vax Illns:

VARCEL
TDAP
HEPA
HPV4

MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.
MERCK & CO. INC.

1512F
C2454AA
03040
0181U

1
4
1
0

Right arm
Left arm

Right arm
Left arm

Unknown
Unknown
Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Mar-2007
Vaccine Date

09-Mar-2007
Onset Date

1
Days

30-May-2007
Status Date

MN
State Mfr Report Id

1am - Woke up shaking/ shivering x 1 1/2 hour. 430am - Broke out sweating with fever.Symptom Text:

TrinessaOther Meds:
Lab Data:
History:

Possible light rash. No c/oPrex Illness:

See Pace records
Augmentin (rash/hives), Hx of asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

279155-1

30-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chills, Hyperhidrosis, Pyrexia, Tremor

 ER VISIT, NOT SERIOUS

Other Vaccine
21-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 00910 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2056
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-May-2007
Vaccine Date

11-May-2007
Onset Date

0
Days

30-May-2007
Status Date

CA
State Mfr Report Id

After patient received injection she began feeling dizzy sat for approximately 10 minutes felt fine and went home. Later developed rash on knees and legs.
Mom gave her Benadryl and resolved.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

279156-1

30-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Rash

 NO CONDITIONS, NOT SERIOUS

Related reports:   279156-2

Other Vaccine
21-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2057
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-May-2007
Vaccine Date

10-May-2007
Onset Date

0
Days

17-Jul-2007
Status Date

CA
State

WAES0705USA05639
Mfr Report Id

Information has been received from a nurse practitioner, concerning a 17 year old female who on 10-MAY-2007 was vaccinated IM, with the first dose of
Gardasil. Following the vaccination, the patient felt dizzy while still in the physician's office; she sat down for 10 minutes and was fine. Later that day, 10-MAY-
2007, she developed a rash on her legs; treatment with BENADRYL brought relief of the rash. The next morning, however, the rash also reappeared on her
arms, and treatment with diphenhydramine again brought relief. The patient has had recurrence of rash "off and on" at different locations. At the time of this
report, the outcome of the rash was unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

279156-2

17-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 NO CONDITIONS, NOT SERIOUS

Related reports:   279156-1

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2058
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-May-2007
Vaccine Date

08-May-2007
Onset Date

1
Days

30-May-2007
Status Date

FL
State Mfr Report Id

Noticed within 24 hours of injection itchy rash - joints - armpit - elbows - knees - ankles - stomach.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

279159-1

30-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash pruritic

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0384U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2059
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Feb-2007
Vaccine Date

02-Feb-2007
Onset Date

0
Days

13-Jun-2007
Status Date

GA
State

WAES0704USA00985
Mfr Report Id

Information has been received from a physician's assistant and a nurse, concerning the nurse's 14 year old daughter, who on 02-FEB-2007, was vaccinated in
the right hip, with the first dose, 0.5ml, of Gardasil, and on 04-APR-2007 was vaccinated in the back of her right arm, with the second dose, 0.5ml, of Gardasil.
The nurse reported that on 04-APR-2007, the vaccination was administered near her daughter's elbow "in the area of subcutaneous fat," and added that her
daughter experienced "injection site soreness" in her right arm. The nurse reported that the arm soreness resolved on the same day, 04-APR-2007. Additional
information has been requested.

Symptom Text:

UnkOther Meds:
Lab Data:
History:
Prex Illness:

Unk
Unk

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

279160-1

14-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug administered at inappropriate site, Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2060
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Apr-2007
Vaccine Date

05-Apr-2007
Onset Date

3
Days

13-Jun-2007
Status Date

FL
State

WAES0704USA01001
Mfr Report Id

Information has been received from a physician, via a company representative, concerning a 21 year old female patient, who on 05-FEB-2007 was vaccinated
IM, with the first dose of Gardasil, and on 02-APR-2007 with the second dose of Gardasil (Lot #654535/0136U). Concomitant therapy included an antibiotic
containing sulfa (unspecified). On 05-APR-2007, three days later after the second dose was administered, the patient developed a red rash from her chin to her
toes. The physician indicated he believed "the antibiotic containing sulfa" was "the cause of the rash." At the time of the report, it unknown if the patient had
recovered. The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

279161-1

13-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Rash generalised

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0136U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2061
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Mar-2007
Vaccine Date

27-Mar-2007
Onset Date

0
Days

13-Jun-2007
Status Date

PA
State

WAES0704USA01021
Mfr Report Id

Information has been received from a physician via a company representative concerning a 16 year old female who on 27-MAR-2007 was vaccinated with a
first dose of Gardasil (lot # not reported) IM from a single dose vial. On 27-MAR-2007, the patient experienced an injection site reaction almost immediately
where the injection site swelled up bright red, like a balloon. Medical attention was sought. The physician reported that they rubbed it and put ice on the area in
an attempt to control the swelling. The reporter stated that the physician may have given the patient Benadryl to treat the experience, but was not 100% certain.
At the time of reporting, the patient improved and "is fine". Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

279162-1

14-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Injection site erythema, Injection site reaction, Injection site swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2062
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Oct-2006
Vaccine Date

01-Feb-2007
Onset Date

98
Days

13-Jun-2007
Status Date

NJ
State

WAES0704USA01034
Mfr Report Id

Information has been received from a physician concerning a female (age not reported) who on 26-OCT-2006 was vaccinated with a first dose of Gardasil. In
February 2007, approximately 3 to 4 months after receiving Gardasil, the patient experienced a spinning sensation along with tingly, paralyzed feeling. The
physician stated that it was possibly basilar artery migraine, and the physician referred the patient to a neurologist. The physician did not plan to continue the
series of injections. At the time of this report, the outcome was unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279163-1

13-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Basilar migraine, Paraesthesia, Vertigo

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2063
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
23-Mar-2007
Onset Date Days

13-Jun-2007
Status Date

--
State

WAES0704USA01049
Mfr Report Id

Information has been received from a physician concerning a 12 year old female who on an unspecified date was vaccinated with the first dose of Gardasil, IM.
Concomitant medication was not reported. On 23-MAR-2007, the patient got her period, it has not ended and it has been  14 days as of today. The patient
sought unspecified medical attention. The outcome and action taken were not reported. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

279164-1

14-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Menorrhagia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2064
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Mar-2007
Vaccine Date

22-Mar-2007
Onset Date

7
Days

13-Jun-2007
Status Date

--
State

WAES0704USA01072
Mfr Report Id

Information has been received from the father of a 22 year old female consumer who on approximately 15-MAR-2007 (about three weeks ago) was vaccinated
with the second dose of Gardasil, injection. Concomitant medication was not reported. On approximately 22-MAR-2007 a week after getting the second dose of
Gardasil, the patient experienced swelling in her lymph nodes and shoulder nodes. The patient sought unspecified medical attention and her cells were
checked for cancer and liver tests were performed. The patient's swelling in lymph nodes and shoulder nodes persisted. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory ?/?/07 - checked cells for cancer - results not reported, hepatic function tests ?/?/07 - results not reported
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

279165-1

14-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Lymphadenopathy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2065
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Feb-2007
Vaccine Date

Unknown
Onset Date Days

13-Jun-2007
Status Date

--
State

WAES0704USA01084
Mfr Report Id

Information has been received through the Merck pregnancy registry from a health professional concerning her 16 year old daughter who on 16-FEB-2007 was
vaccinated with a dose of Gardasil (lot #655618/0186U). There was no concomitant medication. Subsequently, the patient became pregnant (date of
conception was reported as 14-FEB-2007). The patient had a pregnancy test with positive results on 20-MAR-2007. it was reported that the patient experienced
headache, nausea and may also have had a slight fever. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = Unknown)Prex Illness:

beta-human chorionic 03/20/07 - positive

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

279166-1

13-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Headache, Nausea, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0186U Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2066
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jun-2007
Status Date

--
State

WAES0704USA01160
Mfr Report Id

Information has been received from a pharmacist, concerning a female patient with dyspepsia, who was vaccinated with a dose of Gardasil (date and dose not
specified). The pharmacist reported that several hours after the vaccine was administered, the patient experienced severe nausea and vomiting, and was
hospitalized. Treatment included intravenous fluids and medication (unspecified) to treat the nausea and vomiting. At the time of this report, the pharmacist
stated the patient was recovering. Severe nausea and vomiting was considered to be an other important medical event. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

DyspepsiaPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279167-1 (S)

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Fluid replacement, Nausea, Vomiting

 ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2067
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Jan-2007
Vaccine Date

19-Jan-2007
Onset Date

0
Days

13-Jun-2007
Status Date

NJ
State

WAES0704USA01198
Mfr Report Id

Information has been received from a nurse concerning a 23 year old female patient with an unspecified food allergy who on 19-JAN-2007 was vaccinated IM
with a first dose of Gardasil lot #654702/0011U. Concomitant therapy included Yasmin and Advair. On 19-JAN-2007 the patient experienced some irritation
around the injection site after the first injection. She reported soreness, burning, erythema at injection site. On 05-APR-2007 patient's father (a physician)
administered the second dose of Gardasil lot #656372/0243U to the patient. Within 24 hours of receiving the second injection she developed hives which
covered her entire body. The injection site was red, swollen, and burned. She was prescribed Benadryl. The patient was recovering. Additional information has
been requested.

Symptom Text:

ADVAIROther Meds:
Lab Data:
History:

Food allergyPrex Illness:

Pap test -

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

279168-1

14-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, Injection site erythema, Injection site irritation, Injection site pain, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0011U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2068
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Oct-2006
Vaccine Date

08-Oct-2006
Onset Date

0
Days

13-Jun-2007
Status Date

--
State

WAES0704USA01200
Mfr Report Id

Information has been received from a physician concerning a 26 year old female who on 08-OCT-2007 was vaccinated with her first dose of Gardasil (lot #
653736/0689F). Concomitant therapy included Yasmin. The patient received her second dose of Gardasil (lot # 653736/0689F) on 08-DEC-2006 and her third
dose (lot # 653736/0014U) on 03-APR-2007. The patient experienced insomnia after each dose was given. No lab diagnostics were performed. Subsequently
she recovered. No further information is available.

Symptom Text:

YASMINOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

279169-1

14-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Insomnia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0689F Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jan-2007
Vaccine Date

01-Jan-2007
Onset Date

0
Days

13-Jun-2007
Status Date

--
State

WAES0704USA01215
Mfr Report Id

Information has been received foe the Pregnancy Registry from an 18 year old female with penicillin allergy and sulfonamide allergy and a history of
tonsillectomy who in January 2007, was vaccinated with the first dose of Gardasil. There was no concomitant medication. The same day of vaccination, the
patient felt dizzy and tired. These events only lasted for one day and the patient recovered. Subsequently the patient learned that she is pregnant. The exact
date of conception is not known; however, she believes it was right around the time of vaccination (LMP 10-JAN-2007, EDD 17-OCT-2007). With regard to her
pregnancy, she has not had any adverse symptoms. Therapy was stopped when she learned she was pregnant. Unspecified medical attention was sought.
Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 1/10/2007), Penicillin allergy; Sulfonamide allergyPrex Illness:

beta-human chorionic 01/??/07 -
Tonsillectomy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

279170-1

13-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Drug exposure during pregnancy, Fatigue

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Mar-2007
Vaccine Date

29-Mar-2007
Onset Date

0
Days

13-Jun-2007
Status Date

--
State

WAES0704USA01288
Mfr Report Id

Information has been received from a registered nurse concerning a 20 year old female patient with allergies to Sulfa, dust and mold who on 29-MAR-2007 was
vaccinated IM into the left deltoid (previously reported as gluteus) with a first dose of Gardasil (lot # 656372/0243U). The patient became faint after the
injection, but did not lose consciousness. The patient put her head down, used a cool cloth, spirits of ammonia and laid down in the exam table. The patient
was give apple juice. The patient's blood pressure was 117/86 with a pulse of 63. On 30-MAR-2007, the patient returned to the office and stated that she had
felt woosy and experienced a sensitive stomach the 24 hours following the vaccination. The patient recovered from her experience on 30-MAR-2007. No
product quality complaint was involved. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Sulfonamide allergy; House dust allergy; Mycotic allergyPrex Illness:

blood pressure 03/29/07 117/8 total heartbeat count 03/29/07 63

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

279171-1

13-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Drug administered at inappropriate site, Stomach discomfort

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0243U 0 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Mar-2007
Vaccine Date

03-Apr-2007
Onset Date

5
Days

13-Jun-2007
Status Date

MA
State

WAES0704USA01327
Mfr Report Id

Information has been received from a registered nurse, concerning a 20 year old female patient with an Bactrim allergy, who on 29-MAR-2007 was vaccinated
IM in the left deltoid, with a dose, 0.5ml, of Gardasil (Lot #654702/0011U). Concomitant therapy included Yasmin. On 03-APR-2007, five days after the vaccine
was administered, the patient was seen in the office as she had developed an "allergic reaction to (Gardasil)," with redness around the injection site. Treatment
included ice and an antihistamine (unspecified). On 05-APR-2007, the nurse stated the patient was seen again, and the redness had not changed, but the
patient then complained of burning in her lower arm, and "numbness past and below her elbow." The nurse reported that Gardasil had been discontinued. At
the time of this report, it was unknown if the patient had recovered. Additional information has been requested.

Symptom Text:

YASMINOther Meds:
Lab Data:
History:

Sulfonamide allergyPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

279172-1

13-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Burning sensation, Hypersensitivity, Hypoaesthesia, Injection site erythema, Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0011U Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Jan-2007
Vaccine Date

03-Jan-2007
Onset Date

0
Days

13-Jun-2007
Status Date

MN
State

WAES0704USA01334
Mfr Report Id

Information has been received from a Registered Nurse (R.N.) concerning her 20 year old daughter who on 03-JAN-2007 was vaccinated with a first dose 0.5
mL of Gardasil. Concomitant therapy included influenza virus vaccine (unspecified) and tetanus toxoid given in opposite arm where the Gardasil was given. On
03-JAN-2007 the patient experienced pain in the arm (which arm unknown) after receiving the first injection. As of 09-APR-2007 the patient had not received
the second dose of Gardasil. Unspecified medical attention was sought. On 04-JAN-2007 the patient recovered. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

279173-1

13-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

TTOX
HPV4
FLU

UNKNOWN MANUFACTURER
MERCK & CO. INC.
UNKNOWN MANUFACTURER

NULL
NULL
NULL

0
Unknown
Unknown
Unknown

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 2073
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Dec-2006
Vaccine Date

01-Jan-2007
Onset Date

28
Days

13-Jun-2007
Status Date

NJ
State

WAES0704USA01346
Mfr Report Id

Information has been received from a physician concerning a 17 year old female patient with headache who on 09-OCT-2006 was vaccinated with a first dose
0.5 mL of Gardasil and on 04-DEC-2006 with a second dose 0.5 mL of Gardasil. In last week of January 2007, patient was dizzy, felt paralyzed, fell and needed
to hold onto something to walk. This lasted for 5 minutes. This was immediately followed with nausea and a "wavy like vision that looked like a kaleidoscope."
This lasted for 30 minutes, possible vasovagal reaction. On 04-DEC-2004 she also had her ears pierced. She was seen by her internist and then a neurologist.
She had blood tests, magnetic resonance imaging (MRI) and electroencephalography (EEG), all were negative. Patient's diagnosis was basal artery migraine.
She was treated with Periactin. The patient was reported as recovering. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

HeadachePrex Illness:

electroencephalography - negative magnetic resonance - negative hematology - negative

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

279174-1

13-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Basilar migraine, Dizziness, Fall, Gait disturbance, Nausea, Syncope vasovagal, Visual disturbance

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Feb-2007
Vaccine Date

01-Feb-2007
Onset Date

0
Days

13-Jun-2007
Status Date

--
State

WAES0704USA01362
Mfr Report Id

Information has been received from a nurse practitioner concerning a 23 year old female who in approximately February 207, was vaccinated with the first dose
of Gardasil. The patient complained of a sore arm for several weeks after the injection. The patient recovered from the sore arm. The patient does not want to
return for the second dose. Medical attention was sought.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

279175-1

02-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Aug-2006
Vaccine Date

11-Aug-2006
Onset Date

0
Days

13-Jun-2007
Status Date

--
State

WAES0704USA01468
Mfr Report Id

Information has been received from a nurse practitioner (NP), concerning a 37 year old female patient with drug hypersensitivity to bacitracin, Neosporin who
on 11-AUG-2006 was vaccinated with the first dose, 0.5ml, IM, of Gardasil (Lot #653650/0702F), and on 11-OCT-2006 with the second dose, 0.5ml, IM, of
Gardasil (Lot #654540/0800F). Concomitant therapy included Flonase and ibuprofen. The NP stated when the patient called to schedule her third dose of
Gardasil, she reported that on 12-AUG-2006 following the first vaccination, she experienced dizziness and had "flu-like symptoms," including nausea, vomiting,
diarrhea, arthralgia, myalgia, sleeplessness and fever (specified as "not above 100F"); she recovered on 17-AUG-2006. In addition, on 11-OCT-2006 following
her second vaccination, the patient experienced identical events, and recovered on 16-OCT-2006. The NP stated she was "not sure that the patient should
receive her third dose of the Gardasil." The patient sought unspecified medical attention. No further information is expected.

Symptom Text:

FLONASE, ibuprofenOther Meds:
Lab Data:
History:

Drug hypersensitivityPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
37.0

279176-1

05-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Diarrhoea, Dizziness, Inappropriate schedule of drug administration, Influenza like illness, Insomnia, Myalgia, Nausea, Pyrexia, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0800F 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2076
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Feb-2007
Vaccine Date

23-Feb-2007
Onset Date

8
Days

13-Jun-2007
Status Date

MA
State

WAES0704USA01471
Mfr Report Id

Information has been received from a medical assistant, a 26 year old female patient with asthma, who on 15-FEB-2007 was vaccinated IM with a dose, 0.5ml,
of Gardasil. There was no concomitant medication. On 23-FEB-2007 the patient reported that she couldn't breathe, her heart and chest were pounding, and
she looked really pale. She also reported that she developed a rash at the injection site with "rectangular" hives. The MA added that she laid down when the
events occurred, and the symptoms went away "after half an hour." The patient sought unspecified medical attention. Additional information has been
requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

AsthmaPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

279177-1

13-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dyspnoea, Injection site rash, Pallor, Palpitations, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2077
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Jun-2007
Status Date

NJ
State

WAES0704USA01480
Mfr Report Id

Information has been received from a physician concerning female patients who were vaccinated with Gardasil. The patients had fainting episodes when
seeing size of the syringe. Some had fainting episodes after receiving the vaccine. Subsequently, the patients recovered. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279178-1

13-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2078
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Mar-2007
Vaccine Date

26-Mar-2007
Onset Date

0
Days

13-Jun-2007
Status Date

--
State

WAES0704USA01490
Mfr Report Id

Information has been received from a Registered Nurse (R.N.) concerning an 11 year old female patient who on 26-MAR-2007 was vaccinated with the first
dose of 0.5 mL of Gardasil. The "patients became light headed and fainted after receiving the dose of Gardasil." The nurse reported that the patient had
"experienced 2 weeks of injection site soreness." Unspecified medical attention was sought by the patient. Injection site soreness persisted. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

279179-1

13-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Injection site pain, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2079
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Apr-2007
Vaccine Date

03-Apr-2007
Onset Date

0
Days

13-Jun-2007
Status Date

PA
State

WAES0704USA01509
Mfr Report Id

Information has been received from a physician, via a company representative, concerning a 23 year old female patient with drug hypersensitivity to Wellbutrin
who on 03-APR-2007 was vaccinated with the first dose, 0.5ml, IM, of Gardasil (Lot #656050/0245U). Concomitant therapy included hormonal contraceptives
(unspecified). On 03-APR-2007, after the vaccine was administered, the patient fainted, the patient confirmed that she had not had breakfast before the
vaccination was given. The physician reported that the patient recovered on the same day. The patient sought unspecified medical attention. Additional
information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:

Drug hypersensitivityPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

279180-1

14-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0245U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2080
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Mar-2007
Vaccine Date

25-Mar-2007
Onset Date

4
Days

13-Jun-2007
Status Date

--
State

WAES0704USA01530
Mfr Report Id

Information has been received from a healthcare worker concerning a 22 year old female with a penicillin allergy and Benadryl allergy and no pertinent medical
history who on 21-MAR-2007 was vaccinated IM with 0.5 mL Gardasil (lot # 656372/0243U). There was no concomitant medication. On 25-MAR-2007 the
patient developed a rash on her torso. No lab diagnostic studies were performed. The rash was treated with an injection of prednisone, and as of 29-MAR-2007
the patient was fully recovered. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Penicillin allergy; Drug hypersensitivityPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

279181-1

14-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0243U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2081
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Sep-2006
Vaccine Date

01-Sep-2006
Onset Date

0
Days

13-Jun-2007
Status Date

FL
State

WAES0704USA01537
Mfr Report Id

Information has been received from a physician concerning her daughter, who in September 2006, was vaccinated in the buttocks with the first dose of
Gardasil, in November 2006, with the second dose of Gardasil, and in March 2007 with the third dose of Gardasil, in the arm. The physician reported that in
March 2007, following the third vaccination, her daughter experienced slight pain in her arm at the injection site. At the time of this report, it was unknown if the
patient had recovered from the injection site pain. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279182-1

14-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug administered at inappropriate site, Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2082
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Mar-2007
Vaccine Date

29-Mar-2007
Onset Date

0
Days

13-Jun-2007
Status Date

--
State

WAES0704USA01543
Mfr Report Id

Initial and follow-up information has been received from a Nurse Practitioner (N.P.) concerning a 16 year old female patient with Attention Deficit Hyperactivity
Disorder (ADHD) who on 29-MAR-2007 was vaccinated with a first dose of Gardasil. The patient was upset and crying prior to the first injection, because of fear
of vaccination. The patient said that when the injection was administered it felt as if they were injecting fire into her arm. The injection site immediately
developed an erythematous raised area about 3 inches in diameter. The raised area was red and warm to touch. The patient's mother reported that there was a
red area on the chest wall in addition to the reaction at the injection site. The nurse practitioner did not see the chest wall reaction. The patient was kept in the
office and was given Benadryl 50 mg and ice was applied to the injection site. On 29-MAR-2007 the reaction subsided and the patient recovered. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Attention deficit/hyperactivity disorderPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

279183-1

14-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Immediate post-injection reaction, Injection site erythema, Injection site swelling, Injection site warmth

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2083
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Mar-2007
Vaccine Date

15-Mar-2007
Onset Date

0
Days

13-Jun-2007
Status Date

--
State

WAES0704USA01557
Mfr Report Id

Initial and follow up information has been received from Merck pregnancy registry and from a 17 year old female consumer who on 15-MAR-2007 was
vaccinated with a first dose of Gardasil. Patient had an ultrasound and later it was determined she was pregnant. The LMP date was 16-FEB-2007, with an
estimated due date of 23-NOV-2007. On 15-MAR-2007 the patient reported that she experienced a fever, feeling hot in the night time and little nausea. She
also noticed a clear white discharge from the vagina. The patient sought unspecified medical attention. At the time of this report, the outcome of the event was
unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 2/16/2007)Prex Illness:

ultrasound

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

279184-1

14-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Feeling hot, Nausea, Pyrexia, Vaginal discharge

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2084
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Jun-2007
Status Date

--
State

WAES0704USA01569
Mfr Report Id

Information has been received from an RN concerning a female patient who was vaccinated with her first and second dose of Gardasil and subsequently
developed 'a bit of urticaria/rash on the body after getting both the first and second dose." It was reported that medical attention was sought and that "the rash
was not bad enough to discontinue the series yet". The patient's outcome was unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279185-1

14-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2085
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Apr-2007
Vaccine Date

07-Apr-2007
Onset Date

3
Days

13-Jun-2007
Status Date

--
State

WAES0704USA01617
Mfr Report Id

Information has been received from a registered nurse concerning a 26 year old female who on 27-JAN-2007 was vaccinated with Gardasil (lot number
"0284"). Concomitant therapy included Seasonique. On 07-APR-2007 the patient experienced a 1 cm tender nodule at the injection site (deltoid muscle) after
receiving her second dose of Gardasil on 04-APR-2007. The patient's tender nodule persisted. Additional information has been requested.

Symptom Text:

SEASONIQUEOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

279186-1

14-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site nodule, Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Mar-2007
Vaccine Date

02-Apr-2007
Onset Date

3
Days

13-Jun-2007
Status Date

--
State

WAES0704USA01626
Mfr Report Id

Information has been received from a physician concerning a 9 year old female with asthma who on 30-MAR-2007 was vaccinated with Gardasil (Lot #
65503/0012U). Concomitant therapy included montelukast sodium. On approximately 02-APR-2007, within three to four days of vaccination with Gardasil, the
patient experienced itchy, papular rash on face, extremities and body. The patient sought unspecified medical attention. The patient was treated with Benadryl.
As of 10-APR-2007, the patient was recovering from itchy, papular rash on face, extremities and body. This is one of two reports from the same source.
Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:

AsthmaPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
9.0

279187-1

14-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash generalised, Rash papular, Rash pruritic

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0012U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2087
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Mar-2007
Vaccine Date

16-Mar-2007
Onset Date

3
Days

13-Jun-2007
Status Date

--
State

WAES0704USA01654
Mfr Report Id

Information has been received from a physician concerning a 10 year old female with a history of migraines who on 13-MAR-2007 was vaccinated with
Gardasil. There was no concomitant medication. On approximately 16-MAR-2007, 'within 3 to 4 days", the patient developed an itchy, papular rash on her face,
extremities and body. The patient sought medical attention and was treated with Benadryl. Subsequently, the patient was recovering. The product quality
complaint unit was not involved. Additional information has been requested. The physician also provided information regarding another patient's experience
with Gardasil (WAES#0704USA01626).

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
Migraine

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
10.0

279188-1

14-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash generalised, Rash papular, Rash pruritic

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0012U Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Mar-2007
Vaccine Date

Unknown
Onset Date Days

14-Jun-2007
Status Date

FR
State

WAES0704USA01691
Mfr Report Id

Information has been received from a physician concerning a female who on 22-MAR-2007 was vaccinated with Gardasil. It was reported that the patient had
injection site pain after receiving the vaccination. On 10-APR-2007, the patient called the physician's office and reported that she was still having pain in the
arm and shoulder which was aggravated when raising the arm. The patient sought unspecified medical attention. At the time of the report, it was unknown if the
patient recovered. This is one of two reports received from the same source. Attempts are being made to obtain identifying information to distinguish the
individual patients mentioned in this report. Additional information will be provided if available. Upon follow-up it was reported by the physician that the patient
received Gardasil, (Lot # "0011V") on 22-MAR-2007. The physician stated that after 4 weeks, the patient's injection site pain was gone. Additional information
has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279189-1

15-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Mobility decreased, Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2089
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Mar-2007
Vaccine Date

15-Mar-2007
Onset Date

14
Days

13-Jun-2007
Status Date

CT
State

WAES0704USA01692
Mfr Report Id

Information has been received from a physician concerning a 16 year old female who in the "beginning of March" on approximately 01-MAR-2007 was
vaccinated with Gardasil. "Approximately one to two weeks after receiving the first dose of Gardasil on approximately 15-MAR-2007 the patient experienced
symptoms of uveitis. The diagnosis was confirmed with the patient's eye doctor. The physician noted that it could be related to arthritis. Additional information
has been requested. 05/25/07-records received. Ocular inflammation, with 3 week history of blurry vision in left eye. Impression. Acute bilateral uveitis seems
most like pars planitis.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown. Records received 5/25/07-ACE serum 42. Albumin 4.8. HLA-B27 positive. ANA screen negative. Rheumatoid factor 5. ESR 4.
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

279190-1

12-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthritis, Inflammation, Uveitis, Vision blurred

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Nov-2006
Vaccine Date

01-Nov-2006
Onset Date

0
Days

13-Jun-2007
Status Date

--
State

WAES0704USA01772
Mfr Report Id

Information has been received from a health professional concerning a 24 year old female patient with environmental allergy and migraine syndrome who in
November 2006, was vaccinated with a first dose of Gardasil. Concomitant therapy included hormonal contraceptives (unspecified) and allergenic extract. In
November 2006, the patient developed episodes of headache and dizziness after receiving the first injection. The episodes lasted 10 minutes and reoccurred
1-2 times per week for unknown number of weeks. In December 2006, the patient was vaccinated with the second dose of Gardasil and then she experienced
severe dizziness, nausea, vomiting lasting one week. Since the end of December 2006, the patient had experienced episodes of intermittent imbalance with
increasing frequency. The patient had medical evaluation with blood studies, computed axial tomography (CT) scan and magnetic resonance imaging (MRI) of
brain. Results of the testing was unknown. The patient has not recovered. Additional information has been requested.

Symptom Text:

allergenic extract, hormonal contraceptivesOther Meds:
Lab Data:
History:

Environmental allergy; MigrainePrex Illness:

computed axial - Results unknown magnetic resonance - Results unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

279191-1

14-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Balance disorder, Dizziness, Headache, Nausea, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Jun-2007
Status Date

TX
State

WAES0704USA02168
Mfr Report Id

Information has been received from a licensed practical nurse concerning a 19 year old female who on an unspecified date was vaccinated with first dose of
Gardasil (lot # not reported). The patient sought medical attention. On an unspecified date, the patient developed a "smallpox like mark" or skin indentation
right below the injection site. At the time of reporting, the outcome was unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

279192-1

14-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site reaction

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Feb-2007
Vaccine Date

Unknown
Onset Date Days

13-Jun-2007
Status Date

--
State

WAES0704USA02170
Mfr Report Id

Information has been received from a Registered Nurse (R.N.) concerning a female patient who "one to two months ago" was vaccinated IM with a dose of
Gardasil. The patient developed numbness in her arm right after the injection. The patient was sent home. The patient's outcome was unknown. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279193-1

14-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Feb-2007
Vaccine Date

19-Feb-2007
Onset Date

0
Days

13-Jun-2007
Status Date

NY
State

WAES0704USA02181
Mfr Report Id

Information has been received from a registered nurse concerning a 24 year old female with no pertinent medical history or drug reactions/allergies, who on 19-
FEB-2007 was vaccinated with Gardasil (lot # 655618/0186U). There was no concomitant medication. On 19-FEB-2007, "about 2 hours after vaccination" the
patient experienced a severe headache and nausea. The patient stayed home from work and took Tylenol. The patient subsequently recovered from the severe
headache and nausea on 20-FEB-2007. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

279194-1

14-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0186U Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Mar-2007
Vaccine Date

29-Mar-2007
Onset Date

0
Days

13-Jun-2007
Status Date

TX
State

WAES0704USA02205
Mfr Report Id

Information has been received from a certified medical assistant concerning a 24 year old female who on unspecified dates was vaccinated with the first and
second doses of Gardasil. On 29-MAR-2007, the patient was vaccinated with a third dose of Gardasil. On 29-MAR-2007, the patient was feeling fine at first,
within the next five minutes or so, the patient was feeling very hot. The outcome was not reported. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

279195-1

14-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Feeling hot

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2095
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Jun-2007
Status Date

--
State

WAES0704USA02230
Mfr Report Id

Information has been received from a physician office manager, via a company representative, concerning the office manager's 23 year old daughter, who was
vaccinated with a dose, 0.5ml, of Gardasil (date unspecified). Subsequently the patient experienced dizziness and menstrual bleeding. At the time of this
report, it was unknown if the patient had recovered. The patient sought unspecified medical attention. No further information is expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

279196-1

14-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Vaginal haemorrhage

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2096
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Apr-2007
Vaccine Date

11-Apr-2007
Onset Date

1
Days

13-Jun-2007
Status Date

UT
State

WAES0704USA02236
Mfr Report Id

Information has been received from a physician concerning a 11 year old female who on 10-APR-2007 was vaccinated with Gardasil. Concomitant therapy
included tetanus antitoxin USP. On 11-APR-2007 the patient experienced a sore arm, nausea and vomiting. This is one of two reports received from the same
source. Additional information has been requested.

Symptom Text:

TETANUS ANTITOXIN USPOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

279197-1

14-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Nausea, Pain in extremity, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2097
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Mar-2007
Vaccine Date

14-Mar-2007
Onset Date

0
Days

13-Jun-2007
Status Date

--
State

WAES0704USA02249
Mfr Report Id

Information has been received from a health professional concerning a female who on 14-MAR-2007 was vaccinated with the first dose of Gardasil, IM in the
right deltoid (lot# 655503/0012U). Concomitant therapy included Mircette and vitamins (unspecified) (One-A-Day Essential Vitamins). Subsequently,
immediately following the vaccination the patient experienced pain in the injection site arm. The patient recovered from the pain in "a day or two" but it returned
on approximately 18-MAR-2007. This pain was described as a shooting pain in the injection site arm "down to the elbow" that occurred when the arm was
moved. There was no pain on touch. It was reported that the pain was worst at the end of the day and immediately upon arising. The patient was treated with
Advil which was reported to have helped the pain. The patient was examined at her physician's office on 26-MAR-2007 and was prescribed Tylenol with
codeine. Subsequently, the patient called into the office on 09-APR-2007 and reported that the pain in the arm was still present and had worsened. The patient
was referred to her primary care physician for further evaluation. Additional information has been requested.

Symptom Text:

MIRCETTE ONE A DAY ESSENTIAL VITAMINSOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.4

279198-1

14-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Injection site pain, Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0012U 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2098
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Jun-2007
Status Date

OH
State

WAES0704USA02264
Mfr Report Id

Information has been received from a nurse concerning a "4th grader" female patient who was vaccinated with a first dose of Gardasil. The patient experienced
pain in the injection site right after receiving her injection. It was unknown if she sought medical attention. The outcome was unknown at the time of this report.
Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279199-1

14-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2099
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Dec-2006
Vaccine Date

Unknown
Onset Date Days

14-Jun-2007
Status Date

--
State

WAES0704USA02272
Mfr Report Id

Information has been received from a pharmacist, concerning an 18 year old female, who on 05-DEC-2006 was vaccinated with the first dose of Gardasil. The
pharmacist reported that the patient was experienced mononucleosis (date unspecified). At the time of this report, it was unknown if the patient had recovered.
The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

279200-1

15-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Infectious mononucleosis

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2100
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Jun-2007
Status Date

FL
State

WAES0704USA02313
Mfr Report Id

Information has been received from a physician concerning a 16 year old female who was vaccinated with Gardasil and 24 hours later experienced fever and
flu symptoms. Subsequently, the patient recovered from fever and flu symptoms. The patient went to the ER but was not hospitalized. Additional information
has been requested.

Symptom Text:

MENACTRAOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

279201-1

14-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Influenza, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2101
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Mar-2007
Vaccine Date

Unknown
Onset Date Days

13-Jun-2007
Status Date

NY
State

WAES0704USA02346
Mfr Report Id

Information has been received from a physician, concerning a 14 year old female patient, who on 02-MAR-2007 was vaccinated with the first dose of Gardasil.
There was no concomitant medication. Subsequently the patient experienced a generalized, non-pruritic, maculopapular rash (date not specified). At the time
of this report, the patient had not recovered. The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

279202-1

14-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash maculo-papular

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2102
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Apr-2007
Vaccine Date

10-Apr-2007
Onset Date

0
Days

13-Jun-2007
Status Date

NJ
State

WAES0704USA02348
Mfr Report Id

Information has been received from a registered nurse, concerning a 13 year old female patient, who on 10-APR-2007 was vaccinated with the first dose of
Gardasil (Lot #653938/0954F), and developed hives. At the time of this report, the patient had not recovered. The patient sought unspecified medical attention.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

279203-1

14-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0954F 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2103
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Mar-2007
Vaccine Date

30-Mar-2007
Onset Date

0
Days

13-Jun-2007
Status Date

NJ
State

WAES0704USA0261
Mfr Report Id

Information has been received from a consumer, a 25 year old female patient with high blood pressure, who on 30-MAR-2007 was vaccinated orally with the
first dose, 0.5ml, of Gardasil. There was no concomitant medication. On 31-MAR-2007 the patient reported that she had experienced tingling in her hands and
feet after the vaccine was administered. At the time of this report, the patient had not recovered. The patient sought unspecified medical attention. Additional
information has been requested.  6/25/07 Received office note from reporter which reveals patient called office on 4/16 to report having been seen in ER for
complaints of body aches.  Tx w/anti inflammatory meds & felling well now.  Refused further HPV vaccine. FINAL DX: Adverse reaction to HPV vaccine.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Blood pressure highPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

279204-1

03-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Incorrect route of drug administration, Pain, Paraesthesia, Vaccination complication

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown By Mouth



10 JUN 2008 06:27Report run on: Page 2104
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Jun-2007
Status Date

--
State

WAES0704USA02369
Mfr Report Id

Information has been received from a nurse, concerning a female patient who was vaccinated with the first dose, 0.5ml, of Gardasil (date unspecified).
Subsequently the patient experienced a sore arm, confirmed as the same arm of the vaccination. At the time of this report, the nurse confirmed that the patient
had recovered. The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279205-1

14-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2105
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Apr-2007
Vaccine Date

12-Apr-2007
Onset Date

3
Days

13-Jun-2007
Status Date

NY
State

WAES0704USA02409
Mfr Report Id

Information has been received from a physician, concerning a 16 year old female patient, who on 12-FEB-2007 was vaccinated with the first dose of Gardasil,
and reported no symptoms or concerns. On 09-APR-2007, the patient was vaccinated with the second dose, 0.5ml, IM, of Gardasil (Lot #657617/0384U).
Concomitant therapy included Augmentin. On 12-APR-2007, three days after the second vaccination was administered, the patient experienced urticaria all
over her body, especially on her extremities and face. Treatment included Benadryl. At the time of this report, the physician confirmed the patient was
recovering from the urticaria. Additional information has been requested.

Symptom Text:

AUGMENTINOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

279206-1

14-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0384U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2106
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Jun-2007
Status Date

MO
State

WAES0704USA02499
Mfr Report Id

Information has been received from a physician, via a company representative, concerning a female patient who was vaccinated with the first dose of Gardasil
(date unspecified). The physician reported that before the needle was withdrawn, the patient developed substantial swelling at the injection site. At the time of
this report, the physician confirmed that the patient was recovering. The patient sought unspecified medical attention. Additional information has been
requested.

Symptom Text:

UnkOther Meds:
Lab Data:
History:
Prex Illness:

Unk
Unk

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279207-1

14-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2107
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Mar-2007
Vaccine Date

20-Mar-2007
Onset Date

0
Days

14-Jun-2007
Status Date

--
State

WAES0704USA02517
Mfr Report Id

Information has been received from a health professional concerning an 18 year old female with no known allergies who on 20-MAR-2007 was vaccinated with
Gardasil (lot #655205/1426F). On 28-MAR-2007, the patient experienced abdominal pain. HCG was negative on that day. The patient was tested for
Chlamydia, which was negative. The patient's urine was also tested which was cloudy and showed trace blood, epithelial cells and bacteria (Group B
streptococcus). The patient was given a shot of ceftriaxone (ROCEPHIN) and azithromycin (ZITHROMAX) as a precaution. The patient's abdominal pain
subsequently resolved. On 09-APR-2007, the patient took a home pregnancy test which was positive. The patient's last menstrual period was 01-MAR-2007
with a EDC of 06-DEC-2007. Additional information has been requested.

Symptom Text:

noneOther Meds:
Lab Data:

History:
Prex Illness:

diagnostic urinalysis 03/28/07 cloudy, trace blood, epithelial cells, Group B strep bacteria, Chlamydia trachomatis 03/28/07 negative, urine beta-human
03/28/07 negative, urine beta-human 04/09/07 positive
Pregnancy NOS (LMP=3/1/2007)

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

279208-1

14-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Drug exposure during pregnancy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1426F Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2108
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Jun-2007
Status Date

--
State

WAES0704USA02525
Mfr Report Id

Information has been received from a female patient who was vaccinated with a dose of Gardasil. She developed arm pain which radiated from the elbow to the
4th or 5th finger. She also experienced "pins and needles" in the fingers. The patient's outcome was unknown. No further information is available.

Symptom Text:

UnkOther Meds:
Lab Data:
History:
Prex Illness:

Unk
Unk

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279209-1

14-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pain in extremity, Paraesthesia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2109
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jan-2007
Vaccine Date

01-Feb-2007
Onset Date

31
Days

14-Jun-2007
Status Date

--
State

WAES0704USA02537
Mfr Report Id

Information has been received from a Nurse Practitioner (N.P.) concerning a 21 year old female patient who in January 2007, was vaccinated IM with a first
dose of Gardasil. The patient developed genital warts within one month. Patient was treated with trichloroacetic acid (TCA) 80% on 06-MAR-2007 and on 10-
APR-2007. The outcome was unknown. Papanicolaou (PEP) test was performed, results unknown (done at another clinic). The NP reported two other patients
who had a similar experience. She verbalized concern that she had seen 3 episodes of genital warts developing soon after Gardasil. She believed the patient's
immune system can not handle the viral load. Additional information has been requested.

Symptom Text:

UnkOther Meds:
Lab Data:
History:
Prex Illness:

Pap test Result unknown
Unk

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

279210-1

14-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anogenital warts

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2110
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Mar-2007
Vaccine Date

23-Mar-2007
Onset Date

0
Days

14-Jun-2007
Status Date

--
State

WAES0704USA02541
Mfr Report Id

Information has been received from the mother concerning her 16 year old daughter who on 23-MAR-2007 was vaccinated with Gardasil. The patient fainted a
few minutes after being vaccinated. No injury was noted due to the fall. The patient also stated that the vaccination was very painful. Medical attention was
sought. At the time of reporting, the patient had recovered. No further information was available at the time of reporting. Additional information has been
requested.

Symptom Text:

UnkOther Meds:
Lab Data:
History:
Prex Illness:

Unk
Unk

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

279211-1

14-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Fall, Injection site pain, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2111
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Apr-2007
Vaccine Date

10-Apr-2007
Onset Date

1
Days

14-Jun-2007
Status Date

NY
State

WAES0704USA02545
Mfr Report Id

Information has been received from a health professional concerning a 26 year old female patient who on 05-FEB-2007 was vaccinated IM with a first dose of
Gardasil lot #653736/0014U. On 09-APR-2007 the patient was vaccinated with a second dose of Gardasil. On 10-APR-2007 the patient developed rash at
injection site which was "a little swollen and red, but nothing major." On 11-APR-2007, she was struck on the injection site and reported that the rash got
"bigger," and was "two-three inches in diameter." The patient sought unspecified medical attention. The patient's outcome was unknown at the time of this
report. Additional information has been requested.

Symptom Text:

UnkOther Meds:
Lab Data:
History:
Prex Illness:

Unk
Unk

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

279212-1

14-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site rash, Injection site swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2112
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Jun-2007
Status Date

OK
State

WAES0704USA02554
Mfr Report Id

Information has been received from a physician concerning a 17 year old female who was vaccinated with a first 0.5 ml dose of Gardasil concomitantly with a
dose of MENACTRA. The day after vaccination, the patient experienced low grade fever and aching. Unspecified medical attention was sought. Subsequently,
the patient recovered. On an unspecified date the patient was vaccinated with a second dose of Gardasil by itself and there was no reaction. Additional
information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unk
Unk

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

279213-1

14-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pain, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 2113
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Jun-2007
Status Date

NH
State

WAES0704USA02560
Mfr Report Id

Information has been received from a physician concerning a female between 11 and 18 years old (exact age unspecified) who, on an unspecified date, was
vaccinated intramuscularly with a 0.5 mL dose of Gardasil. Subsequently, on an unspecified date, the patient felt dizzy and fainted. It was noted that the patient
received at least one other vaccine on the same date as when Gardasil was administered. The patient sought unspecified medical attention. No laboratory
diagnostic studies were performed. The patient recovered on the same day as when the injection was given. No product quality complaint was involved. This is
one of several reports received from the same source. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

none
Unk

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279214-1

14-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

UNK
HPV4

UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Unknown
Intramuscular



10 JUN 2008 06:27Report run on: Page 2114
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Jun-2007
Status Date

WI
State

WAES0704USA02596
Mfr Report Id

Information has been received from a physician concerning a 13 year old female who's family had been sick with a bacterial infection, including the patient's
sister who was also vaccinated with Gardasil (WAES#0705USA01566) who was vaccinated on an unspecified date with her second dose of Gardasil
intramuscularly. "Within about 18 hours after the vaccination," the patient experienced tightness in the chest and throat and a fever of 103 degrees. The
physician did a follow-up chest X-ray and the patient was "fine." Other unspecified lab tests revealed a "shift in neutrophils" which led to the physician to believe
this was a bacterial-related infection and not a result of Gardasil. The patient was treated with unspecified antibiotics and the condition resolved itself after
treatment. Additional information has been requested.

Symptom Text:

UnkOther Meds:
Lab Data:
History:

Bacterial infectionPrex Illness:

chest X-ray fine, neutrophil count "shift"
Unk

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

279215-1

14-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chest discomfort, Pyrexia, Throat tightness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2115
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Feb-2007
Vaccine Date

12-Feb-2007
Onset Date

0
Days

14-Jun-2007
Status Date

OH
State

WAES0704USA02663
Mfr Report Id

Information has been received from a Registered Nurse (R.N.) concerning a 26 year old female with sulfonamide allergy and penicillin allergy who on 12-FEB-
2007 was vaccinated IM with a first dose of Gardasil, lot #654702/0011U and in APR, 2007 received the second dose of Gardasil. Concomitant therapy
included escitalopram oxalate (LEXAPRO) and TRI-NASAL (therapy unspecified). The patient reported a painful burning feeling at the injection site after both
dose one and dose two. The patient also reported that the injection site was sore for about two weeks after the first injection. Patient sought unspecified
medical attention. The patient was reported as recovering at the time of this report. Additional information has been requested.

Symptom Text:

[therapy unspecified] LEXAPROOther Meds:
Lab Data:
History:
Prex Illness:

Unk
Sulfonamide allergy; Penicillin allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

279216-1

14-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site irritation, Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0011U 1 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Feb-2007
Vaccine Date

13-Feb-2007
Onset Date

0
Days

14-Jun-2007
Status Date

OH
State

WAES0704USA02699
Mfr Report Id

Information has been received from a Medical Assistant (M.A.) concerning a 25 year old female patient with a history of high fever after receiving the tetanus
toxoid years ago who on 13-FEB-2007 was vaccinated IM in the Left arm with a first dose of Gardasil lot #655618/0186U. Years ago the patient developed
swelling, redness and itching of left arm after the first injection and went to the Emergency Room (E.R.) and she was provided antibiotics. On an unspecified
date, patient was vaccinated in Right arm with a second dose of Gardasil lot #657617/0384U. She developed swelling, redness and itching of right arm after the
second injection and went to see her primary physician. The physician administered antibiotics and felt that event was Cellulitis without a cut causing the event.
Patient had high fever after receiving the tetanus toxoid years ago. The patient recovered from the events. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Fever; Drug hypersensitivityPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

279217-1

15-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site cellulitis, Injection site erythema, Injection site pruritus, Injection site swelling, Reaction to previous exposure to any vaccine

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0384U 1 Right arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Apr-2007
Vaccine Date

13-Apr-2007
Onset Date

1
Days

14-Jun-2007
Status Date

--
State

WAES0704USA02738
Mfr Report Id

Information has been received from a health professional concerning a 15 year old female who on 12-APR-2007 was vaccinated with Gardasil. Concomitant
therapy included Depo-Provera Injection for birth control. On 13-APR-2007 after receiving her first dose of the vaccine, the patient experienced soreness in her
breasts and weakness. It was reported that the patient received unspecified medical attention. No further information is available. Additional information has
been requested.

Symptom Text:

DEPO-PROVERA INJECTIONOther Meds:
Lab Data:
History:

ContraceptionPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

279218-1

15-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Breast pain

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Apr-2007
Vaccine Date

06-Apr-2007
Onset Date

0
Days

14-Jun-2007
Status Date

AZ
State

WAES0704USA02778
Mfr Report Id

Information has been received from a physician concerning a 16 year old female patient who was vaccinated in left arm with a second dose of Gardasil lot
#657006/0188U. Concomitant therapy included Yasmin. On 06-APR-2007 about one hour later receiving the second injection she developed "red blotches" on
her left arm (injection site arm) and chest. Unspecified medical attention was sought by the patient. The reaction resolved spontaneously about 4 hours later.
Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

279219-1

15-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site rash, Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0188U 1 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 2119
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Apr-2007
Vaccine Date

11-Apr-2007
Onset Date

0
Days

14-Jun-2007
Status Date

--
State

WAES0704USA02838
Mfr Report Id

Information has been received from a Medical Assistant (M.A.) concerning an 18 year old female patient who on 04-NOV-2007 was vaccinated in deltoid with a
dose of Gardasil lot #656049/0187U. Concomitant therapy included Depo-Provera in the other arm. The patient developed hives about four hours after
receiving Gardasil. Benadryl was ordered. The patient's outcome was unknown. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

279220-1

15-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0187U Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jun-2007
Status Date

--
State

WAES0704USA02846
Mfr Report Id

Information has been received from an office manager concerning a female in her late teens who was vaccinated with Gardasil. Subsequently, the patient
received a dose of Gardasil and felt sick. The patient went to the emergency room. The reporter felt that felt sick was not related to therapy with Gardasil, but a
viral infection. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Viral infectionPrex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

279221-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Malaise, Viral infection

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
01-Apr-2007
Onset Date Days

14-Jun-2007
Status Date

AZ
State

WAES0704USA02851
Mfr Report Id

Information has been received from a Medical Assistant (M.A.) concerning a 27 year old female patient who was vaccinated on 04-APR-2007 in to deltoid with
a third dose of Gardasil lot #656049/0187U one week earlier than the recommended schedule. Concomitant therapy included prenatal vitamins (manufacturer
unknown). After the third injection, the injection site area was "swollen, red and warm to touch". The size of the area was a 6 inch circumference. The patient
sought unspecified medical attention. Her outcome was unknown at time of this report. Additional information has been requested.

Symptom Text:

vitamins (unspecified)Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
27.0

279222-1

03-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, Injection site erythema, Injection site swelling, Injection site warmth

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2122
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Jun-2007
Status Date

--
State

WAES0704USA02881
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with Gardasil. Within 12-15 hours, the patient experienced nausea
and vomiting. This is one of two reports received from the same source. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279223-1

15-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Nausea, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
01-Apr-2007
Onset Date Days

14-Jun-2007
Status Date

AZ
State

WAES0704USA02887
Mfr Report Id

Information has been received from a physician concerning a female patient who was vaccinated with a first dose of Gardasil and on April 11 or 12, 2007, was
vaccinated IM with a second dose of Gardasil. Four to five hours after receiving the second injection the patient developed "severe swollen glands, laryngitis, a
sore throat and a mild fever of 99 degrees". The physician reported that the patient had a mild reaction after her first injection. The patient saw her Primary
Care Physician (PCP) and was treated with Claritin and with other medications that were not specified. The patient's outcome was unknown at the time of this
report. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

body temp 04/??/07 99
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279224-1

15-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Laryngitis, Lymphadenopathy, Pharyngolaryngeal pain, Pyrexia, Reaction to previous exposure to any vaccine

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Jun-2007
Status Date

MS
State

WAES0704USA03077
Mfr Report Id

Information has been received from a physician, via a company representative, concerning a 10 year old female patient, who was vaccinated with the first dose
of Gardasil (date and dose not specified). "About 1 to 2 days later" the patient developed "a pustular rash on her hairline, face and abdomen. " The physician
indicated that the patient recovered from the event (date not specified). The patient sought unspecified medical attention. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
10.0

279225-1

15-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash pustular

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Apr-2007
Vaccine Date

15-Apr-2007
Onset Date

2
Days

14-Jun-2007
Status Date

--
State

WAES0704USA03094
Mfr Report Id

Information has been received from a pharmacist, concerning a 16 year old female patient with no pertinent medical history, who on 13-APR-2007 was
vaccinated with the first dose, 0.5ml, of Gardasil (Lot #654885/1424F). There was no concomitant medication. On 15-APR-2007 the patient developed a full
body rash. The pharmacist described the rash as not itchy but red, and noted it was located on the patient's chest, legs, arms and back. Treatment included a
Medrol Dose Pak. At the time of this report, the pharmacist confirmed the patient was recovering from the rash. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

279226-1

15-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash erythematous

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1424F 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Mar-2007
Vaccine Date

30-Mar-2007
Onset Date

4
Days

14-Jun-2007
Status Date

--
State

WAES0704USA03108
Mfr Report Id

Information has been received from a medical assistant, via a company representative, concerning a 15 year old female patient who had felt ill 2 weeks prior to
the vaccination, who on 26-MAR-2007 was vaccinated with the first dose, 0.5ml, of Gardasil. On approximately 30-MAR-2007 ("end of March 2007"), the patient
had a low grade temperature (not specified) for one day, was achy, had a sore throat, and felt run down for a few days. The patient sought unspecified medical
attention. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Malaise

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

279227-1

15-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Body temperature increased, Pain, Pharyngolaryngeal pain

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Mar-2007
Vaccine Date

02-Mar-2007
Onset Date

0
Days

18-Jun-2007
Status Date

AZ
State

WAES0704USA03109
Mfr Report Id

Information has been received from a Nurse Practitioner concerning a 21 year old female patient with penicillin allergy who on 02-MAR-2007 was vaccinated IM
with a first dose of Gardasil. The NP reported that the patient had genital warts after receiving the Gardasil. On 19-MAR-2007 she first had itching and irritation.
On 21-MAR-2007 she was examined and had both bacterial vaginosis and yeast infection. On 19-MAR-2007 she was treated with Diflucan and on 21-MAR-
2007 she was treated with Flagyl. On 16-APR-2007 the genital warts were visually confirmed during the examination. The patient had tested positive for serum
human papillomavirus prior to the vaccination. The patient's genital wart was persisting. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Penicillin allergyPrex Illness:

laboratory test - Positive for HPV 43 laboratory test  - positive for HPV 51 serum HPV 6 - positive serum octavalent  HPV 11 - positive serum octavalent HPV 18
- positive

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

279228-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anogenital warts, Fungal infection, Pruritus, Skin irritation, Vaginal candidiasis, Vaginitis bacterial

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Jan-2007
Vaccine Date

03-Feb-2007
Onset Date

9
Days

14-Jun-2007
Status Date

--
State

WAES0704USA03117
Mfr Report Id

Information has been received from an advanced practice nurse (APN), concerning a 20 year old female student, who on 25-JAN-2007 was vaccinated with the
first dose, 0.5ml, IM, of Gardasil (Lot #654702/0011U). On 03-FEB-2007, nine days after the vaccination was administered, the patient developed a paroxysmal
cough, described by th APN as "almost laryngeal spasms, lasting 5 to 120 minutes, 4 days per week." The patient visited the ER three times, and treatment
included Lortab 10mg, Phenergan 25mg, epinephrine SQ twice, breathing treatment with albuterol three times daily, Valium, Xanax, Ativan, with no reported
relief of the symptoms. An ear, nose and throat exam and a neurological exam were both normal (date unspecified). The APN stated the symptoms lasted for
"6 weeks" and then resolved (approximately 17-MAR-2007). On 26-MAR-2007, the patient was vaccinated with the second dose, 0.5ml, IM, of Gardasil (Lot
#654702/0011U). The APN reported that once again, 9 days after the vaccine was administered (04-APR-2007), the patient experienced paroxysmal cough. At
the time of this report, the patient has not recovered, and was still receiving treatment (unspecified). Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

ears, nose, and throat - Normal neurological - Normal
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

279229-1

15-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cough

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0011U 1 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Feb-2007
Vaccine Date

20-Feb-2007
Onset Date

0
Days

14-Jun-2007
Status Date

CA
State

WAES0704USA03189
Mfr Report Id

Information has been received from a physician's assistant (PA), concerning a 21 year old female patient, who on 20-FEB-2007 was vaccinated with the first
dose of Gardasil (Lot #653736/0689F). Concomitant therapy included hormonal contraceptives (unspecified). On 20-FEB-2007, following the vaccination, the
patient experienced itching from head to toe for 3-4 days, but no rash was present. Treatment involved Benadryl. On approximately 24-FEB-2007 (after "3-4
days"), the patient recovered. The PA felt that the itching was "from the vaccination" and related to therapy with Gardasil. Additional information has been
requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

279230-1

15-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus generalised

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0689F 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2130
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Apr-2007
Vaccine Date

09-Apr-2007
Onset Date

0
Days

14-Jun-2007
Status Date

TX
State

WAES0704USA03191
Mfr Report Id

Information has been received from a physician concerning a 15 year old female who on approximately 09-APR-2007 was vaccinated with Gardasil. In April
2007, the patient experienced a crescent shaped burn-like area, over a small hematoma about 1 centimeter in diameter at the injection site. No pain was noted.
It was reported that the patient sought unspecified medical attention. It was also reported that the patient is recovering at this time. Additional information has
been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

279231-1

15-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site haematoma, Injection site reaction

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Jun-2007
Status Date

--
State

WAES0704USA03252
Mfr Report Id

Information has been received from a LPN concerning her 14 year old daughter who was vaccinated with Gardasil. There was no concomitant medication.
Subsequently, the patient experienced nausea. The patient sought unspecified medical attention. Addition information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

279232-1

15-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Dec-2006
Vaccine Date

14-Dec-2006
Onset Date

5
Days

14-Jun-2007
Status Date

--
State

WAES0704USA03438
Mfr Report Id

Information has been received via the Merck pregnancy registry, from a nurse practitioner (NP), concerning a 22 year old female patient, who on 09-OCT-2006
was vaccinated with the first dose, 0.5ml, IM, of Gardasil (Lot #653735/0688F), and on 09-DEC-2006 was vaccinated with the second dose, 0.5ml, IM, of
Gardasil (Lot #654389/0961F). There was no concomitant medication. The NP reported that the patient is now pregnant; the date of the LMP was 14-DEC-
2006, with an estimated date of delivery on 20-Sep-2007. A blood test confirmed the pregnancy. The NP reported that the patient had developed "some
bleeding during pregnancy." The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 12/14/2006)Prex Illness:

serum beta-human - Pregnant

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

279233-1

15-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Antepartum haemorrhage, Drug exposure during pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0961F 1 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Jan-2007
Vaccine Date

29-Jan-2007
Onset Date

0
Days

14-Jun-2007
Status Date

--
State

WAES0704USA03449
Mfr Report Id

Information has been received from a certified medical assistant concerning a 17 year old female with hypersensitivity who on 29-Jan-2007 was vaccinated with
a first dose of Gardasil (lot# 654741/1208F). Concomitant therapy included cough, cold, and flu therapies (unspecified). On 29-JAN-2007 the patient
experienced dizziness and nausea and sought unspecified medical attention. Subsequently, the patient recovered from the dizziness and nausea within a few
hours of vaccinations. The patient was subsequently vaccinated with her second dose of Gardasil on 16-APR-2007. Additional information has been requested.

Symptom Text:

cough, cold, and flu therapiesOther Meds:
Lab Data:
History:

HypersensitivityPrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

279234-1

15-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1208F 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Apr-2007
Vaccine Date

01-Apr-2007
Onset Date

0
Days

14-Jun-2007
Status Date

--
State

WAES0704USA03464
Mfr Report Id

Information has been received from a nurse practitioner, via a company representative, concerning a 16 year old female patient, who in April 2007, was
vaccinated with a dose of Gardasil. Concomitant therapy included Menactra and Vaqta. The nurse practitioner stated that the patient "fainted after she received
the Gardasil vaccination. " The "patient was given liquids to drink and something to eat, and she was fine." Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

279235-1

15-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Apr-2007
Vaccine Date

10-Apr-2007
Onset Date

0
Days

14-Jun-2007
Status Date

MA
State

WAES0704USA03491
Mfr Report Id

Information has been received from a physician, concerning a 12 year old female patient who on 10-APR-2007, was vaccinated with the first dose,  0.5ml, IM,
of Gardasil (Lot #656051/0244U). There was no concomitant medication. The physician reported that the patient developed pruritus at the injection site within
minutes of the vaccine administration. Treatment included Benadryl. At the time of this report, the physician confirmed that the patient had recovered (date not
specified). Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

279236-1

15-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pruritus

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0244U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2136
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Apr-2007
Vaccine Date

13-Apr-2007
Onset Date

1
Days

14-Jun-2007
Status Date

--
State

WAES0704USA03493
Mfr Report Id

Information has been received from a physician's assistant (PA), concerning a 25 year old female patient with asthma and acne, who on 12-APR-2007 was
vaccinated IM in the left deltoid, with the first dose, 0.5ml, of Gardasil (Lot #657621/0387U). Concomitant therapy included Nuvaring, Accutane and albuterol.
On 13-APR-2007 the patient developed a lump in her left axilla, though the PA there was no swelling or redness present. Treatment consisted of warm soaks
and Motrin. At the time of this report, the patient had not recovered. Additional information has been requested.

Symptom Text:

albuterol NUVARING ACCUTANEOther Meds:
Lab Data:
History:

Asthma AcnePrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

279237-1

15-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Axillary mass

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0387U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2137
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Apr-2007
Vaccine Date

16-Apr-2007
Onset Date

0
Days

14-Jun-2007
Status Date

--
State

WAES0704USA03508
Mfr Report Id

Information has been received from a Nurse Practitioner (N.P.) concerning a 25 year old female patient who on 16-APR-2007 was vaccinated IM with a first
dose of Gardasil. Concomitant therapy included Strattera. On 16-APR-2007 the patient experienced dizziness and headache. The headache was resolved
when patient awoke the next day. The patient's dizziness persisted. Unspecified medical attention was sought. The patient had not recovered. Additional
information has been requested.

Symptom Text:

STRATTERAOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

279238-1

15-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Headache

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2138
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Jun-2007
Status Date

FL
State

WAES0704USA03537
Mfr Report Id

Information has been received from a physician concerning a 19 year old female patient who was vaccinated with a dose of Gardasil. The patient experienced
joint pain after getting the injection. Unspecified medical attention was sought. Patient's outcome was unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

279239-1

15-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2139
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jan-2007
Vaccine Date

19-Jan-2007
Onset Date

1
Days

14-Jun-2007
Status Date

MN
State

WAES0704USA03595
Mfr Report Id

Information has been received from the mother of a 14 year old female with no pertinent medical history or drug reactions/allergies, who on 18-JAN-2007 was
vaccinated with Gardasil (0.5 ml). There was no concomitant medication. On 19-JAN-2007 the patient experienced hives, vomiting, dizziness and weight loss.
At the time of this report, the patient's hives, vomiting, dizziness and weight loss persisted. Unspecified medical attention was sought and it was reported that
the patient underwent blood tests (results not provided). Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory  - results not provided
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

279240-1

15-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Urticaria, Vomiting, Weight decreased

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2140
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Apr-2007
Vaccine Date

17-Apr-2007
Onset Date

0
Days

14-Jun-2007
Status Date

CA
State

WAES0704USA03609
Mfr Report Id

Information has been received from a physician concerning a female patient with aspirin allergy who on 17-APR-2007 was vaccinated with a first dose of
Gardasil. On 17-APR-2007 the patient developed facial flushing with red cheeks and ears after receiving the injection. The patient was administered Benadryl
and her symptoms resolved within 10 minutes. The patient was fully recovered. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Drug hypersensitivityPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279241-1

15-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Flushing

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2141
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Feb-2007
Vaccine Date

19-Feb-2007
Onset Date

0
Days

14-Jun-2007
Status Date

CT
State

WAES0704USA03658
Mfr Report Id

Information has been received from a healthcare worker concerning a 15 year old female with no pertinent medical history or drug reactions/allergies, who on
19-FEB-2007 was vaccinated intramuscularly with Gardasil. There was no concomitant medication. On 19-FEB-2007, with a few hours of receiving the vaccine,
the patient developed hives. Unspecified medical attention was sought, and the patient took Benadryl for the symptoms. The hives subsequently resolved.
Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

279242-1

15-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2142
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Jun-2007
Status Date

--
State

WAES0704USA03682
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with Gardasil (date and dose not provided). Subsequently at an
unspecified time, the patient had a Pap smear that tested positive for HPV 6 and HPV 11. It was also reported that the patient experienced a break out of
genital warts not long after vaccination with HPV. It was reported that the patient sought unspecified medical attention. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

serum prostatic acid - HPV6 HPV11
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279243-1

05-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anogenital warts, Papilloma viral infection

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2143
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Jun-2007
Status Date

--
State

WAES0704USA03717
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with Gardasil. Subsequently the patient experienced a small red rash
at the injection site. The patient outcome was not reported and the patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279244-1

15-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Injection site rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2144
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Mar-2007
Vaccine Date

01-Mar-2007
Onset Date

0
Days

14-Jun-2007
Status Date

--
State

WAES0704USA03724
Mfr Report Id

Information has been received from a physician's assistant concerning a 13 year old female with seasonal allergy who in March 2007, was vaccinated IM with
the first 0.5 mL dose of Gardasil. The physician's assistant reported that within 21 days of vaccination the patient developed bilateral axillary lymph node
swelling. Multiple nodes were noted bilaterally. The patient was treated with Zithromax for three days. Unspecified laboratory tests were obtained; all reported
as normal. The patient recovered within 1-2 weeks of Zithromax therapy. It was reported that the opposite side of vaccination resolved first, "in several days,"
then the side of vaccination resolved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Seasonal allergyPrex Illness:

diagnostic laboratory 03?/??/07 - all labs normal

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

279245-1

15-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Lymphadenopathy

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2145
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Jun-2007
Status Date

--
State

WAES0704USA03730
Mfr Report Id

Information has been received from a consumer concerning her daughter who was vaccinated with the first and second doses of Gardasil. The consumer
reported that a week after the second vaccination, her daughter's pap test came back HPV positive. No further information was provided. Additional information
has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Pap test  - HPV positive
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279246-1

15-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Human papilloma virus test positive

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2146
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Apr-2007
Vaccine Date

09-Apr-2007
Onset Date

0
Days

23-May-2007
Status Date

FR
State

WAES0705SGP00004
Mfr Report Id

Information has been received from a physician concerning a female who on 09-APR-2007 was vaccinated with the first dose of Gardasil. Subsequently the
patient was found to be 9 weeks pregnant when she came back for her second booster dose. The patient's last menstrual period was 01-MAR-2007. The
patient did not experience any other adverse effect. Subsequently, on 02-MAR-2007, the patient had an abortion. Upon internal review, this report was
considered an other important medical event. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 01Mar07)Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279247-1

23-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion, Drug exposure during pregnancy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2147
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jan-2007
Vaccine Date

01-Jan-2007
Onset Date

0
Days

23-May-2007
Status Date

MO
State

WAES0705USA02247
Mfr Report Id

Information has been received from the physician's office manager concerning a female who in January 2007, was vaccinated with her first dose of Gardasil. In
January 2007, after the patient was vaccinated, she walked to the front of the office and "passed out and hit her head on the floor". The patient was taken by
ambulance to the hospital where she was admitted with a possible concussion. The patient outcome was not reported. The reporting office manager considered
the event to be an other important medical event. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279248-1 (S)

23-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Concussion, Head injury, Loss of consciousness

 HOSPITALIZED, SERIOUS

Other Vaccine
22-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2148
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-May-2007
Vaccine Date

09-May-2007
Onset Date

1
Days

23-May-2007
Status Date

CA
State

WAES0705USA02623
Mfr Report Id

Information has been received from a nurse practitioner concerning a 21 year old female who had a biopsy on 08-MAY-2007 (reason not reported) and was
also vaccinated with Gardasil at 8:00 pm. Concomitant therapy included ethinyl estradiol (+) norethindrone acetate (LOESTRIN). On 09-MAY-2007 the patient
became paralyzed from the neck down while at school and was taken to the emergency room by ambulance. Upon internal review, paralyzed from the neck
down was considered to be an other important medical event. Additional information has been requested.

Symptom Text:

LoestrinOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Biopsy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

279249-1

23-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Paralysis

 ER VISIT, NOT SERIOUS

Other Vaccine
22-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2149
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Apr-2007
Vaccine Date

20-Apr-2007
Onset Date

1
Days

23-May-2007
Status Date

WA
State

WAES0705USA02873
Mfr Report Id

Information has been received from a health professional concerning a 23 year old black/white female receptionist with asthma (diagnosed at the age of 5 year
old) and outdoor allergies who on 19-APR-2007 at 01:15 (AM or PM not reported) was vaccinated IM in left arm deltoid with a first dose of Gardasil lot
#655849/0263U. Concomitant therapy included montelukast sodium (MSD) loratadine (+) pseudoephedrine sulfate (LORATIDINE D) and albuterol sulfate
(VENTOLINE (albuterol sulfate)). On 20-APR-2007, Friday night at 11:00 PM patient woke up with short of breath. Her rescue inhaler did not help so she used
her nebulizer. On 21-APR-2007 she used her nebulizer again around 6:30 AM and through out that day 4 to 6x. On 22-APR-2007, Sunday she did 6 nebulizer
treatment within one-two hours before being admitted at the hospital. In the hospital she had additional nebulizer treatment (10+) times and steroid injections.
Patient stated that this was her worst asthma attack since being diagnosed. Patient recovered. Additional information is not expected.

Symptom Text:

VENTOLINE (ALBUTEROL SULFATE, LORATIDINE D, SINGULAIROther Meds:
Lab Data:
History:

Asthma; HypersensitivityPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

279250-1 (S)

23-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthma, Condition aggravated, Dyspnoea

 ER VISIT, HOSPITALIZED, SERIOUS

Other Vaccine
22-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0263U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2150
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Sep-2006
Vaccine Date

11-May-2007
Onset Date

240
Days

23-May-2007
Status Date

--
State

WAES0705USA02904
Mfr Report Id

Information has been received from a registered nurse for the pregnancy registry for Gardasil, concerning a 26 year old female with a drug reaction/allergy to
Wellbutrin, factor v laiden mutation/clotting disorder, prothrombin mutation, bipolar disorder, seizure disorder and Mthfr and a history of pulmonary embolism
and multiple deep vein thrombosis and herpes virus infection who on 13-SEP-2006 was vaccinated with her first Gardasil 0.5 ml IM (lot # 653735/0688F).
Concomitant therapy included Coumadin, Topamax and clonazepam. The nurse stated that the patient was very non-complaint and never returned for the
second or third dose of the vaccine. On 16-APR-2007, the patient was found to be pregnant which was confirmed by ultrasound and a pregnancy test. The
patient's last menstrual period, gestational age or due date were not reported. On 11-MAY-2007 the patient experienced spontaneous miscarriage which was
confirmed by ultrasound. The patient sought unspecified medical attention. The patient was not hospitalized. Upon internal review, spontaneous miscarriage
was determined to be an other important medical event. Additional information has been requested.

Symptom Text:

Clonazepam, Topamax, CoumadinOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = Unknown); Drug hypersensitivity; Factor V Leiden mutation; 5-alpha reductase deficiency; Prothrombin levelPrex Illness:

ultrasound 04/16/07 - + pregnancy confirmed, ultrasound 05/11/07 - positive miscarriage, beta-human chorionic 04/16/07 - + pregnancy confirmed
Pulmonary embolism; Deep vein thrombosis; Herpes virus infection

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

279251-1

23-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy, Inappropriate schedule of drug administration

 ER VISIT, NOT SERIOUS

Other Vaccine
22-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0688F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2151
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Apr-2007
Vaccine Date

13-Apr-2007
Onset Date

0
Days

23-May-2007
Status Date

--
State

WAES0705USA03002
Mfr Report Id

Information has been received from a nurse practitioner concerning a 15 year old female with no pertinent medical history or history of drug reactions/allergies,
who on 13-APR-2007 was vaccinated with the first dose of Gardasil, 0.5 ml, IM, right deltoid (lot # 653978/0955F). There was no concomitant medication. The
patient was in the waiting room for 5 to 10 minutes post injection when she experienced loss of coloration and had difficulty breathing and swallowing. The
patient felt like her throat was closing up. The patient was administered an EPI (epinephrine) injection and stayed in the office for 45 minutes. The events
improved after the epinephrine injection and was considered to have recovered from loss of coloration, difficulty breathing, difficulty swallowing and throat
closing up. The nurse practitioner considered the events to be an other important medical events and to be life threatening. Additional information has been
requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

279252-1 (S)

23-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dysphagia, Dyspnoea, Pallor, Throat tightness

 ER VISIT, LIFE THREATENING, SERIOUS

Other Vaccine
22-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0955F 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2152
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Mar-2007
Vaccine Date

26-Mar-2007
Onset Date

0
Days

29-May-2007
Status Date

NY
State Mfr Report Id

Pt became shaky, with hives on left arm at injection site and spread to R arm and chest.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Biaxin rash

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

279259-1

29-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site urticaria, Tremor, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
22-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 12/08F 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2153
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Apr-2007
Vaccine Date

07-Apr-2007
Onset Date

2
Days

29-May-2007
Status Date

AZ
State Mfr Report Id

Patient received Gardasil vaccine 4/5/07 and 2 days later developed fever to 103 body aches, sore throat, nausea, headache.Symptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

acne

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

279263-1

29-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Nausea, Pain, Pharyngolaryngeal pain, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2154
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-May-2007
Vaccine Date

18-May-2007
Onset Date

2
Days

29-May-2007
Status Date

MN
State Mfr Report Id

RCV'd vaccine 5/16/07. Pain at site 5/17/07 school nurse called because 2 1/2 inch red raised spot at site of vaccine. No fever, no red streaks, no purulent
discharge.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
ADD combined type

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

279264-1

29-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-May-2007

Received Date

Prex Vax Illns:

VARCEL
MNQ
HPV4

MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.

0367U
U2228AA
0387U

1
0
0

Left arm
Right arm
Left arm

Subcutaneously
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 2155
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-May-2007
Vaccine Date

14-May-2007
Onset Date

0
Days

31-May-2007
Status Date

NC
State Mfr Report Id

1. Syncope shortly after with head injury (contusion) had CT scan in ER next day which was ok. 2. Fever next day (101.2)Symptom Text:

LEXAPROOther Meds:
Lab Data:
History:

Allergic rhinitis, sinusitisPrex Illness:

CT Scan of head and skull X-ray (-) (obtained secondary to fall/ head injury)
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

279265-1

01-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Head injury, Pyrexia, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
22-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0181U 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2156
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-May-2007
Vaccine Date

04-May-2007
Onset Date

1
Days

31-May-2007
Status Date

IL
State Mfr Report Id

Received Gardasil on 5-3-07. Also was provided prescription for Elimite cream. Cream applied on the pm of 5-3-07. Child awoke w/diffuse hives on 5-4-07.Symptom Text:

Other Meds:
Lab Data:
History:

ScabiesPrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

279266-1

01-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 NO CONDITIONS, NOT SERIOUS

Related reports:   279266-2

Other Vaccine
22-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1425F 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2157
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-May-2007
Vaccine Date

04-May-2007
Onset Date

1
Days

10-Jan-2008
Status Date

IL
State Mfr Report Id

Diffuse urticaria.  Given Axid, Zyrtec & Depomedrol.  2 days later recurred.  Received 2nd dose Depomedrol.Symptom Text:

Elimito creamOther Meds:
Lab Data:
History:

ScabiesPrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

279266-2

10-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Related reports:   279266-1

Other Vaccine
04-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1425F 0 Left arm Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Apr-2007
Vaccine Date

Unknown
Onset Date Days

30-May-2007
Status Date

PA
State Mfr Report Id

Upset stomach, diarrhea, nausea all symptoms started just a few days after I received the Gardasil vaccine.Symptom Text:

Other Meds:
Lab Data:
History:

A few days after the vaccinationPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

279267-1

30-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Diarrhoea, Nausea, Stomach discomfort

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0244U 0 Left arm Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-May-2007
Vaccine Date

04-May-2007
Onset Date

1
Days

31-May-2007
Status Date

NY
State Mfr Report Id

Approximately 16 hrs after receiving 2nd dose of Gardasil, patient experienced flu-like symptoms of chills, muscle/ joint aches, headache, nausea. Four days
later, still has lethargy, malaise and muscle spasms in arm.

Symptom Text:

Oral contraceptiveOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

279273-1

01-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Chills, Headache, Influenza like illness, Lethargy, Malaise, Muscle spasms, Myalgia, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0387U 1 Right arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-May-2007
Vaccine Date

19-May-2007
Onset Date

0
Days

31-May-2007
Status Date

NY
State Mfr Report Id

Syncope - lasting 15 seconds (with stiffening but no seizures) resolved spontaneously with conservative care (lying down).Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

279276-1

01-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Musculoskeletal stiffness, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-May-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2277AA
0384U

0
0

Right arm
Left arm

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Nov-2006
Vaccine Date

22-Nov-2006
Onset Date

0
Days

30-May-2007
Status Date

MN
State Mfr Report Id

generalized weakness, difficulty walking, photophobia, nausea.  Started one hour after vaccine administered, lasted rest of day.  Was gone the next morning.
Occurred with first vaccine on 11-22-06 and with the second vaccine on 1-25-07.  Also, after second vaccine only she vomitted one time.

Symptom Text:

ortho evraOther Meds:
Lab Data:

History:
utiPrex Illness:

none, patient did not seek medical attention since it resolved on its own.  She reported symptoms 5-22-07 when she presented to get her 3rd vaccination. 3rd
shot not given.
amoxicillin, latex allergies, recurrent uti's

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

279291-1

30-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Gait disturbance, Nausea, Photophobia, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-May-2007

Received Date

Prex Vax Illns:

HPV4
FLU

MERCK & CO. INC.
SANOFI PASTEUR

0688F
62244AA

0
0

Left arm
Right arm

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-May-2007
Vaccine Date

07-May-2007
Onset Date

0
Days

24-May-2007
Status Date

MO
State

200701717
Mfr Report Id

Initial report received on 10 May 2007 from a health care professional. A 15-year-old female patient, with no known past medical history, had received a left
deltoid, intramuscular injection of Menactra, lot number U2228AA; and a right deltoid, intramuscular injection of Gardasil, lot number 0389U; on 07 May 2007.
On the same day following vaccination, the patient "passed out" and fell to the floor. She was unresponsive for approximately 40 seconds. The patient did not
experience any respiratory distress, and the event fully resolved without medical intervention.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

The patient had no illness at the time of vaccination and had no known pre-existing medical conditions.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

279313-1

24-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Fall, Loss of consciousness, Unresponsive to stimuli

 ER VISIT, NOT SERIOUS

Other Vaccine
23-May-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2228AA
0389U

Left arm
Right arm

Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-May-2007
Vaccine Date

09-May-2007
Onset Date

7
Days

30-May-2007
Status Date

HI
State Mfr Report Id

Receive vaccine 5/2/07 L deltoid. No initial reaction (no fever, pain, swelling at site). On 5/9/07 noticed painful swelling L deltoid with redness, increased to
maximum size evening 5/9/07. Pt seen on 5/10/07 and had 2 1/2 cm subcutaneous erythematous area of induration - mobile, mildly tender on left deltoid (pt
said smaller then previous night). On phone following 5/12/07 pt said swelling almost gone (only small bump - nontender).

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

279317-1

08-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site induration, Injection site pain, Injection site swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
23-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0384U 0 Right arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-May-2007
Vaccine Date

09-May-2007
Onset Date

2
Days

30-May-2007
Status Date

MO
State Mfr Report Id

Vaccination given 05/07/07. Patient reports dizziness and nausea starting 5/09/07 et continues. 5/14/07 redness et hardness noted at injection site. Injection
site s/s worsened 5/15/07. On 5/16/07 site less red with 1.2 cm hardened area noted with slight tenderness.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

279319-1

30-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Injection site erythema, Injection site induration, Injection site pain, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
23-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 03840 0 Right arm Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Mar-2007
Vaccine Date

11-Mar-2007
Onset Date

2
Days

30-May-2007
Status Date

CO
State Mfr Report Id

Received HPV #2 at 1315 on 3/09/07. Did become faint immed after but ok after rest and P liquids. Came to clinic on 3/11/07 eve and reports multiple
symptoms: fatigue, fever, aches, stomach pain and nausea; returned again on 3/12/07. She believes these s/s were due to HPV vacc. TX: CL's and rest.
Refused RX. Labs WNL with Bands Sl increased.

Symptom Text:

Septra, Desogen,Other Meds:
Lab Data:
History:
Prex Illness:

CBC, CMP, SR, F/U test neg and UA done on 3/12/07
HX acne, Asthma, NKDA

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

279321-1

30-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain upper, Band neutrophil count increased, Fatigue, Nausea, Pain, Pyrexia, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
23-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0187U 1 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Feb-2007
Vaccine Date

13-Feb-2007
Onset Date

0
Days

24-May-2007
Status Date

--
State

WAES0702USA02398
Mfr Report Id

Information has been received from a physician through a manufacturer pregnancy registry concerning a 32 year old female with a history of 5 pregnancies and
4 live births (one fetal loss at 16-20 weeks) who on 13-FEB-2007 was vaccinated with the first dose of Gardasil (lot #655619/1427F). Concomitant medication
was not reported. On 13-NOV-2006, an ultrasound was performed results reported were fetal leiometry which corresponds the size and dates. On 04-DEC-
2006, serum alpha-fetoprotein test was performed results were negative. On 13-FEB-2007, after the patient was vaccinated with Gardasil, the physician found
out that the patient was pregnant. The physician reported that the pregnancy was normal to date. Follow-up information has been received from a physician.
On 13-JAN-2007, an ultrasound performed showed adequate fetal growth since last sonography and fetal anatomy appears to be normal. On 13-APR-2007, an
ultrasound performed showed biophysical profile 8/8, AFI 20.5 cm, S/D ratio 2.71, cervical length 4.44cm. On 23-APR-2007, an ultrasound performed showed
adequate fetal growth since last ultrasound AFI 12.1 cm. On 24-APR-2007, the patient was diagnosed with intrauterine fetal demise and a female infant was
delivered on 26-APR-2007 at 06:40, 3.235 kg. The placenta and cord were sent to pathology with no pathological diagnosis. Autopsy was refused. Clinically
fetal death was due to cord accident, long umbilical cord, around body once and legs twice. Upon internal review, intrauterine fetal demise and umbilical cord
complication were considered to be other important medical events. Additional ifnormation is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Prex Illness:

ultrasound 11/13/06 - fetal leiometry for size and dates, ultrasound 01/13/07 - adequate fetal growth since last ultrasound, fetal anatomy appears to be normal,
ultrasound 04/13/07 - decreased fetal movements, threatened preterm labor, biop
Intra-uterine death

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
32.0

279328-1

31-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Inappropriate schedule of drug administration, Intra-uterine death, Medication error, Umbilical cord abnormality

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
23-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1427F 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Jan-2007
Vaccine Date

01-Feb-2007
Onset Date

29
Days

24-May-2007
Status Date

--
State

WAES0705USA02428
Mfr Report Id

Information has been received from a physician concerning a 15 year old female with no pertinent medical history or known drug reactions or allergies who on
03-JAN-2007 was vaccinated with Gardasil 0.5 ml injection. In February 2007, the patient experienced heavy menstrual bleeding, nose bleeds and eye
problems and was hospitalized for four days (admittance and discharge dates not reported), and while hospitalized was diagnosed with Evans syndrome. The
patient needed a blood transfusion. The patient's Evans syndrome persisted. There was no product quality complaint. Additional information has been
requested. 06/06/07-records received from facility for DOS 5/7-5/10/07. DC DX: Evan's Syndrome, immune thrombocytopenia and anemia. Prolonged episode
of epistaxis. HX: Nosebleeds frequently since age of 3 or 4. In last 4 weeks have increased in frequency 6-7 times per day, harder to stop. Prior to admission
nosebleed from 21:30 through 9:30 with nausea and bloody emeses. HX of bruising easily. Menses 3 days longer in duration and heavier with clotting and
clumps. Petechia on lower extremities, more tired or fatigued. Feels faints if she stands up too quickly. Black out this morning. Fell.  Follow up visits 5/17/07:
Impression Evan's Syndrome, Strong family history of autoimmunity. Abnormal labs including positive ANA, low complement.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Prex Illness:

Unknown records received 6/6/07-On admission platelets 4, smear showed no blasts, large in size. Reticulocyte mild hypogammaglobulinemia and positive
direct Coombs. Trasnfusions of platelets. Bone marrow results were within normal limits w
None records received 6/6/07-nosebleeds

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

279329-1 (S)

12-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Autoimmune thrombocytopenia, Contusion, Epistaxis, Evans syndrome, Eye disorder, Fall, Fatigue, Idiopathic thrombocytopenic purpura, Menorrhagia,
Petechiae, Syncope, Transfusion

 ER VISIT, HOSPITALIZED, SERIOUS

Other Vaccine
23-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-May-2007
Vaccine Date

18-May-2007
Onset Date

2
Days

24-May-2007
Status Date

MO
State Mfr Report Id

Pt. Having Symptoms of Guillain-Barre syndrome.  Physicians office notified because of pt. hx. of this disease and they did nothing about it just blew us off.  I
them took her to see her neurologist and he said she should never have received this vaccine.  Clinic never gave pt. any info. on vaccine reactions until after
vaccine was given  Clinic is pt.  primary care  physician so they are aware of her previous condition of GBS. Pt was having pain in arms and legs first c/o was
seen in office by Dr.  Melanie Grgurich and told not to worry about it next day experienced weakness in legs and was examined bye her neurologist. 6/21/07-
office record received for DOS 5/22/07-Assessment:myalgias, arthralgias, limb pain and fatigue. Suspect this is a vaccine related adverse reaction. Suspect
that patient does not have Guillain Barre syndrome. Reflexes normal. No signs of sensory loss in examination. Complained of joint pains, muscle aches, feeling
tired and also felt unsteady when she took her antihistamine mediction. Feeling pains very freuently on first few days after injection peaked on weekend
subsided since Monday. Currently here for a follow up visit because there were concerns if she has a relapse of her GBS which was diagnosed in Frebruary
2006.

Symptom Text:

Other Meds:
Lab Data:

History:

Prex Illness:

We are watching her symptoms to see if they progress into GBS.  Labs done and muscle testing and neurological exam performed bye the neurologist.
6/21/07-records received  ESR and CRP normal.
Guillain-Barre Syndrome diagnosed 2-13-06 Pt. released from Neurologists care in March. 6/21/07-records received-Currently here for a follow up visit because
there were concerns if she has a relapse of her GBS which was diagnosed in Frebruary 2006.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

279407-1 (S)

21-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Condition aggravated, Fatigue, Muscular weakness, Myalgia, Pain in extremity

 ER VISIT, LIFE THREATENING, SERIOUS

Related reports:   279407-2;  279407-3

Other Vaccine
23-May-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2225AA
0188U

0
0

Right arm
Left arm

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 2169
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-May-2007
Vaccine Date

18-May-2007
Onset Date

2
Days

03-Aug-2007
Status Date

--
State

200702573
Mfr Report Id

This case was received from another manufacturer (reference number WAES0707USA00713/VAERS # 279407) on 19 July 2007. The following information is
verbatim as it appears in the other manufacturer's report: This report was identified from a line listing obtained on request by the Company from the FDA under
the Freedom of Information Act. A 16 year old female with Guillain-Barre syndrome (diagnosed 13-FEB-2006) experienced aggravated Guillain-Barre syndrome
(GBS), arthralgia, myalgia, fatigue, muscular weakness, and pain in arms and legs. It was reported that on 16-MAY-2007, the patient was vaccinated in the left
arm with the first dose of Gardasil (lot 4657006/0188U) and vaccinated in the right arm with a dose of Menactra (lot #U2225AA). On 18-MAY-2007, the patient
began to experience pain in her arms and legs, arthralgia, myalgia, fatigue and aggravated GBS. The patient was seen by her primary care physician, and
subsequently was told 'not to worry about it.' The following day, the patient experienced weakness in the legs. On 22-MAY-2007, the patient was examined by
her neurologist. The neurologist's assessment was as follows: 'myalgias, arthralgias, limb pain and fatigue. Suspect this is a vaccine related adverse event
reaction. Suspect the patient does not have Guillain-Barre syndrome.  Reflexes normal. No signs of sensory loss in examination. Complained of joint pains,
muscle aches, feeling tired and also felt unsteady when she took her antihistamine medication. Feeling pains very frequently on first few days after injection,
peaked on weekend, subsided since Monday. Currently her for follow-up visit because there were concerns it she has a relapse of her GBS which was
diagnosed in February 2006. Unspecified labs and muscle testing were performed on the patient. Erythrocyte sedimentation rate (ESR) and C-reactive Protein
(CRP) were noted to be normal. The patient's symptoms were being watched to see if they progress into GBS. The patient's outcome was unknown. The listing
indicated that one or more of the event

Symptom Text:

ANTIHISTAMINEOther Meds:
Lab Data:
History:
Prex Illness:

On 22 May 2007: Reflexes normal, no sign of sensory loss. On May 2007: serum C reactive protein- normal; Erythrocyte sedimentation rate: normal.
Guillain-Barre syndrome (diagnosed on 13-Feb-2006)

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

279407-2 (S)

03-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Balance disorder, Fatigue, Muscular weakness, Myalgia, Pain in extremity

 LIFE THREATENING, SERIOUS

Related reports:   279407-1;  279407-3

Other Vaccine
02-Aug-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2225A
0188U 0

Right arm
Left arm

Unknown
Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-May-2007
Vaccine Date

18-May-2007
Onset Date

2
Days

10-Aug-2007
Status Date

--
State

WAES0707USA00713
Mfr Report Id

This report was identified from a line listing obtained on request by the Company from the FDA under the Freedom of Information Act. A 16 year old female with
Guillain-Barre syndrome (diagnosed 13-FEB-2006) experienced aggravated Guillain-Barre syndrome (GBS), arthralgia, myalgia, fatigue, muscular weakness,
and pain in arms and legs. it was reported that on 16-MAY-2007, the patient was vaccinated in the left arm with the first dose of Gardasil (lot #657006/0188U)
and vaccinated in the right arm with a dose of MENACTRA (lot #U2225AA). On 18-MAY-2007, the patient began to experience pain in her arms and legs,
arthralgia, myalgia, fatigue and aggravated GBS. The patient was seen by her primary care physician, and subsequently, was told "not to worry about it." The
following day, the patient experienced weakness in the legs. On 22-MAY-2007, the patient was examined by her neurologist. The neurologist's assessment was
as follows: "myalgias, arthralgias, limb pain and fatigue. Suspect this is a vaccine related adverse reaction. Suspect the patient does not have Guillain-Barre
syndrome. Reflexes are normal. No signs of sensory loss in examination. Complained of joint pains, muscle aches, feeling tired and also felt unsteady when
she took her antihistamine medications. Feeling pains very frequently on first few days after injection, peaked on weekend, subsided since Monday. Currently
here for follow-up visit because there were concerns if she has a relapse of her GBS which was diagnosed in February 2006." Unspecified labs and muscle
testing were performed on the patient. Erythrocyte sedimentation rate (ESR) and C-reactive protein (CRP) were noted to be normal. The patient's symptoms
were being watched to see if they progress into GBS. The patient's outcome was unknown. The listing indicated that one or more of the events was considered
to be immediately life-threatening. The original reporting source was unknown. No further information is available. A standard lot check investigation was
performed. All in-process qualit

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Guillain-Barre syndromePrex Illness:

Neurological 05/22/07 - Reflexes normal. No signs of sensory loss. Diagnostic laboratory 05?/??/07 - results not reported. Erythrocyte 05?/??/07 - normal,
serum C-reactive 05?/??/07 - normal

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

279407-3 (S)

10-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Condition aggravated, Fatigue, Guillain-Barre syndrome, Muscular weakness, Myalgia, Pain in extremity

 ER VISIT, LIFE THREATENING, SERIOUS

Related reports:   279407-1;  279407-2

Other Vaccine
09-Aug-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2225AA
0188U

0
0

Unknown
Unknown

Unknown
Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Nov-2006
Vaccine Date

26-Dec-2006
Onset Date

26
Days

24-May-2007
Status Date

--
State

WAES0702USA04650
Mfr Report Id

Information has been received from a registered nurse through the manufacturer pregnancy registry concerning a 26 year old female patient, with a "history of
asthma in 1999," who on 30-NOV-2006 was vaccinated with the first dose, 0.5ml, of Gardasil. The nurse stated that the patient reported she was "5 weeks
pregnant" on 30-JAN-2007. Pregnancy was confirmed via pregnancy test (not specified). The approximate date of conception was 26-DEC-2006, with an
estimated due date of 02-OCT-2007. On 22-FEB-2007, at approximately 8 weeks of pregnancy, the patient "had a miscarriage." The patient went to the
emergency room (ER) on 22-FEB-2007 due to the miscarriage, but she was not admitted. On 23-FEB-2007, the patient had a dilatation & curettage (D & C)
performed. The nurse reported that the patient "was not seen in the physician office for her pregnancy," and added that she "had recovered from the events"
(date not specified). Upon internal review, miscarriage was determined to be an other important medical event. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

beta-human chorionic 01/30/07 5 weeks pregnant
Asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

279424-1

24-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy, Surgery, Uterine dilation and curettage

 ER VISIT, NOT SERIOUS

Other Vaccine
23-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2172
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-May-2007
Vaccine Date

16-May-2007
Onset Date

0
Days

29-May-2007
Status Date

CA
State Mfr Report Id

Weakness of legs, upper extremity, facial weakness rash all over body - was diagnosed with GB syndrome and hospitalized for IVIG and LP 7/25/07-records
received -DX: Guillain Barre. Day before admission 5/18/07-developed macular papular rash on face and headache pain in both legs, shortness of breath.
Admitted on 5/19/07-  Unsuccessful spinal tap. Treated with IVIG and there was no progressive loss of muscle tone no loss of sensation. Good muscle tone

Symptom Text:

noneOther Meds:
Lab Data:

History:
nonePrex Illness:

CBC LP-failed records received 7/25/07-WBC 13.9, neutrophils 79. ESR26 5/28/08-lab reports received-WBC elevated 13.9, neutropohil percentage increased
79, lymphocyte percentage decreased 14. ESR elevated 26. CRPQN increased 1424. LP atte
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

279425-1 (S)

28-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dyspnoea, Facial paresis, Guillain-Barre syndrome, Headache, Muscular weakness, Pain in extremity, Rash maculo-papular

 HOSPITALIZED, SERIOUS

Related reports:   279425-2

Other Vaccine
23-May-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2158AA
1447F

0
1

Right arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 2173
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-May-2007
Vaccine Date

16-May-2007
Onset Date

0
Days

02-Aug-2007
Status Date

--
State

200702574
Mfr Report Id

This case was received from another manufacturer (reference number WAES0707USA00714 / VAERS # 279425) on 19 July 2007. The following information is
verbatim as it appears in the other manufacturer's report: "This report was identified from a line listing obtained on request by the Company from the FDA under
the Freedom of Information Act. A 13 year old female patient, on 16 May 2007, was vaccinated IM in the left arm with a second dose of Gardasil (lot#
655617/1447F) and in the right arm with Menactra (Lot# U2158AA). On 16 May 2007 the patient experienced weakness of her legs and upper extremities,
facial weakness and a rash all over her body. She was diagnosed with Guillain-Barre syndrome, and was hospitalized for intravenous immune globin (IVIG) and
lumbar puncture (LP). The outcome of the event was unknown. The original reporting source was not provided." the patient's medical history and concomitant
medications were unknown.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

279425-2 (S)

19-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Facial paresis, Guillain-Barre syndrome, Immunoglobulins, Lumbar puncture, Muscular weakness, Rash generalised

 HOSPITALIZED, SERIOUS

Related reports:   279425-1

Other Vaccine
01-Aug-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2158A
1447F 1

Right arm
Left arm

Unknown
Intramuscular



10 JUN 2008 06:27Report run on: Page 2174
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Apr-2007
Vaccine Date

14-May-2007
Onset Date

34
Days

01-Jun-2007
Status Date

WI
State Mfr Report Id

Painful, swollen left heel without trauma arthritis left foot.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

C-reactive protein, X-ray foot, CBC with diff, Sedimentation rate
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

279430-1

01-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthritis, Differential white blood cell count, Oedema peripheral, Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
23-May-2007

Received Date

Prex Vax Illns:

TTOX

HPV4

GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

AC52B014BA

0637F 0

Left arm

Left arm

Intramuscular

Intramuscular



10 JUN 2008 06:27Report run on: Page 2175
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Apr-2007
Vaccine Date

18-Apr-2007
Onset Date

0
Days

01-Jun-2007
Status Date

NC
State Mfr Report Id

Approximately 3/4cm nodule at injection siteSymptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

279432-1

01-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site nodule

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
23-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0388U Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2176
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-May-2007
Vaccine Date

17-May-2007
Onset Date

1
Days

01-Jun-2007
Status Date

NY
State Mfr Report Id

Urticarial rash began about 24 hours after vaccines were given patient also had bloodwork drawn after receiving her vaccine. Patient returned to office 2 days
after vaccine was given; rash improved with Benadryl somewhat completely improved with Atarax.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

allergic rhinitis, allergen to ragweed pollen, mites and house dust

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

279433-1

01-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
23-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 2177
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Mar-2007
Vaccine Date

26-Mar-2007
Onset Date

0
Days

25-May-2007
Status Date

--
State

WAES0705USA03775
Mfr Report Id

Information has been received from a nurse practitioner concerning a 13 year old female who on 26-MAR-2007 was vaccinated with Gardasil. On 26-MAR-2007
the patient developed swelling of the arm, arm and chest pain, nausea, vomiting, facial swelling and difficulty breathing. The patient went to the emergency
room and was treated with Phenergan. Subsequently, the patient recovered. The nurse practitioner reported that she never saw this type of reaction before and
that the patient never reacted to any other vaccine. The reporter felt that the swelling of the arm, arm and chest pain, nausea, vomiting, facial swelling and
difficulty breathing were other important medial events. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

279454-1

25-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chest pain, Dyspnoea, Nausea, Oedema peripheral, Pain in extremity, Swelling face, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
24-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0689F Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2178
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-May-2007
Vaccine Date

07-May-2007
Onset Date

0
Days

25-May-2007
Status Date

FR
State

WAES0705AUS00079
Mfr Report Id

Information has been received from the Department of Health as part of a business agreement (manufacturer's number: GARD 2007 05 16 004). As part of the
regular school-based immunisation program funded by the government, several female students was vaccinated with Gardasil vaccine (Lot No. 655743/0313U,
Batch No. J1022, Expiry date August 2009). Subsequently the patients experienced fainting (the patient reported as below does not have a record of fainting
according to follow-up information) and were taken to hospital. It was stated that most of the cases were not serious. The reporter felt that the reactions were
related to therapy with Gardasil (Lot No. 655743/0313U, Batch No. J1022, Expiry date August 2009). Follow-up information was received. At the time of
reporting on 08-MAY-2007, it was stated that all girl have recovered, although some were possibly admitted to hospital overnight. None were intubated. The
provisional diagnosis appeared to be "hysterical reaction." Follow-up information was received from a physician. The patient was a 13 year old female school
girl with no past medical history and no known allergy. After vaccination with Gardasil (Lot No. 655743/0313U, Batch No. J1022, Expiry date August 2009) on
07-MAY-2007, she experienced general weakness. On neurological examination at "approximately 5 - 10 mins" post vaccination, the patient showed right leg
numbness (approximately L2 - L5) and right leg weakness (1/5 power whole leg). She was transferred to emergency department. Treatment was reported as
"observation". No sequelae were reported. At the time of reporting (date not reported), the patient had not yet recovered (also reported as recovered in follow-
up information on 08-MAY-2007). Follow-up information was received via a Surveillance of Adverse Events Following Vaccination in the Community. On 07-
MAY-2007, within minutes of vaccination with Gardasil (Lot No. 655743/0313U, Batch No. J1022, Expiry date August 2009), the patient reported right leg
weakness of 1/5 power, no sensation to pain

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

vital signs 07May07 normal
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

279455-1 (S)

25-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Conversion disorder, Hypoaesthesia, Lethargy, Muscular weakness, Syncope

 HOSPITALIZED, SERIOUS

Other Vaccine
24-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0313U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2179
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Feb-2007
Vaccine Date

22-Feb-2007
Onset Date

1
Days

31-May-2007
Status Date

CA
State Mfr Report Id

Stated temp-(not taken) nausea headache-felt ill all over-Symptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

none
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

279467-1

31-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Malaise, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
24-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0387U 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 2180
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-May-2007
Vaccine Date

18-May-2007
Onset Date

1
Days

31-May-2007
Status Date

WA
State Mfr Report Id

Syncoval episode the day after administrationSymptom Text:

Spironolactone, FluoxetineOther Meds:
Lab Data:
History:

Vaginitis/MLLPrex Illness:

Paracystic ovary

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

279468-1

31-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
24-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0171U 0 Right arm Unknown



10 JUN 2008 06:27Report run on: Page 2181
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-May-2007
Vaccine Date

16-May-2007
Onset Date

0
Days

01-Jun-2007
Status Date

GA
State

NOC006410901
Mfr Report Id

Patient called on 5/17/07 at 10:00 am (24 hours after injection to complain of immediate stinging at injection site followed by slight redness and severe pain.
Difficulty moving arm. Had 1st injection on 3/16/07 with no adverse reaction. (48 hours later still complain of slight soreness).

Symptom Text:

Yasmin 28Other Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.8

279470-1

01-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Injected limb mobility decreased, Injection site erythema, Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
24-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0089U 1 Right arm Unknown



10 JUN 2008 06:27Report run on: Page 2182
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-May-2007
Vaccine Date

17-May-2007
Onset Date

2
Days

01-Jun-2007
Status Date

CA
State Mfr Report Id

5/15/07 Child came in for well child exam visit; receiving Varicella and HPV vaccine. 5/17/07: Doctor visit progress notes read as follows: immunization 2 days
ago, HPV and Varicella. Sibling also here with similar reaction. Temp 97.2F. Physical examination: 1/2 dollar sized area of induration and erythema left arm at
injection site. Adv- Benadryl, rech prn.

Symptom Text:

Retin-A 0.1% Topical creamOther Meds:
Lab Data:
History:

NonePrex Illness:

None ordered
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

279474-1

01-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Body temperature, Injection site erythema, Injection site induration

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
24-May-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

0369U
0384U

1
0

Left arm
Left arm

Subcutaneously
Intramuscular



10 JUN 2008 06:27Report run on: Page 2183
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Apr-2007
Vaccine Date

18-Apr-2007
Onset Date

0
Days

31-May-2007
Status Date

LA
State Mfr Report Id

nausea, vomiting started 2-2 1/2 hours after vaccine administered - continued with nausea through next day - poor appetite. Treated fever with Tylenol. Was
very nervous for injections (reported by mother of pt).

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

279482-1

01-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Decreased appetite, Nausea, Nervousness, Pyrexia, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
24-May-2007

Received Date

Prex Vax Illns:

MNQ
HEP
HEPA

HPV4

SANOFI PASTEUR
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

U2058AA
0032F
AHAVB077CA

0243U

0
1
0

0

Left arm
Left arm

Right arm

Right arm

Intramuscular
Intramuscular
Intramuscular

Intramuscular



10 JUN 2008 06:27Report run on: Page 2184
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Sep-2006
Vaccine Date

14-Sep-2006
Onset Date

0
Days

14-Jun-2007
Status Date

--
State

WAES0704USA03744
Mfr Report Id

Information has been received from a physician's nurse concerning her 14 year old daughter who on 14-SEP-2006 was vaccinated with the first dose Gardasil
(lot #653735/0688F). Concomitant therapy included Fluzone. On 09-NOV-2006, the patient received the second dose of Gardasil (lot653735/0688F). On 21-
MAR-2007, the patient received the third dose of Gardasil (lot #655503/0012U). The nurse reported that after her daughter received all three injections, she
experienced a high fever of 103-104 degrees fahrenheit. The fever resolved each time after about one day. Additional information has been requested.

Symptom Text:

FLUZONEOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

279483-1

15-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pyrexia, Reaction to previous exposure to any vaccine

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0688F Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2185
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
01-Dec-2006
Onset Date Days

14-Jun-2007
Status Date

WI
State

WAES0704USA03900
Mfr Report Id

Information has been received from a registered nurse concerning a female (age not reported) which borderline mental retardation who on an  unspecified date
was vaccinated with a first dose of Gardasil. On an unspecified date, the patient was vaccinated with a second dose of Gardasil (lot # not reported) 0.5 ml
injection. In December 2006, the patient experienced an interruption of her menstrual cycle after receiving the second dose of vaccine. The patient sought
medical attention. At the time of reporting, the patient had not recovered. No further information was provided at the time of reporting. Additional information
has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

UnknownPrex Illness:

Unknown
Borderline mental impairment

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279484-1

15-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Menstrual disorder

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2186
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Feb-2007
Vaccine Date

Unknown
Onset Date Days

14-Jun-2007
Status Date

MA
State

WAES0704USA03901
Mfr Report Id

Information has been received from a physician, concerning a 25 year old female patient who on 13-FEB-2007 was vaccinated with the first dose, 0.5ml, IM, of
Gardasil (Lot #655503/0012U). There was no concomitant medication. The physician reported that "shortly after her first dose of Gardasil," the patient
experienced nausea and vomiting. At the time of this report, the physician confirmed that the patient had recovered (date not specified). The patient sought
unspecified medical attention. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

279485-1

15-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Nausea, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0012U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2187
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Mar-2007
Vaccine Date

01-Mar-2007
Onset Date

0
Days

14-Jun-2007
Status Date

--
State

WAES0704USA03919
Mfr Report Id

Information has been received from a licensed practical nurse concerning a female "teenager" (exact age unspecified) who in March 2007, was vaccinated
intramuscularly with a first 0.5 mL dose of Gardasil. Shortly after administration of the vaccine, the patient fainted. It was noted that the patient received allergy
shots often and had never fainted prior to this event. No laboratory diagnostic studies were performed. The patient sought unspecified medical attention. The
patient recovered the same day and did not have to go to the emergency room. No product quality complaint was noted. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279486-1

14-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2188
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Apr-2007
Vaccine Date

17-Apr-2007
Onset Date

0
Days

14-Jun-2007
Status Date

VA
State

WAES0704USA03925
Mfr Report Id

Initial and follow-up information has been received from a Licensed Practical Nurse (L.P.N.) concerning an 18 year old female patient who on 17-APR-2007
was vaccinated IM in left deltoid with a first dose of Gardasil (lot # 0378U not valid). Concomitant therapy included cetirizine hydrochloride (ZYRTEC). On 17-
APR-2007 the patient fainted in her chair soon after the administration of her first injection. She recovered quickly after she was placed on the floor and her
legs were elevated. Additional information has been requested.

Symptom Text:

ZyrtecOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

279487-1

14-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2189
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Jun-2007
Status Date

--
State

WAES0704USA03953
Mfr Report Id

Information has been received from a physician concerning an 18 year old female with no known drug reactions/allergies who was vaccinated with Gardasil.
Subsequently, the patient experienced dizziness, nauseous, starting to faint throughout the evening and pale. Therapy with human papillomavirus vaccine was
discontinued. Subsequently, the patient recovered from dizziness, nauseous, starting to faint throughout the evening and turned pale. The product quality
complaint unit was not involved. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

279488-1

15-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Nausea, Pallor, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Jun-2007
Status Date

--
State

WAES0704USA03994
Mfr Report Id

Information has been received from a pharmacist concerning a patient who was vaccinated with Gardasil. Subsequently the patient experienced an unspecified
adverse experience. No further information was provided. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279489-1

15-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Adverse event, Unevaluable event

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Jun-2007
Status Date

--
State

WAES0704USA04021
Mfr Report Id

Information has been received from a nurse in a physician's office concerning a female patient in her "late teens" with no drug reactions/allergies and with a
history of anxiety problems who was vaccinated with Gardasil. Subsequently the patient fainted after receiving Gardasil. No lab tests were performed. The
patient sought unspecified medical attention. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Anxiety

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

279490-1

15-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Jun-2007
Status Date

CA
State

WAES0704USA04049
Mfr Report Id

Information has been received from a registered nurse concerning "about 35" female patients who were vaccinated with 0.5 ml of Gardasil and who
experienced burning at the injection site. The patients sought unspecified medical attention. Therapy with Gardasil was discontinued. Attempts are being made
to obtain additional identifying information to distinguish the individual patients mentioned in this report. Additional information will be provided if available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279491-1

15-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site irritation

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2193
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Apr-2007
Vaccine Date

12-Apr-2007
Onset Date

0
Days

14-Jun-2007
Status Date

--
State

WAES0704USA04053
Mfr Report Id

Information has been received from a 24 year old female who on an unspecified date, was vaccinated with her first dose of Gardasil. Subsequently the patient
experienced rash that went up from her arm to her shoulders. On 12-APR-2007 was vaccinated with her second dose of Gardasil. On 12-APR-2007 the patient
experienced rash that went up from her arm to her shoulders. Subsequently, the patient recovering. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

279492-1

15-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash, Reaction to previous exposure to any vaccine

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2194
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Apr-2007
Vaccine Date

Unknown
Onset Date Days

14-Jun-2007
Status Date

--
State

WAES0704USA04062
Mfr Report Id

Initial and follow up information has been received from a physician concerning an 18 year old female patient, with a suspected strep infection on 27-MAR-2007
("two weeks prior"), who on 09-APR-2007 was vaccinated with the third dose of Gardasil (route and dose not specified). The physician reported that after
receiving Gardasil, the patient experienced arthralgia (date not specified). The physician reported that the following diagnostic testing had been performed
(dates not specified), antistreptolysin (ASO), elevated, C-reactive protein (CCRP), elevated antinuclear antibodies test (ANA), minimally elevated; erythrocyte
sedimentation rate, negative, rheumatoid factor, negative; and testing for Lyme disease, result pending. Patient outcome was unknown, as the physician was
unable to contact the patient. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Prex Illness:

Lyme disease assay - Pending erythrocyte - elevated serum C-reactive - elevated serum ANA - minimally elevated serum antistreptolysin - elevated serum
rheumatoid factor - negative
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

279493-1

15-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2195
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Feb-2007
Vaccine Date

06-Feb-2007
Onset Date

0
Days

14-Jun-2007
Status Date

--
State

WAES0704USA04098
Mfr Report Id

Information has been received from a pharmacist concerning her daughter, a 14 year old female with an amoxicillin allergy who on 06-FEB-2007 was
vaccinated with Gardasil. Concomitant therapy included hepatitis B virus vaccine (unspecified) in the other arm. On 06-FEB-2007, at the time of administration,
the patient experienced severe pain. The patient sought unspecified medical attention. On 07-FEB-20074, after a day, the patient recovered from severe pain.
Additional information is not expected.

Symptom Text:

Other Meds:
Lab Data:
History:

Penicillin allergyPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

279494-1

15-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4
HEP

MERCK & CO. INC.
UNKNOWN MANUFACTURER

NULL
NULL

Unknown
Unknown

Intramuscular
Unknown



10 JUN 2008 06:27Report run on: Page 2196
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jun-2007
Status Date

--
State

WAES0704USA04160
Mfr Report Id

Information has been received from a nurse, concerning a female patient who was vaccinated with the first dose, 0.5ml, Gardasil (date unspecified).
Subsequently the patient experienced bruising at the injection site. At the time of this report, the nurse confirmed that the patient had recovered. The patient
sought unspecified medical attention. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279495-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site bruising

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2197
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Apr-2007
Vaccine Date

Unknown
Onset Date Days

18-Jun-2007
Status Date

--
State

WAES0704USA04210
Mfr Report Id

Information has been received from a physician concerning a female (age unspecified) who on 18-APR-2007 was vaccinated with a first dose of Gardasil.
Subsequently, on an unspecified date, the patient experienced nausea and vomiting. The patient sought unspecified medical attention. At the time of this
report, the outcome was unknown. No product quality complaint was involved.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279496-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Nausea, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2198
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Nov-2006
Vaccine Date

15-Nov-2006
Onset Date

1
Days

18-Jun-2007
Status Date

OH
State

WAES0704USA04225
Mfr Report Id

Information has been received from a registered nurse concerning her 26 year old female daughter who on 14-NOV-2006 was vaccinated with the first dose of
Gardasil, injection, 0.5 ml. Concomitant therapy included Ortho Tri-Cyclen. On 15-NOV-2006 the following day after receiving the first dose of Gardasil, the
patient experienced nausea, vomiting and severe ovary aches. On 12-DEC-2006, the second dose of Gardasil, the patient experienced nausea, vomiting and
severe ovary aches. The third dose of Gardasil was received on 13-APR-2007. On 14-APR-2007, the patient experienced nausea, vomiting and the patient has
recovered from the events. Additional information has been requested.

Symptom Text:

Ortho Tri CyclenOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

279497-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Adnexa uteri pain, Nausea, Pain, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2199
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Apr-2007
Vaccine Date

09-Apr-2007
Onset Date

0
Days

18-Jun-2007
Status Date

--
State

WAES0704USA04227
Mfr Report Id

Information has been received from a nurse practitioner concerning a 15 year old female who on 09-APR-2007 was vaccinated with Gardasil. On 09-APR-2007
the patient experienced a tickly feeling in her throat for about 24 hours after receiving the vaccine. She needed to clear her throat constantly. It was reported
that the subject unspecified medical attention. Subsequently, the patient recovered from tickly feeling in her throat. This is one of two reports that was received
from the same source for a sibling. No further details were provided. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

279498-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Throat irritation

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

pharynx itchy sensation~HPV (Gardasil)~1~19~In SiblingPrex Vax Illns:

HPV4 MERCK & CO. INC. 0187U Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2200
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jun-2007
Status Date

--
State

WAES0704USA04236
Mfr Report Id

Information has been received from a physician concerning three female patients who were vaccinated with Gardasil. Subsequently the patients passed out
after receiving the vaccine. Subsequently, the patients recovered from passing out. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279499-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2201
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Feb-2007
Vaccine Date

13-Feb-2007
Onset Date

0
Days

18-Jun-2007
Status Date

--
State

WAES0704USA04241
Mfr Report Id

Information has been received from a physician concerning a 16 year old female who on 13-FEB-2007 was vaccinated with the first dose of Menactra. The
physician reported that the patient experienced aching in her body and neck after receiving the first dose. The patient subsequently recovered. The patient had
since received the second dose of Gardasil and did not experience the symptoms again. Additional information has been requested.

Symptom Text:

MENACTRAOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

279500-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Neck pain, Pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2202
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Apr-2007
Vaccine Date

01-Apr-2007
Onset Date

0
Days

18-Jun-2007
Status Date

PA
State

WAES0704USA04279
Mfr Report Id

Information has been received from a physician concerning a 13 year old female with a history of eczema who in April 2007, was vaccinated with Gardasil. In
April 2007, within 24 hours later after receiving the vaccine, the patient experienced a rash behind her knee. It was reported that the patient sought unspecified
medical attention. No further information was provided. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Eczema

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

279501-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2203
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Apr-2007
Vaccine Date

19-Apr-2007
Onset Date

0
Days

18-Jun-2007
Status Date

--
State

WAES0704USA04285
Mfr Report Id

Information has been received from a nurse practitioner concerning a female (age unknown) who on 19-APR-2007 was vaccinated with a first dose of Gardasil.
After receiving the Gardasil, the patient "almost fainted". The patient sought unspecified medical attention. No laboratory diagnostic studies were performed. On
19-APR-2007, the patient recovered. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279502-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Presyncope

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2204
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Dec-2006
Vaccine Date

18-Dec-2006
Onset Date

0
Days

18-Jun-2007
Status Date

--
State

WAES0704USA04291
Mfr Report Id

Information has been received from a registered nurse, concerning a 21 year old female student with asthma, polycystic ovaries and migraines, who on 18-
DEC-2006 was vaccinated IM in the gluteal area, with the second dose, 0.5ml, of Gardasil (Lot #654540/1161F). Concomitant therapy included Yasmin, Zomig,
Imitrex tablets and albuterol inhaler. The nurse reported that the patient complained of pain at the injection site. At the time of this report, the nurse confirmed
that the patient had recovered (date unspecified). The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

albuterol, YASMIN, IMITREX TABLETS, ZOMIGOther Meds:
Lab Data:
History:

Asthma, Polycystic ovaries; MigrainePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

279503-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug administered at inappropriate site, Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1161F 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2205
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Feb-2007
Vaccine Date

02-Feb-2007
Onset Date

0
Days

18-Jun-2007
Status Date

--
State

WAES0704USA04293
Mfr Report Id

Information has been received from an office receptionist concerning a 20 year old female patient with family history of heart disease, allergic reaction to
antibiotics, who on 02-FEB-2007 was vaccinated IM with a first dose of Gardasil lot #654741/0013U. Concomitant therapy included Ortho Tri-Cyclean Lo. On
02-FEB-2007 the patient developed arm soreness but otherwise felt fine. In April 2007 patient was vaccinated IM with the second dose of Gardasil lot
#657621/0387U. Within one to one and half hours after the second injection patient developed muscle spasm in chest area which radiated from left chest to
center. She described pain as sharp intermittent and took her breath away. On 18-APR-2007 she took Advil for something else (not specified) and it helped
pain a little but was not relieved. The physician instructed patient to go the emergency room (ER). Patient was planning to go to the ER on 19-APR-2007. At the
time of this report the patient had not recovered. Additional information has been requested.

Symptom Text:

ORTHO TRI-CYCLEN LOOther Meds:
Lab Data:
History:

Allergic reaction to antibioticsPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

279504-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chest pain, Dyspnoea, Limb discomfort, Muscle spasms

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0013U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2206
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Feb-2007
Vaccine Date

27-Feb-2007
Onset Date

0
Days

18-Jun-2007
Status Date

NH
State

WAES0704USA04296
Mfr Report Id

Information has been received from a Certified Medical Assistant through Merck Pregnancy concerning a 23 year old female patient with moderate dysplasia of
the cervix and a history of loop electrosurgical excision procedure (LEEP) who on 02-JAN-2007 was vaccinated IM in right deltoid with a first dose of Gardasil
and had menstruation cycle on that day. On 27-FEB-2007 the patient was vaccinated IM in right deltoid with a second dose of Gardasil. Concomitant therapy
included Mirena IUD birth control. On 05-MAR-2007 the patient presented to office experiencing nausea. Urine pregnancy test was performed and it was
positive for pregnancy. The reporter stated that client had unusual history; her birth control was a Mirena IUD but on manual examination it was not found. The
MA stated that it must have expulsed. She had a cervical smear (PAP) test done which showed moderate dysplasia. On 04-NOV-2006 patient had Leep
procedure performed. The patient's outcome was unknown. Additional information has been requested.

Symptom Text:

MIRENAOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 1/2/2007); DysplasiaPrex Illness:

cervical smear 03/05/07 - moderate dysplasia CIN, urine beta-human - positive
Loop electrosurgical excision procedure

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

279505-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cervical dysplasia, Drug exposure during pregnancy, Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2207
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jun-2007
Status Date

OH
State

WAES0704USA04391
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with a 0.5 ml dose of Gardasil. Subsequently the patient experienced
fainted. Unspecified medical attention was sought. The patient's outcome was unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279506-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2208
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Apr-2007
Vaccine Date

Unknown
Onset Date Days

18-Jun-2007
Status Date

PA
State

WAES0704USA04413
Mfr Report Id

Information has been received from a physician concerning a 13 year old female patient who on 19-APR-2007 was vaccinated with a dose of Gardasil. Patient
developed dizziness and weakness after the vaccine was administered. Unspecified medical attention was sought was unknown. Additional information has
been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

279507-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Dizziness

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2209
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jun-2007
Status Date

--
State

WAES0704USA04417
Mfr Report Id

Information has been received from a nurse concerning a female patient who was vaccinated "a few months ago" with a dose of Gardasil. The patient
experienced pain in the arm from the injection site to the fingers after receiving the dose of Gardasil. Unspecified medical attention was sought. Patient's
outcome was unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279508-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2210
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Apr-2007
Vaccine Date

18-Apr-2007
Onset Date

0
Days

18-Jun-2007
Status Date

CA
State

WAES0704USA04418
Mfr Report Id

Information has been received from a physician concerning a 17 year old female patient who on 02-FEB-2007 was vaccinated with a first dose of Gardasil. On
18-APR-2007 she was vaccinated with a second dose of Gardasil lot #654702/0011U and developed a rash (site unknown) and hives. She was sent to Urgent
care center. Patient would not receive the third dose of Gardasil based on her experience with the second injection. The outcome of the event was unknown.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

279509-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0011U 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2211
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jun-2007
Status Date

--
State

WAES0704USA004456
Mfr Report Id

Information has been received from a registered nurse concerning a female who was vaccinated with Gardasil IM. Subsequently the patient experienced
menstrual irregularity. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279510-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Menstruation irregular

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2212
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Apr-2007
Vaccine Date

16-Apr-2007
Onset Date

4
Days

18-Jun-2007
Status Date

--
State

WAES0704USA04485
Mfr Report Id

Information has been received from a nurse practitioner (NP), via a company representative, concerning an 11 year old female who on 12-APR-2007 was
vaccinated with the second dose Gardasil. Concomitant therapy included Boostrix. On 16-APR-2007 the patient experienced intermittent hives that look like tiny
pimples that are not itchy. The event persisted as of 20-APR-2007. Follow up information from the NP, via the company representative, confirmed that the
patient's hives/rash was "diagnosed as a case of chicken pox." The NP stated that there was an outbreak in the patient's school district. At the time of this
report, the patient had not recovered from the chicken pox. The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

BOOSTRIXOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

279511-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Exposure to communicable disease, Urticaria, Varicella

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2213
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jun-2007
Status Date

--
State

WAES0704USA05015
Mfr Report Id

Information has been received from a Nurse Practitioner (N.P.) concerning a patient who was vaccinated with a dose of Gardasil. Subsequently the patient
developed genital warts. The outcome of the patient was unknown. The NP reported that two other patients developed genital warts after receiving the
Gardasil. She verbalized concern that she seen three episodes of genital warts developing soon after Gardasil. She believed the patient's immune systems can
not handle the viral load. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279512-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anogenital warts

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Apr-2007
Vaccine Date

13-Apr-2007
Onset Date

1
Days

15-Jun-2007
Status Date

CA
State

WAES0704USA05020
Mfr Report Id

Information has been received via The Poison Control Center and from a consumer concerning her daughter, a 15 year old female, who on 12-APR-2007 was
vaccinated with Gardasil. It was reported that on Friday, 13-APR-2007 and over the weekend, the patient experienced being very tired and developed puffy
eyes. On May, approximately, 16-APR-2007, the patient's eyelids started getting puffier. On Tuesday, approximately 17-APR-2007, it was reported that the
patient had increased puffiness of eyelids. On Wednesday, 18-APR-2007 the patient developed face swollen and was seen by ("ENT"). On Friday, 20-APR-
2007 the patient was seen by the primary care physician (PCP) and had developed rash and hives. At the time of the report, the patient had a fever of 102 and
increased rash and hives. It was recommended that the patient go to the Emergency Room (ER) for an evaluation. At the time of the report, it was unknown, if
the patient recovered. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

body temp 04/20?/07  102

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

279513-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Eye swelling, Eyelid oedema, Fatigue, Pyrexia, Rash, Swelling face, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-Jun-2007
Status Date

AZ
State

WAES0704USA05053
Mfr Report Id

Information has been received from a Medical Assistant (M.A.) concerning a female patient who was vaccinated with a first dose of Gardasil. The patient
developed her arm being sore, red and hot one day after the injection was given (a Friday). The patient was seen on Monday and the arm was not as red,
swollen and hot. She was told to take Tylenol for discomfort. The MA believed that the patient had the second dose of Gardasil and she was okay. The
outcome was unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279514-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Oedema peripheral, Pain in extremity, Skin warm

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
01-Apr-2007
Onset Date Days

15-Jun-2007
Status Date

TN
State

WAES0704USA05057
Mfr Report Id

Information has been received from a Certified Medical Assistant (C.M.A.) concerning a 21 year old female patient who on 08-FEB-2007 was vaccinated IM
with a first dose of Gardasil and on 17-APR-2007 was vaccinated IM in the left deltoid a second dose of Gardasil lot #655849/0263U. Concomitant therapy
included Adderall Tablets and thyroid medication (therapy unspecified). A few days after receiving the second injection, the patient developed tenderness,
soreness, erythema, swelling. warmth, burning and pruritus in the injection site area of her left arm. She also developed a red bruise on her chest, medical
attention was sought. Patient had not recovered. Additional information has been requested.

Symptom Text:

(therapy unspecified), ADDERALL TABLETSOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

279515-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Contusion, Injection site erythema, Injection site irritation, Injection site pain, Injection site pruritus, Injection site swelling, Injection site warmth

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0263U 1 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Apr-2007
Vaccine Date

21-Apr-2007
Onset Date

0
Days

15-Jun-2007
Status Date

OH
State

WAES0704USA05060
Mfr Report Id

Initial and follow up information has been received from a Certified Registered Nurse Practitioner (CRNP) concerning a 16 year old female student with asthma
who on 21-APR-2007 at 9:30 AM was vaccinated IM with a first dose of Gardasil (lot #0210U not valid). Concomitant therapy included montelukast sodium and
albuterol over the counter (OTC)-10. On 21-APR-2007 at 5:00PM the patient developed exacerbation of asthma with activity during two basketball games one
at 5:00PM and one at 8:00PM. She used albuterol 7 times during the basketball game. Normally she didn't need to use the albuterol that many times. On 22-
APR-2007 the patient recovered in the AM. Additional information is not expected.

Symptom Text:

albuterol, SINGULAIROther Meds:
Lab Data:
History:

AsthmaPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

279516-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthma

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Apr-2007
Vaccine Date

21-Apr-2007
Onset Date

3
Days

15-Jun-2007
Status Date

PA
State

WAES0704USA05133
Mfr Report Id

Information has been received from an office worker in a physician's office concerning her 13 year old daughter, who on 18-APR-2007 was vaccinated with a
first dose of Gardasil and developed cellulitis. She went to the Emergency Room (E.R.) and received an anti-biotic. The patient was recovering. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

279517-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cellulitis

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2219
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Sep-2006
Vaccine Date

09-Sep-2006
Onset Date

0
Days

15-Jun-2007
Status Date

IL
State

WAES0704USA04497
Mfr Report Id

Information has been received from a nurse, via a company representative, concerning a 34 year old female patient, who on 09-SEP-2006 was vaccinated with
the first dose, 0.5ml, of Gardasil (Lot #653937/0637F). Concomitant therapy included Loestrin and Detrol LA. The nurse reported that after the vaccine was
administered (date unspecified), the patient "experienced tingling and numbness in most areas of her body." On an unspecified date, the patient received her
second dose, 0.5 ml, IM, of Gardasil (Lot #653938/0954F), and had a recurrence of the numbness and tingling in her body. On 20-MAR-2007, the patient
received her third dose, 0.5ml, IM, of Gardasil (Lot #655849/0263U), and once again had a recurrence of the numbness and tingling in her body (date
unspecified). A magnetic resonance imaging test was performed (date unspecified), and was negative. At the time of this report, the nurse confirmed that the
patient had not recovered. Additional information has been requested. 6/27/07-records received for DOS 3/27/07-6/15/07-On 3/27/07-presented with bilateral
leg pain, numbness and tingling. No strength issues.  Seeing neurologist. Note on 4/26/07-suspect restless leg syndrome for her migratory sensory discomfort
in all 4 limbs and torso. Neuro exam did not show peripheral neuropathy. Note on 6/20/07-Sensory 85%  better.

Symptom Text:

LOESTRIN, DETROL LAOther Meds:
Lab Data:

History:
Prex Illness:

MAGNETIC RESONANCE - Negative records received 7/12/07-CRP and ESR negative.MRI lumbo sacral spine Small diffuse bulge at L4-5. MRI thoracic
spine. Minimal degenerative disc disease within thoracic spine.MRI cervical spine. Minimal cervica

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
33.0

279518-1

13-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Inappropriate schedule of drug administration, Medication error, Pain in extremity, Paraesthesia, Restless legs syndrome, Vaccine positive
rechallenge

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0263U 2 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-Jun-2007
Status Date

--
State

WAES0704USA04506
Mfr Report Id

Information has been received from a Registered Nurse (R.N.) manager concerning a female patient who was vaccinated with a first dose of Gardasil. The
patient developed "a rash known as "Molloscum Contagiousum" on her stomach after the injection. The Nurse Manager did not believe that the rash was
related to Gardasil because it was a virus. Unspecified medical attention was sought. The outcome was unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279519-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Molluscum contagiosum

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Oct-2006
Vaccine Date

27-Oct-2006
Onset Date

7
Days

15-Jun-2007
Status Date

--
State

WAES0704USA04535
Mfr Report Id

Information has been received from a nurse practitioner concerning a 25 year old female who on 20-OCT-2006 was vaccinated with the first dose of Gardasil,
injection, 0.5 ml. Concomitant therapy included Ortho Tri-Cyclen. On approximately 27-OCT-2006 one week after receiving the first dose of Gardasil, the patient
developed vomiting. On 19-DEC-2006, the patient received the second dose of Gardasil. On approximately 26-DEC-2006 one week after received the second
dose of Gardasil, the patient developed vomiting. The patient sought unspecified medical attention. Subsequently on unspecified dates, the patient recovered
from the events of vomiting. Additional information has been requested.

Symptom Text:

ORTHO TRI-CYCLENOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

279520-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Vaccine positive rechallenge, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Apr-2007
Vaccine Date

18-Apr-2007
Onset Date

1
Days

18-Jun-2007
Status Date

AZ
State

WAES0704USA04634
Mfr Report Id

Initial and follow up information has been received from a nurse practitioner (NP)/ certified nurse midwife, and a nurse, concerning a 17 year old caucasionr
female patient, who on 17-APR-2007, at 3:30pm was vaccinated IM in the left deltoid with the first dose of Gardasil (Lot #657617/0384U). Concomitant therapy
included Yasmin. There was no known illness at the time of vaccination. The nurse practitioner reported that 18-APR-2007, (previously reported by the nurse as
on the same day, 17-APR-2007), the patient developed a rash on the left arm (the arm of injection), which later spread to both arms; the rash was described as
"redness with urticarial raised patches." The nurse added that the patient also developed a fever. At the time of this report, the NP confirmed that the patient
had recovered from the rash and fever (date unspecified). The patient sought unspecified medical attention. No further information is expected. Additional
information has been requested.

Symptom Text:

YASMINOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

279521-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Injection site rash, Pyrexia, Rash, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0384U 0 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jun-2007
Status Date

--
State

WAES0704USA04642
Mfr Report Id

Information has been received from a nurse practitioner concerning his 18 year old female step daughter who in 2007 was vaccinated with the third dose of
Gardasil. Concomitant medication was not reported. Nurse practitioner reported that the patient completed the series and did not experience a reaction with
dose one or two. In 2007 within 24 hours of receiving the third vaccination of Gardasil, the patient experienced nausea and vomiting. The patient sought
unspecified medical attention. Subsequently on an unspecified date, the patient recovered from nausea and vomiting. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

279522-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Nausea, No reaction on previous exposure to drug, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Mar-2007
Vaccine Date

09-Mar-2007
Onset Date

0
Days

18-Jun-2007
Status Date

MO
State

WAES0704USA04661
Mfr Report Id

Information has been received from a physician, via a company representative, concerning the physician's daughter, age 15 or 16 years, who on approximately
09-MAR-2007 ("about six weeks ago") was vaccinated, IM, with the third dose of Gardasil. The physician reported that following the vaccination, his daughter
experienced flu-like symptoms and nausea, that lasted for three days after the vaccine had been administered, approximately 12-MAR-2007. The physician
confirmed that following the three days, his daughter was "fine". The patient's sister also experienced flu-like symptoms and nausea after vaccination with
Gardasil (WAES #0704USA05005). Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

279523-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Influenza like illness, Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Apr-2007
Vaccine Date

06-Apr-2007
Onset Date

0
Days

18-Jun-2007
Status Date

MO
State

WAES0704USA04710
Mfr Report Id

Information has been received from a physician concerning a 16 year old female who on approximately 06-APR-2007 was vaccinated with the third dose of
Gardasil and experienced flu like symptoms and nausea. Subsequently, the patient recovered from flu like symptoms and nausea. Medical attention was
sought. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

279524-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Influenza like illness, Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Aug-2006
Vaccine Date

01-Aug-2006
Onset Date

0
Days

18-Jun-2007
Status Date

TX
State

WAES0704USA04711
Mfr Report Id

Information has been received from a nurse concerning a 20 year old white female student who in August 2006, was vaccinated with a first dose of Gardasil. In
August 2006, the patient developed discoloration and circular scarring. In November 2006, the patient was vaccinated with a second dose of Gardasil. At the
time of the report, the patient's outcome was unknown. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

279525-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Scar, Skin discolouration

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jun-2007
Status Date

NM
State

WAES0704USA04725
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated intramuscularly with a first dose of Gardasil (lot # "0014V"). Almost
immediately after the vaccination, the patient experienced pain at the injection site, cold and numbness is her left arm and was unable to make a fist with her
left hand. Seven minutes later the patient experienced dizziness. The physician reported that the patient's blood pressure lower then normal at that time.
Fourteen minutes later the patient developed a fever of 101 degrees. The patient was treated with ibuprofen 600 mg. Twenty-five minutes later patient's fever
99.1 degrees and her other vital signs were stable. Subsequently, the patient recovered and was sent home. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

body temp 99.1; body temp 101
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279526-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Feeling cold, Hypoaesthesia, Hypotension, Injection site pain, Mobility decreased, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jun-2007
Status Date

PA
State

WAES0704USA04742
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with a dose of Gardasil. Immediately after the vaccination, the patient
experienced dizziness. Unspecified medical attention was sought. Subsequently, the patient recovered. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279527-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Feb-2007
Vaccine Date

Unknown
Onset Date Days

18-Jun-2007
Status Date

--
State

WAES0704USA04729
Mfr Report Id

Information has been received from a registered nurse concerning a female who on 03-FEB-2007 was vaccinated with Gardasil. In 2007 the patient
experienced mononucleosis. The patient's mononucleosis persisted. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279528-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Infectious mononucleosis

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Apr-2007
Vaccine Date

11-Apr-2007
Onset Date

0
Days

18-Jun-2007
Status Date

NM
State

WAES0704USA04810
Mfr Report Id

Information has been received from a physician's assistant concerning a 28 year old female  (67inches, 227lbs.) with hypothyroidism, drug hypersensitivity to
morphine sulfate, DEMEROL and ZITHROMAX who on 11-APR-2007 was vaccinated with the first dose of Gardasil (Lot#657617/0384U) intramuscularly in the
left deltoid. Concomitant therapy included paroxetine, LEVOXYL and MIRCETE. Within 24 hours, on 12-APR-2007, the patient experienced significant swelling
at injection site, swelling/swollen nodular area over left clavicle, significant malaise/lethargy and low grade fever. As of 20-APR-2007 the patient was
significantly improved and considered recovered. The patient declined an appointment. Additional information has been requested.

Symptom Text:

MIRCETE; LEVOXYL; paroxetineOther Meds:
Lab Data:
History:

Hypothyroidism; Drug Hypersensitivity; Allergic reaction to antibioticsPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
28.0

279529-1

05-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, Injection site swelling, Lethargy, Malaise, Nodule, Pyrexia, Swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0384U 0 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
03-Feb-2007
Vaccine Date

Unknown
Onset Date Days

18-Jun-2007
Status Date

--
State

WAES0704USA04814
Mfr Report Id

Information has been received from a registered nurse concerning a patient who on 03-FEB-2007 was vaccinated with the first dose of Gardasil. The patient
had not yet received the second dose. The second dose was delayed since the patient developed mononucleosis in 2007. The outcome was not reported.
Additional information has been requested

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279530-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Infectious mononucleosis

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jun-2007
Status Date

NH
State

WAES0704USA04856
Mfr Report Id

Information has been received from a physician concerning a female between 11 and 18 years old (exact age unspecified) who, on an unspecified date, was
vaccinated intramuscularly with a 0.5 mL dose of Gardasil. Subsequently, on an unspecified date, the patient felt dizzy and fainted. It was noted that the patient
received at least one other vaccine on the same date as when Gardasil was administered. The patient sought unspecified medical attention. No laboratory
diagnostic studies were performed. The patient recovered on the same day as when the injection was given. No product quality complaint was involved. This is
one several reports received from the same source. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279531-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2233
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jun-2007
Status Date

NH
State

WAES0704USA04857
Mfr Report Id

Information has been received from a physician concerning a female between 11 and 18 years old (exact age unspecified) who, on an unspecified date, was
vaccinated intramuscularly with a 0.5 mL dose of Gardasil. Subsequently, on an unspecified date, the patient felt dizzy and fainted. It was noted that the patient
received at least one other vaccine on the same date as when Gardasil was administered. The patient sought unspecified medical attention. No laboratory
diagnostic studies were performed. the patient recovered on the same day as when the injection was given. No product quality complaint was involved. This is
one of several reports received from the same source. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279532-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

UNK
HPV4

UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Unknown
Intramuscular



10 JUN 2008 06:27Report run on: Page 2234
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jun-2007
Status Date

NH
State

WAES0704USA04858
Mfr Report Id

Information has been received from a physician concerning a female between 11 and 18 years old (exact age unspecified) who, on an unspecified date, was
vaccinated intramuscularly with a 0.5 mL dose of Gardasil. Subsequently, on and unspecified date, the patient felt dizzy and fainted. It was noted that the
patient received at least one other vaccine on the same date as when Gardasil was administered. The patient sought unspecified medical attention. No
laboratory diagnostic studies were performed. The patient recovered on the same day as when the injection was given. No product quality complaint was
involved. This is one of several reports received from the same source. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279533-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

UNK
HPV4

UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Unknown
Intramuscular



10 JUN 2008 06:27Report run on: Page 2235
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jun-2007
Status Date

NH
State

WAES0704USA04859
Mfr Report Id

Information has been received from a physician concerning a female between 11 and 18 years old (exact age unspecified) who, on an unspecified date, was
vaccinated intramuscularly with a 0.5 mL dose of Gardasil. Subsequently, on an unspecified date, the patient felt dizzy and fainted. It was noted that the patient
received at least one other vaccine on the same date as when Gardasil was administered. The patient sought unspecified medical attention. No laboratory
diagnostic studies were performed. The patient recovered on the same day as when the injection was given. No product quality complaint was involved. This is
one of several reports from the same source. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279534-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

UNK
HPV4

UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Unknown
Intramuscular



10 JUN 2008 06:27Report run on: Page 2236
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jun-2007
Status Date

NH
State

WAES0704USA04860
Mfr Report Id

Information has been received from a physician concerning a female between 11 and 18 years old (exact age unspecified) who, on an unspecified date, was
vaccinated intramuscularly with a 0.5 mL dose of Gardasil. Subsequently, on an unspecified date, the patient felt dizzy and fainted. It was noted that the patient
received at least one other vaccine on the same date as when Gardasil was administered. The patient sought unspecified medical attention. No laboratory
diagnostic studies were performed. The patient recovered on the same day as when the injection was given. No product quality complaint was involved. This is
one of several reports from the same source. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279535-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

UNK
HPV4

UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Unknown
Intramuscular



10 JUN 2008 06:27Report run on: Page 2237
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jun-2007
Status Date

NH
State

WAES0704USA04861
Mfr Report Id

Information has been received from a physician concerning a female between 11 and 18 years old (exact age unspecified) who, on an unspecified date, was
vaccinated intramuscularly with a 0.5 mL dose of Gardasil. Subsequently, on an unspecified date, the patient felt dizzy and fainted. It was noted that the patient
received at least one other vaccine on the same date as when Gardasil was administered. The patient sought unspecified medical attention. No laboratory
diagnostic studies were performed. The patient recovered on the same day as when the injection was given. No product quality complaint was involved. This is
one of several reports from the same source. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279536-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

UNK
HPV4

UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Unknown
Intramuscular



10 JUN 2008 06:27Report run on: Page 2238
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jun-2007
Status Date

NH
State

WAES0704USA04862
Mfr Report Id

Information has been received from a physician concerning a female between 11 and 18 years old (exact age unspecified) who, on an unspecified date, was
vaccinated intramuscularly with a 0.5 mL dose of Gardasil. Subsequently, on an unspecified date, the patient felt dizzy and fainted. It was noted that the patient
received at least one other vaccine on the same date as when Gardasil was administered. The patient sought unspecified medical attention. No laboratory
diagnostic studies were performed. The patient recovered on the same day as when the injection was given. No product quality complaint was involved. This is
one of several reports from the same source. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279537-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2239
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Apr-2007
Vaccine Date

23-Apr-2007
Onset Date

0
Days

18-Jun-2007
Status Date

MO
State

WAES0704USA05003
Mfr Report Id

Information has been received from a registered nurse, concerning a 20 year old female patient, who on 23-APR-2007 was vaccinated with a dose, 0.5ml, IM,
of Gardasil (Lot #654272/0319U). The nurse reported that the patient "vomited 3 times within the first hour of vaccination." At the time of this report, the patient
had not recovered. The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

noneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

279538-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0319U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2240
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Mar-2007
Vaccine Date

09-Mar-2007
Onset Date

0
Days

18-Jun-2007
Status Date

MO
State

WAES0704USA05005
Mfr Report Id

Information has been received from a physician, via a company representative, concerning the physician's daughter, age 15 or 16 years, who on approximately
09-MAR-2007 ("about six weeks ago") was vaccinated, IM, with the third dose Gardasil. The physician reported that following the vaccination, his daughter
experienced flu-like symptoms and nausea, that lasted for three days after the vaccine had been administered, approximately 12-MAR-2007. The physician
confirmed that following the three days, his daughter was "fine." The patient's sister also experienced flu-like symptoms and nausea after vaccination with
Gardasil (WAES#0704USA04661). Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

279539-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Influenza like illness, Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2241
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Feb-2007
Vaccine Date

Unknown
Onset Date Days

18-Jun-2007
Status Date

--
State

WAES0704USA05008
Mfr Report Id

Information has been received from a physician through a Merck Pregnancy Registry concerning a female with asthma, back pain and depression who on 05-
FEB-2007 was vaccinated intramuscularly with the first 0.5 mL dose of Gardasil (Lot # 654535/0960F). The date of the patient's last menstrual period (LMP)
was 14-MAR-2007. On 18-APR-2007, the patient was vaccinated, intramuscularly with the second 0.5 mL dose of Gardasil, (Lot # 654510/0962F). Concomitant
therapy included PERCOCET, prednisone, MOTRIN and albuterol. It was reported that the patient was pregnant and had gestational hypertension. The patient
sought unspecified medical attention. It was reported that the patient had laboratory evaluation of "prenatal ops". The estimated date of delivery was 19-DEC-
2007. Additional information has been requested.

Symptom Text:

PERCOCET; prednisone; MOTRIN; albuterolOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 3/14/2007); Asthma; Back pain; DepressionPrex Illness:

diagnostic laboratory - "prenatal ops"

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

279540-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Pregnancy induced hypertension

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0960F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2242
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Apr-2007
Vaccine Date

18-Apr-2007
Onset Date

0
Days

18-Jun-2007
Status Date

MA
State

WAES0704USA05154
Mfr Report Id

Information has been received from a physician concerning a 12 year old female with a history of plantar warts and gastrooesophageal reflux who on 18-APR-
2007 was vaccinated with Gardasil (lot #654535/0960F). Concomitant therapy included Varivax given at the same visit. On 18-APR-2007, shortly after receiving
the vaccination in her right deltoid, the patient experienced swelling in both of her hands but mostly in the right. The swelling occurred near areas of pre-existing
Plantar warts. The patient sought unspecified medical attention. No further information was provided. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Plantar warts; Gastrooesophageal reflux

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

279541-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Condition aggravated, Oedema peripheral

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

NULL
0960F

Unknown
Right arm

Unknown
Intramuscular



10 JUN 2008 06:27Report run on: Page 2243
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jun-2007
Status Date

--
State

WAES0704USA05185
Mfr Report Id

Information has been received from a licensed practical nurse concerning a female who was vaccinated with Gardasil. Subsequently the patient experienced
that she was not feeling well. The patient's mother felt that the vaccine may have weakened her daughter's immune system. it was reported that the patient
sought unspecified medical attention. the patient had not yet recovered at the time of this report. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279542-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Immune system disorder, Malaise

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2244
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jun-2007
Status Date

NJ
State

WAES0704USA05194
Mfr Report Id

Information has been received from a physician concerning a 23 year old female who was vaccinated with Gardasil. Subsequently the patient experienced pain
in her arm pit and shoulder one week after receiving the vaccine. The patient sought unspecified medical attention. At the time of this report, the patient's pain
in arm pit and pain in shoulder persisted. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

279543-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Axillary pain, Musculoskeletal pain, Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0091U 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2245
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Feb-2007
Vaccine Date

01-Feb-2007
Onset Date

0
Days

18-Jun-2007
Status Date

--
State

WAES0704USA05196
Mfr Report Id

Information has been received from a health professional concerning a female who in February 2007, was vaccinated with Gardasil. Following vaccination, the
patient experienced pain and lump at the injection site and fever. The patient's pain and a lump at the injection site and fever persisted. Additional information
has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279544-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site induration, Injection site pain, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2246
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Dec-2006
Vaccine Date

18-Dec-2006
Onset Date

17
Days

18-Jun-2007
Status Date

KS
State

WAES0704USA05220
Mfr Report Id

Information has been received from a physician her 23 year old daughter who in December 2006, was vaccinated with a first dose of Gardasil. On 18-DEC-
2006, following the vaccination, the patient developed paraesthesia from the shoulder to elbow. On approximately 25-DEC-2006 the patient recovered. In
February 2007, the patient was vaccinated with a second dose of Gardasil. On 14-FEB-2007, following the vaccination, the patient developed paraesthesia
from the shoulder to elbow. On approximately 21-FEB-2007, the patient recovered. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

279545-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Paraesthesia, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2247
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Apr-2007
Vaccine Date

24-Apr-2007
Onset Date

0
Days

18-Jun-2007
Status Date

--
State

WAES0704USA05359
Mfr Report Id

Information has been received from a 16 year old female, who on 24-APR-2007 was vaccinated with a dose of Gardasil. Concomitant therapy included sleeping
pills [therapy unspecified]. The patient reported that she experienced a headache and vomiting, which she felt were like "symptoms of pregnancy." At the time
of this report, the patient stated that her symptoms had not improved, but that otherwise she was "fine." The patient confirmed that she had not sought medical
attention. Additional information has been requested.

Symptom Text:

[therapy unspecified]Other Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

279546-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2248
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Apr-2007
Vaccine Date

23-Apr-2007
Onset Date

0
Days

18-Jun-2007
Status Date

--
State

WAES0704USA05394
Mfr Report Id

Information has been received from a licensed practical nurse concerning a 15 year old female who on 23-APR-2007 was vaccinated with the first dose of
Gardasil in the left deltoid (lot# 654702/0010U). On 23-APR-2007 the patient experienced a rash and swelling from injection site to her elbow. At the time of the
report the patient was recovering "on therapy" (not specified). Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

279547-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site rash, Injection site swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0011U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2249
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Apr-2007
Vaccine Date

24-Apr-2007
Onset Date

0
Days

18-Jun-2007
Status Date

NY
State

WAES0704USA05449
Mfr Report Id

Information has been received from a nurse, via a company representative, concerning a female patient, who on 24-APR-2007 was vaccinated with a dose of
Gardasil (Lot #657617/0384U). Concomitant therapy may have included Varivax, MMR II and Vaqta. the nurse reported that "after receiving Gardasil, the
patient passed out." The nurse confirmed that the patient had recovered on the same day, 24-APR-2007. The patient sought unspecified medical attention.
Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279548-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

VARCEL
MMR
HPV4
HEPA

MERCK & CO. INC.
MERCK & CO. INC.
MERCK & CO. INC.
MERCK & CO. INC.

NULL
NULL
0384U
NULL

Unknown
Unknown
Unknown
Unknown

Unknown
Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 2250
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jun-2007
Status Date

--
State

WAES0704USA05498
Mfr Report Id

Information has been received from a health professional concerning a 16 year old female who was vaccinated with Gardasil (date not provided).
Subsequently, following the vaccination the patient passed out for 45 seconds, felt cold and was shaking. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

279549-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Feeling cold, Loss of consciousness, Tremor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2251
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jun-2007
Status Date

--
State

WAES0704USA05534
Mfr Report Id

Information has been received from a health professional concerning a 23 year old female who was vaccinated with a second dose of Gardasil (date
unspecified). Subsequently, one week following the injection, the patient developed a bump at the injection site. It was reported that the patient had no adverse
events following the first dose of Gardasil (date unspecified). Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

279550-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site mass, No reaction on previous exposure to drug

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2252
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Apr-2007
Vaccine Date

10-Apr-2007
Onset Date

0
Days

18-Jun-2007
Status Date

AZ
State

WAES0704USA05574
Mfr Report Id

Information has been received from a nurse practitioner concerning an 18 year old female who on 29-JAN-2007 at 10:20 am was vaccinated intramuscularly in
the right deltoid with the first dose of Gardasil (lot# not provided). On 10-APR-2007 at 14:30 the patient was vaccinated in the right deltoid with the second dose
of Gardasil (lot# 03480). On 10-APR-2007 three to four hours post vaccination the patient experienced a swollen throat and had a hard time breathing. The
patient was seen in the emergency room due to the severity of the experience. The patient complained of a "feeling of choking," slight nausea with no emesis.
The patient reported that no other people in her home were ill with any sickness and she had no known allergies. A quick strep test and throat culture were both
negative. The patient was treated with ibuprofen 600 mg, PO every eight hours as needed as well as salt water and loratadine as needed for discomfort.
Subsequently, on 12-APR-2007 the patient recovered from the experience.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Streptococcus oralis, 04/10/2007, negative; throat culture, 04/10/2007, negative.
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

279551-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Choking sensation, Culture throat negative, Dyspnoea, Nausea, Pharyngeal oedema, Streptococcal identification test negative

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2253
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Apr-2007
Vaccine Date

18-Apr-2007
Onset Date

0
Days

18-Jun-2007
Status Date

FL
State

WAES0704USA05600
Mfr Report Id

Information has been received from a consumer concerning her 16 year old daughter, with a sulfonamide allergy and drug hypersensitivity to codeine, who on
18-APR-2007 was vaccinated with the first dose, 0.5 ml, of Gardasil. There was no concomitant medication. The patient's mother reported that on 18-APR-
2007, immediately after receiving the vaccination, her daughter got pale, said she was going to throw up, and felt faint for about 15 minutes. The mother then
added that while going out to the car, her daughter had 3 recurrences of feeling like she was going to faint, and had to sit with an ice pack on her neck for 10
minutes with each occurrence. On the way home in the car, her daughter complained that her hands and feet felt tingly and her vision became blurred for about
10 minutes. Once at home, the mother explained that her daughter experienced severe stomach cramps, and then one hour later had diarrhea "which lasted
through the night and into the early afternoon of the next day." On 19-APR-2007 ("the next day"), she became extremely lethargic, fell asleep at 2pm and slept
until the next day. On approximately 20-APR-2007 ("the next day"), the mother said her daughter "felt better," however, the arm where the injection was
administered was extremely sore, and no pressure could be tolerated on that arm; she confirmed that her daughter had recovered from all of the symptoms,
with the exception of her sore arm, which was "still tender but gradually improving." Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
Sulfonamide allergy, drug hypersensitivity

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

279552-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain upper, Diarrhoea, Dizziness, Hyperaesthesia, Hypersomnia, Injection site pain, Lethargy, Nausea, Pain in extremity, Pallor, Paraesthesia,
Presyncope, Vision blurred

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2254
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Feb-2007
Vaccine Date

Unknown
Onset Date Days

18-Jun-2007
Status Date

NJ
State

WAES0704USA05631
Mfr Report Id

Information has been received from a physician concerning an approximately 20 year old female who on approximately 25-FEB-2007 was vaccinated with a
first dose of Gardasil. Subsequently the patient developed amenorrhea. Unspecified medical attention was sought. It was reported that the patient planned to
discontinue the series of injections. At the time of the report, the patient's outcome was unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

279553-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Amenorrhoea

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2255
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Apr-2007
Vaccine Date

27-Apr-2007
Onset Date

2
Days

18-Jun-2007
Status Date

NJ
State

WAES0704USA05655
Mfr Report Id

Information has been received from a physician concerning a 26 year old female patient who on 25-APR-2007 was vaccinated IM in the left deltoid with her
second dose of Gardasil. On the Friday after the injection, 27-APR-2007, swelling and bruising appeared at the injection site. On the Saturday after the
injection, the injection site began to bleed. The patient stopped the bleeding with a compress and sought medical attention. She was fully recovered on an
unspecified date. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

279554-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site bruising, Injection site haemorrhage, Injection site swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2256
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Mar-2007
Vaccine Date

01-Mar-2007
Onset Date

0
Days

18-Jun-2007
Status Date

IN
State

WAES0704USA05691
Mfr Report Id

Information has been received from a physician concerning an approximately 12 year old female patient with sulfonamide allergy who was vaccinated with her
first dose of Gardasil and had a "slight" reaction with a red swelling rash at injection site. In March 2007, she was vaccinated IM with her second dose Gardasil
and had "a more extreme" rash. Unspecified medical attention was sought. The patient's outcome was unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Sulfonamide allergyPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

279555-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site rash, Injection site swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2257
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Apr-2007
Vaccine Date

Unknown
Onset Date Days

18-Jun-2007
Status Date

--
State

WAES0704USA05697
Mfr Report Id

Information has been received from an office manager concerning a female (age not reported) who on 03-APR-2007 was vaccinated with the third dose of
Gardasil. Concomitant medication was not reported. Subsequently on an unspecified date after the patient received her third dose of Gardasil, the patient
developed a lump and soreness at the injection site. The patient sought unspecified medical attention. The patient's lump and soreness at injection site
persisted. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279556-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site mass, Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2258
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Apr-2007
Vaccine Date

20-Apr-2007
Onset Date

2
Days

18-Jun-2007
Status Date

--
State

WAES0704USA05707
Mfr Report Id

Information has been received from a health professional concerning a 21 year old female who on 18-APR-2007 was vaccinated with Gardasil (Lot
#653978/0955F). Concomitant therapy included ORTHO TRI-CYCLEN. On the evening of 20-APR-2007 the patient experienced hives which were generalized
on her trunk. The patient was instructed to take BENADRYL but it did not help. She was examined by a physician in the emergency room on 22-APR-07. She
was not admitted. She was given ATARAX and prednisone. After the first dose of Atarax her rash resolved. It was reported that the patient took "CORICIDIN"
(therapy unspecified) for the first time the morning of 20-APR-2007. the patient's mother also stated that "her daughter often breaks out in hives". Additional
information has been requested.

Symptom Text:

[therapy unspecified]; ORTHO TRI CYCLENOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

279557-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0955F Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2259
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Apr-2007
Vaccine Date

24-Apr-2007
Onset Date

0
Days

18-Jun-2007
Status Date

--
State

WAES0704USA05712
Mfr Report Id

Information has been received from a 26 year old female with a history of asthma who on 24-APR-2007 was vaccinated with Gardasil. Concomitant therapy
included Sarafem and Yasmin. On 24-APR-2007 the patient experienced stomach nausea. She also felt very weak and went to bed early. The following day
she woke to feel very faint and again had stomach nausea. No further information was provided.

Symptom Text:

YASMIN, SARAFEMOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

279558-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Dizziness, Nausea, Somnolence

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2260
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Apr-2007
Vaccine Date

23-Apr-2007
Onset Date

0
Days

18-Jun-2007
Status Date

--
State

WAES0704USA05279
Mfr Report Id

Information has been received from a physician concerning a 24 year old female who on 23-APR-2007 was vaccinated with Gardasil (Lot# 657617/0384U). On
23-APR-2007 the patient fainted before receiving dose two. The patient recovered and received the second dose that same day. Additional information has
been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

279559-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0384U 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2261
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jun-2007
Status Date

LA
State

WAES0704USA05739
Mfr Report Id

Information has been received from a physician concerning a female nurse in his office who was vaccinated IM with a first dose of Gardasil. The patient
experienced "nausea" within 24 hours of receiving the first dose of Gardasil. Unspecified medical attention was sought. The patient was recovering. The
physician reported that two other patients experienced nausea after receiving Gardasil. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279560-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2262
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jun-2007
Status Date

--
State

WAES0704USA05765
Mfr Report Id

Information has been received from a 27 year old female with a history of papilloma viral infection and loop electrosurgical excision procedure in January 2007,
who was vaccinated with Gardasil. Concomitant therapy included ALLEGRA and YAZ. Subsequently, the patient received two doses of the vaccine. After the
first vaccination she experienced pain that the injection site (right arm) which hurt and burn. She did not experience any injection site reactions after the second
injection (left arm). She experienced headache approximately one day after her first and second injections. About a week after the second injection, she
developed genital warts on her outer lip. She reported that she is not sexually active. At the time of this report, the genital warts persisted. Her last dose is due
on 17-MAY-2007. Additional information has been requested.

Symptom Text:

YAZ, ALLEGRAOther Meds:
Lab Data:
History:
Prex Illness:

Papilloma viral infection; loop electrosurgical excision procedure

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
27.0

279561-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anogenital warts, Burning sensation, Headache, Inappropriate schedule of drug administration, Injection site irritation, Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2263
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Nov-2006
Vaccine Date

29-Nov-2006
Onset Date

0
Days

18-Jun-2007
Status Date

OK
State

WAES0704USA05775
Mfr Report Id

Information has been received from a health professional concerning a 16 year old sexually active female patient who is a smoker of tobacco and marijuana
who on 29-NOV-2006 was vaccinated with a first dose of Gardasil. On 29-NOV-2006 the patient was treated with Bactrim DS for 10 days for a urinary tract
infection. ON 14-DEC-2006 the patient was being treated with Omnicef for days and a single dose of Flagyl for trichomoniasis and a possible urinary tract
infection. On 22-JAN-2007 the patient received a second dose of Gardasil, IM into the right deltoid. On 22-JAN-2007 the patient was being treated with
Macrodantin, 100 mg twice a day for 10 days for a urinary tract infection. On 05-FEB-2007 the patient was taking Bactrim and clotrimazole. On 09-FEB-2007
the patient was treated with Flagyl for 10 days and Rocephin injection for Zithromax 1 gm for pelvic inflammatory disease. On 09-MAR-2007 the patient was
using a Xopenex inhaler and Advair and on 15-MAR-2007 she was taking Flagyl for 14 days. On 29-MAR-2007 she was taking Flagyl 500 mg and doxycycline
for 10 days. On 14-APR-2007 serial beta HCG test was 24529 and on 16-APR-2007 it was 54860. Her LMP was approximately 28-FEB-2007 (reported as "late
February 2007). Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Prex Illness:

Chlamydia trachomatis, 02/09/2007, negative; Neisseria gonorrhoeae, 02/09/2007, negative; Rapid plasma reagin, 04/12/2007, negative for syphilis; beta-
human chorionic, 03/15/2007, negative; complete blood cell, 04/12/2007, normal; HIV antib
Pregnancy NOS (LMP = 02/28/2007); tobacco user; cannabis abuse; sexually active

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

279562-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pelvic inflammatory disease, Trichomoniasis, Urinary tract infection

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2264
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Mar-2007
Vaccine Date

19-Apr-2007
Onset Date

21
Days

18-Jun-2007
Status Date

CO
State

WAES0704USA05797
Mfr Report Id

Initial and follow up information has been received from a physician and a health care professional concerning a 19 year old white female student who on 29-
MAR-2007 at 1:00 pm was vaccinated IM in the left deltoid with a first dose of Gardasil. The physician reported after receiving the injection the patient
developed "small red bumps and pustules behind her ears and along her neck." Follow up report came from a healthcare professional and it was reported that
on 19-APR-2007 at 8:00 am the patient had fine, red, non-itchy maculo papular rash behind both ears/thighs. She was treated with prescription medication. The
outcome was unknown. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

279563-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash erythematous, Rash maculo-papular, Rash pustular

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2265
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Apr-2007
Vaccine Date

25-Apr-2007
Onset Date

1
Days

18-Jun-2007
Status Date

--
State

WAES0704USA05818
Mfr Report Id

Information has been received from a healthcare worker concerning a female who on 24-APR-2007 was vaccinated with Gardasil. On 25-APR-2007 the patient
experienced fainting and other unspecified adverse experiences. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279564-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Adverse event, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2266
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jun-2007
Status Date

--
State

WAES0704USA05831
Mfr Report Id

Information has been received from a health professional that a high percentage of patients vaccinated with Gardasil subsequently experienced intense pain at
the injection site at the time the vaccine was administered to them. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279565-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2267
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jun-2007
Status Date

--
State

WAES0704USA05925
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with Gardasil. Subsequently the patient experienced genital warts. No
further information was provided. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279566-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anogenital warts

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2268
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Mar-2007
Vaccine Date

16-Mar-2007
Onset Date

0
Days

18-Jun-2007
Status Date

FL
State

WAES0704USA06014
Mfr Report Id

Information has been received from a pharmacist concerning a 26 year old female who on 16-MAR-2007 was vaccinated with the first dose of Gardasil.
Concomitant therapy included ZYRTEC. On 16-MAR-2007 the patient experienced itching and the sensation that her throat was closing up after taking an
unspecified antihistamine. Medical attention was sought. Additional information has been requested.

Symptom Text:

ZYRTECOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

279567-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus, Throat tightness

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2269
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jun-2007
Status Date

--
State

WAES0704USA06024
Mfr Report Id

Information has been received from a physician concerning a 16 year old female who is not pregnant who was vaccinated with Gardasil. Subsequently, the
patient experienced injection site pain about one week after vaccination. The pain diminished for a while and then returned as significant shoulder pain. She
had no other vaccinations at the same time. She has had no treatment so far. She had sought unspecified medical attention. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

279568-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Musculoskeletal pain

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2270
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Feb-2007
Vaccine Date

02-Mar-2007
Onset Date

2
Days

18-Jun-2007
Status Date

--
State

WAES0704USA06031
Mfr Report Id

Information has been received from a certified medical assistant concerning a 26 year old female with no pertinent medical history and no prior drug reactions
who on 28-FEB-2007 was vaccinated with first dose of Gardasil 0.5 cc intramuscularly in the left deltoid (Lot#656049/0187U). On 02-MAR-2007, two days after
receiving the dose, the patient first noticed itching and then saw that she had broke out in red dots on her chest and legs. The symptoms lasted for 2 to 3 days
and on approximately 04-MAR-2007 the patient recovered from broke out in red dots on chest and legs and itching. Additional information has been requested.

Symptom Text:

ANAPROX DSOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

279569-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus, Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0187U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2271
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Apr-2007
Vaccine Date

24-Apr-2007
Onset Date

0
Days

18-Jun-2007
Status Date

NY
State

WAES0704USA06035
Mfr Report Id

Information has been received from a nurse, via a company representative, concerning a female patient, who on 24-APR-2007 was vaccinated with a dose of
Gardasil (Lot #657617/0384U). Concomitant therapy may have included VARIVAX, MMR II and VAQTA. The nurse reported that "after receiving Gardasil, the
patient nearly passed out and was lightheaded." The nurse confirmed that the patient had recovered on the same day, 24-APR-2007. The patient sought
unspecified medical attention. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279570-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Presyncope

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

VARCEL
MMR
HPV4
HEPA

MERCK & CO. INC.
MERCK & CO. INC.
MERCK & CO. INC.
MERCK & CO. INC.

NULL
NULL
0384U
NULL

Unknown
Unknown
Unknown
Unknown

Unknown
Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 2272
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
25-May-2007
Status Date

--
State

WAES0705USA01964
Mfr Report Id

Information has been received from a licensed visiting nurse via a nurse practitioner. The nurse practitioner was told by a friend that a female patient was
vaccinated with Gardasil and two weeks alter developed a blood clot. Subsequently the patient died. The cause of death was from the blood clot. The reporting
licensed visiting nurse considered the blood clot to be immediately life-threatening and disabling. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279592-1 (D)

25-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Death, Thrombosis

 DIED, ER VISIT, LIFE THREATENING, PERMANENT DISABILITY, SERIOUS

Other Vaccine
24-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2273
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-May-2007
Vaccine Date

15-May-2007
Onset Date

7
Days

29-May-2007
Status Date

CT
State

CT200708
Mfr Report Id

Gardasil HPV vaccine Administered on 05/08/07 cough on 05/14/07 vomiting 5/15/07 morning at school, sweating followed by syncope few minutes no Tonic-
Clonic seizure. MRI done in ER showed Demyelinated Foci in Occipital, L temporal lobes and R frontal L 7/5/07-records received from facility for DOS 05/18-
05/23/07-DC DX: Multiple Sclerosis. Previously healthy femal who was admitted due to a lesion seen on brain MRI. Patient reports symtoms became in
December when she started having numbness in left thumb and slowly spread down her hands and arms. Also had some funny feeling in lower back.
Symptoms resolved. Since then she has intermittent numbness with more than 50 episodes per day last less than 1 minutes. On 5/14 she started having
nonproductive cough and sore throat, and posttussive vomiting the day after. Felt tingling over her left hand, right fingers and toes for less than 1 minute.
Lightheaded, fell and hit her head. Out for almost 10 minutes. Disoriented.

Symptom Text:

NoneOther Meds:
Lab Data:

History:
numbness or tingling of fingersPrex Illness:

MRI - demyelinating disease of white matter cerebri and spinal cord cervical records received 7/5/07-CT and MRI head were abnormal shows periventricular
white matter lesions. MRI spine showed inactive C5 white matter lesion. Labs, CBC WNL,
Exercise induced asthma, poor vision, tingling of fingers not successful records received-7/5/07- PMH: asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

279595-1 (S)

05-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cough, Demyelination, Fall, Head injury, Hyperhidrosis, Hypoaesthesia, Multiple sclerosis, Paraesthesia, Syncope, Vomiting

 ER VISIT, HOSPITALIZED, SERIOUS

Other Vaccine
24-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0210U 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2274
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
M

Gender
11-May-2007
Vaccine Date

12-May-2007
Onset Date

1
Days

01-Jun-2007
Status Date

CA
State Mfr Report Id

Rash over entire bodySymptom Text:

ViagraOther Meds:
Lab Data:
History:

HPVPrex Illness:

PCN, Bactrim

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
45.0

279599-1

16-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, Rash generalised

 ER VISIT, NOT SERIOUS

Other Vaccine
24-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0688F 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2275
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-May-2007
Vaccine Date

22-May-2007
Onset Date

0
Days

04-Jun-2007
Status Date

FL
State Mfr Report Id

Pt has syncope and had jerky movement for a minute. Patients legs were elevated and monitored. Pt recovered after 45 min.Symptom Text:

Other Meds:
Lab Data:
History:

nonePrex Illness:

None
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

279600-1

04-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dyskinesia, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
24-May-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2136AA
0954F

0
0

Right arm
Right arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 2276
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-May-2007
Vaccine Date

22-May-2007
Onset Date

1
Days

01-Jun-2007
Status Date

IN
State Mfr Report Id

Patient c/o flu-like symptoms, fatigue, musculoskeletal ache, dizziness.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

279601-1

01-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Fatigue, Influenza like illness, Musculoskeletal pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
24-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0522U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2277
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Feb-2007
Vaccine Date

22-Feb-2007
Onset Date

0
Days

18-Jun-2007
Status Date

--
State

WAES0704USA06044
Mfr Report Id

Information has been received from a health professional concerning a 19 year old female who on 22-FEB-2007 was vaccinated, in the deltoid, with Gardasil.
On 22-FEB-2007 the patient experienced mild rash all over her body. On 23-APR-2007 the patient was vaccinated with her second dose, IM injection in the
right deltoid and developed a severe rash all over body. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

279622-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash generalised, Vaccine positive rechallenge

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1427F Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2278
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Apr-2007
Vaccine Date

25-Apr-2007
Onset Date

0
Days

18-Jun-2007
Status Date

--
State

WAES0704USA06049
Mfr Report Id

Information has been received from a physician concerning a 21 year old female who on 25-APR-2007 was vaccinated with Gardasil. Concomitant therapy
included ZOLOFT and YASMIN. On 25-APR-2007 the patient reported feeling lightheaded and saw spots. Subsequently, the patient recovered from feeling
lightheaded and saw spots. This is one of two reports from the same source. Attempts are being made to obtain additional identifying information to distinguish
the individual patients mentioned in this report. Additional information has been requested.

Symptom Text:

ZOLOFT; YASMINOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

279623-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Visual disturbance

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2279
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jun-2007
Status Date

--
State

WAES0704USA06054
Mfr Report Id

Information has been received from a physician concerning a 15 year old female who was vaccinated with Gardasil. After her second dose, the patient
experienced nausea, diarrhea, vomiting and fever. The patient did not experience any symptoms after her first dose. Subsequently, the patient recovered.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

279624-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Diarrhoea, Nausea, No reaction on previous exposure to drug, Pyrexia, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2280
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jun-2007
Status Date

GA
State

WAES0704USA06056
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with Gardasil. Subsequently the patient became light-headed and
passed out when she got to the front door. The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279625-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2281
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jun-2007
Status Date

--
State

WAES0704USA06061
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with Gardasil. the patient came back for her second vaccination and
reported that she experienced pain at the injection site after her first vaccination. Subsequently, the patient recovered from pain at the injection site. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279626-1

19-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2282
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jun-2007
Status Date

--
State

WAES0704USA06066
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with Gardasil. Subsequently the patient developed a mass under her
skin at injection site. the patient's mass persisted. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279627-1

19-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site mass

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2283
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Apr-2007
Vaccine Date

24-Apr-2007
Onset Date

1
Days

18-Jun-2007
Status Date

--
State

WAES0704USA06102
Mfr Report Id

Information has been received from a health professional concerning an approximately 16 year old female, who on 23-APR-2007 received her second
vaccination with Gardasil. On 24-APR-2007 the patient experienced joint pain all over her body. The patient's joint pain persisted and was getting worse. Date
of first vaccination not reported. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

279628-1

19-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2284
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Nov-2006
Vaccine Date

Unknown
Onset Date Days

18-Jun-2007
Status Date

TX
State

WAES0704USA06180
Mfr Report Id

Information has been received from a health professional concerning an approximately 25 year old female with an allergy to Hydrocodone, who on 15-NOV-
2006 was vaccinated with Gardasil. Concomitant therapy included ORTHO-CYCLEN. A short time after her second dose, she had a routine Pap which was
positive for abnormal cells and positive for a high risk strain of HPV. No other symptoms were reported. Date of first vaccination not provided. Additional
information has been requested.

Symptom Text:

ORTHO-CYCLENOther Meds:
Lab Data:
History:
Prex Illness:

Drug hypersensitivity

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

279629-1

19-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Papilloma viral infection, Smear cervix abnormal

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2285
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Feb-2007
Vaccine Date

22-Feb-2007
Onset Date

0
Days

18-Jun-2007
Status Date

PA
State

WAES0704USA06184
Mfr Report Id

Information has been received from a health professional concerning a 19 year old female with a penicillin allergy who on 22-FEB-2007 was vaccinated with
Gardasil (Lot 655619/1427F). Concomitant therapy included YASMIN. On 22-FEB-2007 the patient experienced rash. On 23-APR-2007 the patient received her
second dose of Gardasil (Lot 657006/0188U). Within a few hours she developed a rash on her face, chest, arms and legs described as a red spotty and itchy.
The rash was treated with Benadryl. After a couple of days the rash resolved. Additional information has been requested.

Symptom Text:

YASMINOther Meds:
Lab Data:
History:

Penicillin allergyPrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

279630-1

19-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Rash, Rash pruritic

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1427F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2286
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Oct-2006
Vaccine Date

Unknown
Onset Date Days

18-Jun-2007
Status Date

CA
State

WAES0704USA06225
Mfr Report Id

Information has been received from a physician concerning a 25 year old female patient who on 20-OCT-2006 was vaccinated with her first dose of Gardasil.
The patient experienced her menstrual cycle a month late, and changes in flow and also spotting with less blood after receiving her first dose. On 21-DEC-2006
the patient received her second dose of Gardasil and experienced her menstrual cycle 10 days late. On 16-APR-2007 the patient received her third dose of
Gardasil. It was reported that the patient developed the same menstrual cycle symptoms after each dose. Medical attention was sought. The patient recovered.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

279631-1

19-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Menstruation delayed, Menstruation irregular, Metrorrhagia

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2287
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jan-2007
Vaccine Date

18-Jan-2007
Onset Date

0
Days

18-Jun-2007
Status Date

--
State

WAES0704USA06231
Mfr Report Id

Information has been received from a physician's assistant concerning a female who on 18-JAN-2007 was vaccinated with Gardasil. There was no concomitant
medication. After vaccination on 18-JAN-2007 and 22-MAR-2007, the patient experienced bleeding gums. The duration and extent of the bleeding gums was
unknown. It was unknown if the bleeding got worse with the second vaccination. The patient's father is an oral surgeon and felt that the bleeding of the gums
was related to the Gardasil vaccination. The patient's bleeding gums persisted. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279632-1

19-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Gingival bleeding

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2288
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jun-2007
Status Date

GA
State

WAES0704USA06235
Mfr Report Id

Information has been received from a registered pharmacist concerning an 11 year old female who, on an unspecified date, was vaccinated with a second dose
of Gardasil. On 26-APR-2007, the patient was seen in the emergency room for hallucinations. The patient was discharged from the emergency room with
instructions to follow-up with her pediatrician. The reporter stated that the patient was "fine" when she left the hospital. It was also noted by the reporter that the
patient had reportedly experienced hallucinations after her first dose of Gardasil and was seen in the emergency room of another hospital. The reporter stated
that the patient may have received other vaccinations with one or both of the Gardasil vaccine doses. No product quality complaint was involved. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

279633-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hallucination, Vaccine positive rechallenge

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2289
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Apr-2007
Vaccine Date

02-Apr-2007
Onset Date

0
Days

18-Jun-2007
Status Date

PA
State

WAES0704USA06246
Mfr Report Id

Information has been received from a health care worker concerning a 23 year old female with drug reactions to "emytin" and Cipro who on 02-APR-2007 was
vaccinated intramuscularly with a third dose of Gardasil (Lot # 657006/0188U). On 02-APR-2007 the patient developed a lump on her right arm after
administration of the vaccine. The patient sought unspecified medical attention. At the time of this report, the patient's lump on her right arm persisted. No
product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Drug hypersensitivity, allergic reaction to antibiotics

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

279634-1

19-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site mass

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0188U 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2290
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Feb-2007
Vaccine Date

25-Feb-2007
Onset Date

0
Days

18-Jun-2007
Status Date

--
State

WAES0704USA06257
Mfr Report Id

Information has been received from a physician concerning a 20 year old female who on approximately 25-FEB-2007 was vaccinated with Gardasil. On
approximately 25-FEB-2007 the patient experienced numbness, headache, dizziness and muscle tenderness. After one week, the patient recovered. On 24-
APR-2007 the second vaccination with Gardasil was given. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

279635-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Headache, Hypoaesthesia, Myalgia

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2291
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jun-2007
Status Date

--
State

WAES0704USA06336
Mfr Report Id

Information has been received from a consumer concerning her daughter who was vaccinated with the second dose of Gardasil. Subsequently the patient
experienced fever and swollen glands. The patient's outcome was not reported. Medical attention was not sought. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279636-1

19-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Lymphadenopathy, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2292
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jun-2007
Status Date

LA
State

WAES0704USA06391
Mfr Report Id

Information has been received from a physician concerning the daughter of a nurse who was vaccinated with a first dose of Gardasil. Patient experienced
"nausea" within 24 hours after she received the first dose of Gardasil. It was not known if the patient sought medical attention. The patient's outcome was
unknown. The physician reported that two other patient experienced nausea after receiving Gardasil. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279637-1

19-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2293
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jun-2007
Status Date

--
State

WAES0704USA06392
Mfr Report Id

Information has been received from a physician concerning a daughter of a nurse who was vaccinated with a first dose of Gardasil. Patient experienced
"nausea" within 24 hours after she received the first dose of Gardasil. It was not known if patient sought medical attention. The patient's outcome was unknown.
The physician reported that two other patient experienced nausea after receiving the first dose of Gardasil. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279638-1

19-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2294
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jun-2007
Status Date

--
State

WAES0704USA06505
Mfr Report Id

Information has been received from a nurse concerning a female patient who was vaccinated with a 0.5 ml dose of Gardasil. Subsequently, the patient
experienced fainting. Unspecified medical attention was sought. At the time of the report, the patient had not recovered. This is one of several reports received
from the same source. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279639-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2295
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Mar-2007
Vaccine Date

09-Apr-2007
Onset Date

25
Days

18-Jun-2007
Status Date

FL
State

WAES0704USA06523
Mfr Report Id

Information has been received from a physician concerning a 11 year old female who on 15-MAR-2007 was vaccinated with Gardasil (lot # 655619/1427F). On
09-APR-2007 the patient experienced rash that spread from the injection site down one arm and then to the other arm. Medical attention was sought. The
patient had unspecified blood work and had throat culture (results not reported). Subsequently, the patient recovered from rash. Additional information has
been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory  - results not reported, throat culture  - results not reported
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

279640-1

19-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1427F Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2296
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Jan-2007
Vaccine Date

29-Mar-2007
Onset Date

63
Days

19-Jun-2007
Status Date

--
State

WAES0704USA06596
Mfr Report Id

Information has been received from a Physician Assistant concerning an 18 year old female patient with a history of tuberculosis test positive with Mantoux test
and negative with chest x-ray who on 25-JAN-2007 was vaccinated IM with a first dose of Gardasil, lot # 653650/0702F. Concomitant therapy included
Nuvaring. On 29-MAR-2007 the patient was vaccinated with a second dose of Gardasil. The night of 29-MAR-2007 she developed pain in the medial aspect of
her left foot with swelling. On 30-APR-2007 (next day) she developed swelling of both feet. She then had blisters on both hips and swelling of her lower lip. On
04-APR-2007 she was seen in the Urgent Care and was treated with Diclofenac, Claritin D and tapered Prednisone for 6 days. Sedimentation rate, complete
Blood Count with differential studies performed. Lymphocytes was slightly elevated. The patient recovered. Additional information has been requested.

Symptom Text:

NUVARINGOther Meds:
Lab Data:
History:
Prex Illness:

lymphocyte count - slightly elevated, complete blood cell, erythrocyte
Tuberculosis test positive; Chest X-ray

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

279641-1

19-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blister, Chest X-ray normal, Lip swelling, Oedema peripheral, Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0702F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2297
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Apr-2007
Vaccine Date

26-Apr-2007
Onset Date

0
Days

18-Jun-2007
Status Date

--
State

WAES0704USA06655
Mfr Report Id

Information has been received from a nurse concerning a 16 year old female, with asthma and an allergy to cefaclor (Ceclor), and a recent history of
lightheadedness in school, who on 30-OCT-2006 was vaccinated with Gardasil. Concomitant therapy included Zyrtec, Singulair and hormonal contraceptives
(unspecified). On 21-DEC-2006, the second vaccination with Gardasil was administered. The patient had no adverse event with the first or second vaccination.
On 26-APR-2007 the third vaccination with Gardasil was administered. Ten minutes later, the patient fainted in the waiting room. Her blood pressure was 90/50.
She had not eaten that afternoon before the vaccination. Subsequently, the patient recovered. Additional information has been requested.

Symptom Text:

ZYRTEC, hormonal contraceptives, SINGULAIROther Meds:
Lab Data:
History:

Asthma, drug hypersensitivityPrex Illness:

Blood pressure, 04/26/2007, 90/50.
Lightheadedness

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

279642-1

19-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure decreased, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2298
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Apr-2007
Vaccine Date

24-Apr-2007
Onset Date

0
Days

18-Jun-2007
Status Date

IN
State

WAES0704USA06677
Mfr Report Id

Information has been received from a Registered Nurse (R.N.) concerning a 13 year old female patient who on 19-FEB-2007 was vaccinated IM a first dose of
with Gardasil lot #653736/0689F and on 24-APR-2007 she was vaccinated IM with a second dose of Gardasil lot # 655849/0263U. She became dizzy and
flushed with sweating within minutes after her second injection was given. She quickly recovered. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

279643-1

19-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Flushing, Hyperhidrosis

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0263U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2299
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Apr-2007
Vaccine Date

05-Apr-2007
Onset Date

0
Days

18-Jun-2007
Status Date

NH
State

WAES0704USA06695
Mfr Report Id

Information has been received from a registered nurse (RN) concerning a 25 year old female who on 15-FEB-2007 was vaccinated iM in the left deltoid with a
first dose of Gardasil lot # 653938/0954F and on 05-APR-2007 was vaccinated with a second dose of Gardasil lot # 653736/0014U. Concomitant therapy
included Nexium. On 05-APR-2007 the patient developed loose green stool, injection site redness and injection site swelling. The loose green stools lasted for
24 hours and then resolved. On 27-APR-2007 patient had an office visit and it was noted that the injection site redness and swelling resolved. Additional
information has been requested.

Symptom Text:

NexiumOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

279644-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Diarrhoea, Faeces discoloured, Injection site erythema, Injection site swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0014U 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2300
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Mar-2007
Vaccine Date

Unknown
Onset Date Days

18-Jun-2007
Status Date

--
State

WAES0704USA06706
Mfr Report Id

Information has been received from a physician concerning a 20 year old female who in March 2007 was vaccinated with Gardasil. Subsequently the patient
experienced hair loss. The patient's hair loss persisted. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

279645-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Alopecia

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2301
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Apr-2007
Vaccine Date

10-Apr-2007
Onset Date

1
Days

18-Jun-2007
Status Date

IA
State

WAES0704USA06799
Mfr Report Id

Information has been received from a nurse practitioner and a licensed practical nurse concerning a 15 year old, female, student with no illness at time of
vaccination with Bactrim allergy, rash who on 09-APR-2007 at 2:00 p.m. was vaccinated intramuscularly with the first dose of Gardasil, (Lot #656049/0187U). It
was reported that at 8:00 a.m. on 10-APR-2007, the patient had 'a tickly feeling in her throat - which caused her to clear her throat, constantly. It was reported
that the patient's "tickly feeling in her throat" which caused to clear her throat, constantly, went away after twenty four hours. It was reported that there was no
soreness to the injection site noted. The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Sulfonamide allergy; RashPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

279646-1

19-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Throat irritation

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0187U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2302
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jun-2007
Status Date

NC
State

WAES0705USA00004
Mfr Report Id

Information has been received from a office nurse in a physician's office concerning a female in her late teens who was vaccinated with Gardasil. Concomitant
therapy included Dtap. Subsequently the patient felt dizzy immediately after receiving the vaccine. Additional information is not expected.

Symptom Text:

diphtheria toxoid (+)Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

279647-1

19-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2303
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jun-2007
Status Date

--
State

WAES0705USA00011
Mfr Report Id

Information has been received from a licensed practical nurse concerning a female who was vaccinated with Gardasil. There was no concomitant medication.
Subsequently the patient experienced burning sensation after receiving the vaccination and sought medical attention. Subsequently, the patient recovered from
the burning sensation. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279648-1

19-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Burning sensation

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2304
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Feb-2007
Vaccine Date

23-Feb-2007
Onset Date

0
Days

18-Jun-2007
Status Date

IL
State

WAES0705USA00037
Mfr Report Id

Information has been received from a registered nurse concerning a 15 year old female with no pertinent medical history who on 23-FEB-2007 was vaccinated
IM in her right arm with 0.5 ml, first dose of Gardasil (lot # 656049/0187U). There was no concomitant medications. On 23-FEB-2007 the patient experienced
initial stinging that turned into muscle soreness. There were no laboratory or diagnostic tests performed. Unspecified medical attention was sought. As of 30-
APR-2007, the patient's initial stinging and muscle soreness persisted. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

279649-1

19-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Myalgia, Pain

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0187U 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2305
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jun-2007
Status Date

TN
State

WAES0705USA00045
Mfr Report Id

Information has been received from a physician via a company representative concerning a female patient who was vaccinated IM with a 0.5ml first and second
dose of Gardasil. There was no concomitant medication. Subsequently the patient experienced a yeast infection after each dose of the vaccination. It was
noted that the patient recovered on therapy from both yeast infections. Unspecified medical attention was sought. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279650-1

19-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Fungal infection

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2306
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Apr-2007
Vaccine Date

Unknown
Onset Date Days

18-Jun-2007
Status Date

--
State

WAES0705USA00056
Mfr Report Id

Information has been received from a physician concerning an 18 year old female who sometime in April 2007 was vaccinated with her first dose of Gardasil.
There was no concomitant medication. Subsequently, the patient claims that ever since she received the vaccination, she gets her "period every 13 days" as
opposed to every 28 days which is considered normal for her. Unspecified medical attention was sought. The patient's outcome was reported as unknown. No
product quality complaint was involved. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

279651-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Menstruation irregular

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2307
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Apr-2007
Vaccine Date

28-Apr-2007
Onset Date

1
Days

18-Jun-2007
Status Date

--
State

WAES0705USA00058
Mfr Report Id

Information has been received from a nurse concerning a 26 year old female patient who on 27-APR-2007 was vaccinated IM with a 0.5 ml first dose Gardasil.
There was no concomitant medication. Since 28-APR-2007 the patient felt depressed and fatigued. Unspecified medical attention was sought. Additional
information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

279652-1

19-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Depression, Fatigue

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2308
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Apr-2007
Vaccine Date

22-Apr-2007
Onset Date

1
Days

18-Jun-2007
Status Date

LA
State

WAES0705USA00068
Mfr Report Id

Information has been received from a physician via a company representative concerning a female patient who on 21-APR-2007 was vaccinated IM in the
deltoid with a first dose of Gardasil. Concomitant therapy included Zyrtec. On 22-APR-2007 the patient went out in the  sun and experienced rash on her legs
and on the arm she was given the injection. It was noted the that the rash was not itchy and lasted a couple of days before resolving completely. Unspecified
medical attention was sought. Additional information has been requested.

Symptom Text:

ZYRTECOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279653-1

19-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site rash, Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2309
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Nov-2006
Vaccine Date

Unknown
Onset Date Days

18-Jun-2007
Status Date

--
State

WAES0705USA00070
Mfr Report Id

Information has been received from a consumer concerning her daughter who on 02-NOV-2006 was vaccinated with her first dose of Gardasil. There was no
concomitant medication. The patient's mother indicated that the shot her daughter received was extremely painful. She did not say if her daughter experienced
the same pain when she got the second shot on 22-APR-2007 which was more than two months later. No product quality complaint was involved. Additional
information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279654-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, Pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2310
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
16-Apr-2007
Onset Date Days

18-Jun-2007
Status Date

NY
State

WAES0705USA00071
Mfr Report Id

Information has been received from a physician via a company representative concerning a 19 year old female patient who was vaccinated with 0.5 ml second
dose of Gardasil. Subsequently the patient experienced urinary tract infection. Unspecified medical attention was sought. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

279655-1

19-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urinary tract infection

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2311
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Apr-2007
Vaccine Date

26-Apr-2007
Onset Date

0
Days

18-Jun-2007
Status Date

NY
State

WAES0705USA00076
Mfr Report Id

Information has been received from a company representative and a nurse concerning a 17 year old female patient who on 26-APR-2007 was vaccinated with
Gardasil (lot # 657621/0387U). On 26-APR-2007 the patient experienced body ache, cough, sore throat and a nose bleed. The nurse reported the following:
The patient did not go to dance class that night which is unlike her. On 27-APR-2007, the patient went to 'Six Flags:" and only went on one ride which is unlike
her. The patient did nothing over the weekend. The patient had 3 nose bleeds that started on 29-APR-2007 and the 3rd nose bleed lasted from 1:15 am on 30-
APR-2007. The patient did not go to school on 30-APR-2007. The patient will see her primary care physician for follow-up. The patient was not recovered at the
time of the report. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

279656-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cough, Epistaxis, Pain, Pharyngolaryngeal pain

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0387U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2312
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Feb-2007
Vaccine Date

Unknown
Onset Date Days

18-Jun-2007
Status Date

--
State

WAES0705USA00077
Mfr Report Id

Information has been received from a 24 year old female with papilloma viral infection who on 23-FEB-2007 was vaccinated with Gardasil (lot #654702/0011U).
Concomitant therapy Nuvaring. Subsequently the patient experienced arm pain, swelling, itchiness, redness, and lump at injection site on left deltoid.
Unspecified medical attention was sought. The patient status was reported as recovering. No product quality complaint was involved. Additional information has
been requested.

Symptom Text:

NUVARINGOther Meds:
Lab Data:
History:

Papilloma viral infectionPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

279657-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Injection site mass, Oedema peripheral, Pain in extremity, Pruritus

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0011U Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2313
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jun-2007
Status Date

MN
State

WAES0705USA00082
Mfr Report Id

Information has been received from a company representative and a nurse concerning a 11 year old female who was vaccinated with a 0.5 ml dose of Gardasil.
The patient developed a fever and missed at least one day aft school. The interval between administration of the vaccine and the onset of the fever is unknown.
The nurse mentioned that the patient also received four additional injections at the same office visit. Subsequently, the patient recovered from the fever.
Unspecified medical attention was sought. Additional information has been requested.

Symptom Text:

(therapy unspecified) (therapy unspecified) (therapy unspecified) (therapy unspecified)Other Meds:
Lab Data:
History:
Prex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

279658-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2314
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jun-2007
Status Date

--
State

WAES0705USA00090
Mfr Report Id

Information has been received from a nurse practitioner concerning a female patient who was vaccinated with a first dose of Gardasil. Subsequently the patient
experienced dizziness immediately following vaccination. The nurse practitioner reported that the patient was fine and recovered shortly thereafter. Unspecified
medical attention was sought. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279659-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Immediate post-injection reaction

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2315
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jun-2007
Status Date

--
State

WAES0705USA00092
Mfr Report Id

Information has been received from a registered nurse concerning a 23 year old female who was vaccinated with her first dose of Gardasil. There was no
concomitant medication. Subsequently the patient experienced weakness and nausea after receiving the vaccination. Unspecified medical attention was
sought. Subsequently, the patient recovered from the symptoms. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

279660-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2316
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jun-2007
Status Date

--
State

WAES0705USA0098
Mfr Report Id

Information has been received from a female who reported that she received the first two doses of Gardasil and "developed a lump at the injection site. At the
time of the report, it was unknown if the patient recovered. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279661-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site mass

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2317
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Apr-2007
Vaccine Date

23-Apr-2007
Onset Date

0
Days

18-Jun-2007
Status Date

NJ
State

WAES0705USA00100
Mfr Report Id

Information has been received from a physician concerning a 15 year old female. The patient received her first dose of Gardasil and had no adverse reaction.
On the week of 23-APR-2007 the patient was vaccinated with Gardasil second dose. Immediately after receiving her second dose, the patient's arm which
received the injection began to hurt, the patient became dizzy and passed out. Her lips turned blue. Unspecified medical attention was sought. The patient was
not given any other vaccines on the day she was given her second dose of Gardasil. Subsequently, the patient recovered from the arm pain, dizziness, passing
out and lips turning blue. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

279662-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cyanosis, Dizziness, Injection site pain, Loss of consciousness, No reaction on previous exposure to drug

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2318
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Dec-2006
Vaccine Date

Unknown
Onset Date Days

18-Jun-2007
Status Date

MO
State

WAES0705USA00119
Mfr Report Id

Information has been received from a physician concerning a 26 year old female with no known medical history and allergies to penicillin, amoxicillin and Biaxin
who on 27-DEC-2006 was vaccinated intramuscularly with a second 0.5 mL dose of Gardasil (Lot #653937/0637F). There was no concomitant medication.
Subsequently, on an unspecified date, the patient developed a quarter size area of redness at the injection site. No laboratory diagnostic tests were performed.
Approximately one month after the injection was given, the patient recovered. No product quality complaint was involved. Additional information has been
requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Allergic reaction to antibiotics; Penicillin allergyPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

279663-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0637F 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2319
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jun-2007
Status Date

--
State

WAES0705USA00160
Mfr Report Id

Information has been received from a physician concerning a female child (age not reported) who was the daughter of one of the reporting physician's patients.
On unspecified dates, the patient was vaccinated with a first, second and third 0.5 mL dose of Gardasil at her pediatrician's office. Subsequently the patient
experienced pain after each of her three doses of Gardasil, progressively getting worse each time. After the third dose, the patient also experienced nausea
and had to stay home from school. Subsequently, the patient recovered from pain and nausea. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279664-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Nausea, Pain, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2320
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jun-2007
Status Date

--
State

WAES0705USA00161
Mfr Report Id

Information has been received from a nurse practitioner concerning a female who was vaccinated with Gardasil, (No lot # was provided). Subsequently the
patient experienced immediately after being vaccinated, numbness, and tingling in the arm on both her first and second dose. The patient sought unspecified
medical attention. Subsequently, it was reported that the "patient was fine when she got home". It was reported that the patient was fine now. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279665-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Immediate post-injection reaction, Paraesthesia, Vaccine positive rechallenge

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2321
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Apr-2007
Vaccine Date

16-Apr-2007
Onset Date

0
Days

18-Jun-2007
Status Date

CO
State

WAES0705USA00168
Mfr Report Id

Information has been received from a registered nurse, concerning a 20 year old female who on approximately 16-APR-2007 was vaccinated with the first
dose, IM in the right deltoid, 0.5ml, of Gardasil. Concomitant therapy included Valtrex and hormonal contraceptives (unspecified). Immediately after the
injection (approximately 16-APR-2007), the patient's arm was sore. On 30-APR-2007, two weeks later, the nurse confirmed the soreness continued and the
patient complained her arm with any pressure applied; in addition, a small lump was present under the skin at the injection site. At the time of this report, the
patient had not recovered. The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

hormonal contraceptives, VALTREXOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

279666-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site mass, Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2322
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Apr-2007
Vaccine Date

11-Apr-2007
Onset Date

0
Days

18-Jun-2007
Status Date

MO
State

WAES0705USA00170
Mfr Report Id

Information has been received from a physician concerning a 14 female who on 11-APR-2007 was vaccinated with a 0.5 mL dose of Gardasil (Lot # "03874").
Subsequently, the patient fainted 5 minutes after receiving the Gardasil. At the time of this report, the patient had recovered. No product quality complaint was
involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

279667-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2323
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Apr-2007
Vaccine Date

26-Apr-2007
Onset Date

2
Days

18-Jun-2007
Status Date

PA
State

WAES0705USA00174
Mfr Report Id

Information has been received from a physician concerning a 17 year old female who on 24-APR-2007 was vaccinated IM with a second dose of Gardasil (lot
#656051/0244U). On 26-APR-2007, the patient was seen by her physician with complaints of a sore and "tingling" tongue. The physician reported that the
patient stated she "may have had the tingling " before vaccination with Gardasil, although, "she wasn't sure." Upon physical examination, the patient's tongue
was noted to be reddened with some raised papules, and subsequently, the patient was diagnosed with glossitis. The patient was administered viscous
lidocaine and liquid Benadryl topically to the tongue, in order to decreased the irritation, and was instructed to contact the physician if the condition did not
improve. The physician did not feel that the patient's glossitis was an allergic reaction, and reported that the patient will continue with the vaccination series. At
the time of this report, the patient had not contacted the physician regarding the outcome of the glossitis. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

physical examination 04/26/2007  - reddened tongue with raised papules
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

279668-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Glossitis, Glossodynia, Paraesthesia oral

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0244U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2324
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jun-2007
Status Date

OH
State

WAES0705USA00278
Mfr Report Id

Information has been received from a physician concerning a female who in 2007 was vaccinated with Gardasil. It was reported that the patient had injection
site pain after receiving the vaccination. The second dose was not given because of the continued pain. The patient sought unspecified medical attention. This
is one of two reports received from the same source. Attempts are being made to obtain identifying information to distinguish the individual patients mentioned
in this report. Additional information will be provided if available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279669-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2325
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jun-2007
Status Date

TX
State

WAES0705USA00372
Mfr Report Id

Information has been received from a physician, via  company representative, concerning a 17 year old female patient who was vaccinated IM (date
unspecified), with the first dose of Gardasil. The physician reported that the patient "fainted in the office waiting room shortly after being vaccinated." The
physician stated the patient was presumed to be doing fine, though she had not heard from the patient. The patient sought unspecified medical attention.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

279670-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2326
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Mar-2007
Vaccine Date

01-Mar-2007
Onset Date

0
Days

18-Jun-2007
Status Date

--
State

WAES0705USA00397
Mfr Report Id

Information has been received from a health professional concerning a female consumer who in March 2007, was vaccinated with Gardasil. In March 2007, the
patient experienced petechiae rash all over her body within 24 hours after receiving the first dose of Gardasil. No medical attention was required. This is one of
two reports received from the same source. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279671-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Petechiae

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2327
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jun-2007
Status Date

NY
State

WAES0705USA00423
Mfr Report Id

Information has been received from a physician concerning her daughter who on an unspecified date was vaccinated with a dose of Gardasil (lot
654510/0926F). Immediately after receiving Gardasil, her daughter experienced severe pain in area of injection site. There was no visible reaction at the
injection site such as a rash or swelling. At the time of this report, the outcome was unknown. This is one of several reports from the same source. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279672-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0962F Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2328
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Apr-2007
Vaccine Date

30-Apr-2007
Onset Date

0
Days

18-Jun-2007
Status Date

NJ
State

WAES0705USA00433
Mfr Report Id

Information has been received from a physician, via a company representative, concerning a 19 year old female patient who on 30-APR-2007 was vaccinated
with the first dose of Gardasil. The physician reported that the patient "passed out immediately after receiving first dose of Gardasil; "she added that that patient
had not eaten all day prior to receiving the vaccination. The patient recovered on 30-APR-2007, the same day of vaccination. The patient sought unspecified
medical attention. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

279673-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2329
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jun-2007
Status Date

NJ
State

WAES0705USA00497
Mfr Report Id

Information has been received from a physician concerning a 19 year old female who was vaccinated with a dose of Gardasil. Subsequently the patient
developed amenorrhea. Unspecified medical attention was sought. It was reported the patient planned to discontinued the series of injections. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

279674-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Amenorrhoea

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2330
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jun-2007
Status Date

TX
State

WAES0705USA00500
Mfr Report Id

Information has been received from a physician, via a company representative, concerning a female patient, who was vaccinated (date unspecified) with a
dose, 0.5ml, of Gardasil. The physician reported that the patient "experienced a full body rash," after the vaccination (date unspecified). At the time of this
report, it was unknown if the patient had recovered. The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279675-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash generalised

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2331
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jun-2007
Status Date

CA
State

WAES0705USA00531
Mfr Report Id

Information has been received from a physician concerning a 22 year old female who was vaccinated with her first dose of Gardasil. After the vaccination, the
patient became nauseous, sweaty, threw up and had diarrhea. The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

279676-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Diarrhoea, Hyperhidrosis, Nausea, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2332
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jun-2007
Status Date

MA
State

WAES0705USA00534
Mfr Report Id

Information has been received from a registered nurse concerning unspecified number of patients who were vaccinated with Gardasil. Subsequently, the
patients "felt vaccine going down their arm." This is one of several reports received from the same source. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279677-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Sensory disturbance

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2333
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Apr-2007
Vaccine Date

11-Apr-2007
Onset Date

1
Days

18-Jun-2007
Status Date

UT
State

WAES0705USA00653
Mfr Report Id

Information has been received from a physician concerning a 9 year old female who on 10-APR-2007 was vaccinated with Gardasil. On 11-APR-2007 the
patient experienced a sore arm and nausea. This is one of two reports received from the same source. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
9.0

279678-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Nausea, Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2334
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jun-2007
Status Date

--
State

WAES0705USA00753
Mfr Report Id

Information has been received from a health professional concerning a "young" female who was vaccinated with Gardasil (date of vaccination unknown).
Subsequently, following the vaccination the patient lost her color, slumped over and almost fainted. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279679-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Pallor, Presyncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2335
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jun-2007
Status Date

--
State

WAES0705USA00771
Mfr Report Id

Information has been received from a physician concerning an approximately 11 year old female who on an unspecified date was vaccinated with a dose of
Gardasil. Concomitant medication was not reported. Subsequently on an unspecified date, two days after receiving the Gardasil, the patient became ill. The
reporting physician felt the event was not related to therapy with Gardasil. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

279680-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Malaise

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2336
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jun-2007
Status Date

--
State

WAES0705USA00828
Mfr Report Id

Information has been received from a health professional a female who was vaccinated with Gardasil. Subsequently the patient experienced pain, throbbing,
stinging, burning sensation and passed out. Subsequently, the patient recovered. This is one of several reports received from the same source. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279681-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Burning sensation, Loss of consciousness, Pain

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2337
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jun-2007
Status Date

--
State

WAES0705USA00918
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with Gardasil. Within 12-15 hours, the patient experienced nausea
and vomiting. This is one of two reports received from the same source. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279682-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Nausea, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2338
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jun-2007
Status Date

--
State

WAES0705USA01004
Mfr Report Id

Information has been received from a nurse concerning a female patient who was vaccinated with a 0.5 ml dose of Gardasil. Subsequently the patient
experienced fainting. Unspecified medical attention was sought. At the time of report, the patient had not recovered. This is one of several reports received from
the same source. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279683-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2339
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jun-2007
Status Date

--
State

WAES0705USA01005
Mfr Report Id

Information has been requested from a nurse concerning a female patient who was vaccinated with a 0.5 ml dose of Gardasil. Subsequently the patient
experienced fainting. Unspecified medical attention was sought. At the time of the report, the patient had not recovered. This is one of several reports received
from the same source. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279684-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2340
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jun-2007
Status Date

--
State

WAES0705USA01006
Mfr Report Id

Information has been received from a nurse concerning a female patient who was vaccinated with a 0.5 ml dose of Gardasil. Subsequently the patient
experienced fainting. Unspecified medical attention was sought. At the time of the report, the patient had not recovered. This is one of several reports received
from the same source. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279685-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2341
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Apr-2007
Vaccine Date

09-Apr-2007
Onset Date

0
Days

18-Jun-2007
Status Date

--
State

WAES0705USA01084
Mfr Report Id

Information has been received from a nurse practitioner concerning a 19 year old female who on 09-APR-2007 the patient experienced a tickly feeling in her
throat for 24 hours after receiving the vaccine. She needed to clear her throat constantly. There was no soreness noted to the injection site. It was reported that
the patient sought unspecified medical attention. Subsequently, the patient recovered tickly feeling in her throat. This is one of two reports that was received
from the same source for a sibling. No further details were provided. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

279686-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Throat irritation

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Pharynx itchy sensation~HPV (Gardasil)~1~15~In SiblingPrex Vax Illns:

HPV4 MERCK & CO. INC. 0187U Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2342
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Oct-2006
Vaccine Date

03-Oct-2006
Onset Date

0
Days

18-Jun-2007
Status Date

--
State

WAES0705USA01296
Mfr Report Id

Information has been received from a physician concerning a 23 year old female who on 03-OCT-2006 was vaccinated with Gardasil (lot # 653736/0689F). The
patient received her second dose of Gardasil (lot # 653736/0689F) on 08-DEC-2006 and her third dose (lot # 653736/0014U) on 02-APR-2007. The patient
experienced soreness and pain for 2 to 3 days after each dose of Gardasil. The patient's outcome was not recovered. No further information is available.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

279687-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pain, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0689F Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2343
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jun-2007
Status Date

WI
State

WAES0705USA01566
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated on an unspecified date with a dose of Gardasil. Subsequently, the
patient experienced a bacterial infection. The outcome was not reported. The patient's sister's experience with Gardasil was reported in
WAES#0704USA02596. Additional information was been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Bacterial infectionPrex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279688-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Bacterial infection

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2344
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jun-2007
Status Date

--
State

WAES0705USA01662
Mfr Report Id

Information has been received from a physician concerning a 21 year old female who was vaccinated with Gardasil. Subsequently, the patient reported feeling
lightheaded and saw spots. Subsequently, the patient recovered from feeling lightheaded and saw spots. This is one of two reports received  from the same
source. Attempts are being made to obtain additional identifying information to distinguish the individual patients mentioned in this report. Additional information
will be provided if available. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

279689-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Visual disturbance

 ER VISIT, NOT SERIOUS

Other Vaccine
17-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2345
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-May-2007
Status Date

--
State

WAES0705USA04056
Mfr Report Id

Information has been received from a physician concerning a 22 year old female who on an unspecified date was vaccinated with Gardasil. Concomitant
therapy included hormonal contraceptives (unspecified). Approximately two and half weeks after the vaccination, the patient experienced abdominal pain,
nausea, chills and muscle aches. She was hospitalized for 5-6 days. Multiple unspecified CT-scans, x-rays and blood tests were performed. All the results were
negative. She was treated with an unspecified antibiotic. Subsequently, the patient recovered. The physician felt that the abdominal pain, nausea, chills and
muscle aches were disabling. Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

X-ray negative; computed axial negative; diagnostic laboratory negative
Unk

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

279693-1 (S)

29-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Chills, Myalgia, Nausea

 HOSPITALIZED, PERMANENT DISABILITY, SERIOUS

Other Vaccine
25-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2346
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Feb-2007
Vaccine Date

28-Feb-2007
Onset Date

9
Days

04-Jun-2007
Status Date

MO
State Mfr Report Id

Rash, hives that spread up back and buttock - Has hard knot at injection site.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

279703-1

04-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site induration, Rash, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
25-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0011U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2347
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-May-2007
Vaccine Date

19-May-2007
Onset Date

0
Days

01-Jun-2007
Status Date

PA
State Mfr Report Id

Student fainted and lost consciousness for about 15 seconds at 11:00AM.  Vital signs were stable before and after the episode of syncope.  Student stated that
she had not eaten anything that morning.  She told the nurse before receiving the vaccine that she had not had any reaction with the first dose of HPV vaccine.
After the syncope, she told the nurse that she had fainted with the first dose of HPV but she thought it was because she also had a large amount of blood
drawn for tests at that same visit.  Student rested at the health center for a short time and then returned to her dorm room to get ready for the convocation for
graduation.  She was informed about reaction symptoms and was instructed to return to the health center if she devloped any of these symptoms.  She was
instructed to contact her doctor at home next week after graduation.

Symptom Text:

SynthroidOther Meds:
Lab Data:
History:

nonePrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

279809-1

01-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
25-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0014U 5 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2348
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-May-2007
Vaccine Date

25-May-2007
Onset Date

0
Days

30-May-2007
Status Date

NY
State Mfr Report Id

About 1 hour and 15 minutes prior to receiving Menatra and Gardasil vaccinations in our office, the patient felt acute onset of throat tightness, throat burning,
flushed face and trouble breathing. 05/30/07-records received-5/27/07-trouble breathing. shortness of breath. flushed face. lips slightly swollen. DC:
anaphylactic reaction most likely to either Gardasil or Menactra

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

279815-1 (S)

30-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anaphylactic reaction, Dyspnoea, Flushing, Lip swelling, Throat irritation, Throat tightness

 ER VISIT, LIFE THREATENING, SERIOUS

Related reports:   279815-2;  279815-3

Other Vaccine
25-May-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2278AA
0522U

0
0

Unknown
Unknown

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 2349
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-May-2007
Vaccine Date

25-May-2007
Onset Date

0
Days

25-Jun-2007
Status Date

--
State

200702170
Mfr Report Id

Initial information received on 13 June 2007 from another manufacturer, report# WAES0705USA05515, VAERS# not provided. The initial reporter to this
manufacturer had been a health care professional. Verbatim from the report:"Information has been received from a physician and his physician and his office
manager concerning a 17 year old female with no known drug allergies who on 25-MAY-2007 was vaccinated with the first 0.5 mL dose of Gardasil (lot#
657737/0522U) and concomitant suspect therapy Menactra (lot# U2278AA). It was reported that the patient left the physician's office feeling fine after the
vaccinations, although, approximately one hour later returned to the office with severe shortness of breath. The patient was diagnosed with an anaphylaxis
reaction and was treated with one epinephrine (EPI-PEN) injection and unspecified steroids. Subsequently, the patient's breathing returned to normal, and the
patient was considered recovered from the anaphylactic reaction. The patient was referred to an allergist, who will evaluate the event and attempt to determine
the source of the patient's anaphylactic reaction. The Gardasil vaccination series will be "on hold" until results from the allergist are obtained. Anaphylactic
reaction was considered to be disabling, immediately life-threatening and medically significant event. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

279815-2 (S)

26-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anaphylactic reaction, Dyspnoea

 ER VISIT, LIFE THREATENING, PERMANENT DISABILITY, SERIOUS

Related reports:   279815-1;  279815-3

Other Vaccine
22-Jun-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2278AA
0522U

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 2350
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-May-2007
Vaccine Date

25-May-2007
Onset Date

0
Days

18-Jul-2007
Status Date

NY
State

WAES0705USA05515
Mfr Report Id

Information has been received from a physician and his office manager concerning a 17 years old female with no known drug allergies who on 25-MAY-2007
was vaccinated with the first 0.5 mL dose of Gardasil (lot # 657737/05220) and concomitant suspect therapy Menactra (lot #U2278AA). It was reported that the
patient left the physician's office feeling fine after the vaccinations, although, approximately one hour later returned to the office with severe shortness of breath.
The patient was diagnosed with an anaphylaxis reaction and was treated with one epinephrine (EPI-PEN) injection and unspecified steroids. Subsequently, the
patient's breathing returned to normal, and the patient was considered recovered from the anaphylactic reaction. The patient was referred to an allergist, who
will evaluate the event and attempt to determine the source of the patient's anaphylactic reaction. The Gardasil vaccination series will be "on hold" until results
from the allergist are obtained. Anaphylactic reaction was considered to be disabling, immediately life-threatening and medically significant event. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

279815-3 (S)

02-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anaphylactic reaction, Dyspnoea

 ER VISIT, LIFE THREATENING, PERMANENT DISABILITY, SERIOUS

Related reports:   279815-1;  279815-2

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2278AA
0522U

0
0

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 2351
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-May-2007
Vaccine Date

14-May-2007
Onset Date

0
Days

30-May-2007
Status Date

KY
State

WAES0705USA04237
Mfr Report Id

Information has been received from a health professional, concerning a 14 year old female student, with no known drug allergies, who on 14-MAY-2007, at
3:00pm, was vaccinated IM in the left arm, with the third dose of Gardasil (Lot #657622/0388U). There was no illness at the time of vaccination. The reporter
indicated that immediately after vaccination, at 3:00pm, on 14-MAY-2007 the patient "passed out and started jerking all over the shot was given" (duration of
symptoms and treatment were not reported). The patient's vital signs included a blood pressure of 72/48mmHg, and a pulse of 38bpm. The reporter confirmed
that the patient recovered on the same day, 14-MAY-2007. The reporter stated that the events of passed out, jerking all over, pulse very low and blood
pressure very low, required medical intervention to prevent serious criteria, and were considered as an other important medical event. Additional information
has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

blood pressure 05/14/07 72/48 mmHg, total heartbeat count 05/14/07 38bpm
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

279893-1

30-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dyskinesia, Heart rate decreased, Hypotension, Immediate post-injection reaction, Loss of consciousness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
29-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0388U 2 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2352
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
30-May-2007
Status Date

FR
State

WAES0705USA04226
Mfr Report Id

Information has been received from a pharmacist concerning a female patient who was vaccinated with a dose of Gardasil. About 10-14 days post vaccination
the patient developed thrombocytopenia and was admitted to the hospital. The outcome was unknown. Other Business Partners include: E2007-03121.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

279894-1 (S)

30-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Thrombocytopenia

 HOSPITALIZED, SERIOUS

Other Vaccine
29-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2353
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Apr-2007
Vaccine Date

06-May-2007
Onset Date

9
Days

30-May-2007
Status Date

FR
State

WAES0705AUS00150
Mfr Report Id

Information has been received from media monitors summarising the radio talk-back program. A mother of 18 year old female student contacted the radio talk-
back program and informed that on 27-APR-2007 her daughter was vaccinated with Gardasil as part of the regular school-based immunisation program funded
by the government. On 06-MAY-2007 the school girl got sick. "The hospital" found that she had had a seizure and fractured two vertebrae and the school girl
was diagnosed with juvenile epilepsy. "The hospital" did not believe that "the two events" were connected to Gardasil, but the mother was convinced they are.
The interviewee of the program, said that epilepsy could be caused by an number of things. Upon internal review, a seizure is determined to be an other
important medical event. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

279895-1

30-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Epilepsy, Malaise, Spinal fracture

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
29-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2354
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-May-2007
Vaccine Date

01-May-2007
Onset Date

0
Days

30-May-2007
Status Date

FR
State

WAES0705CAN00155
Mfr Report Id

Information has been received from a pharmacist concerning an 18 year old female with asthma who in May 2007, was vaccinated with Gardasil (lot number
not available). In May 2007, the patient has a reaction of seizure. It was also reported that the patient passed out, that her blood pressure dropped and that had
hearing loss in one ear ("for a short while"). Subsequently, the patient recovered from hearing loss in one ear. It was also reported that the patient's asthma
was not as well controlled since the injection of Gardasil. The pharmacist reported that the patient's mother did not want her daughter to have the other doses
of Gardasil. Upon internal review, seizure and hearing loss in one ear were considered as other important medical event. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

AsthmaPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

279896-1

02-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthma, Blood pressure decreased, Condition aggravated, Convulsion, Deafness unilateral, Loss of consciousness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
29-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2355
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Apr-2007
Vaccine Date

14-May-2007
Onset Date

28
Days

04-Jun-2007
Status Date

--
State Mfr Report Id

Pt developed swollen L/S spine and bilateral knees, as well as swollen bilateral ears. Also hives on antecubital fossae and popliteal fossae. L/S spine and
knees, as well as ears were red and pruritic. Diagnosed serum sickness. 06/07/07-records received:4/16/07 Continues to be ADD symptomatic, increased
Adderall XR. On 5/14/07 complained of pain on tailbone, knees, associated with swelling, erythema. Lesions and swelling on lower lip and left ear. Joints are
painful and itchy. Bilateral knees edematous, red and warm to touch and somewhat tender. Full range of motion. Left elbow edematous, red and warm to touch
and somewhat tender. 5/17/07 Questionable serum sickness. Return visit responsed to steroids. 5/18/07-complained of itchy with wheels on arms and face.
5/29/07-continues to break out in hives in evening only. To see allergist.

Symptom Text:

Adderall XR 15mg 1 dailyOther Meds:
Lab Data:
History:
Prex Illness:

CBC, Sed Rate, Lytes, BUN, Creat, Albumin WNL 5/15/07 records received 6/7/07-CBC and SED rate normal.
History ADHD on Adderall

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

279900-1

07-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Auricular swelling, Erythema, Joint swelling, Lip swelling, Pruritus, Serum sickness, Skin warm, Swelling, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
29-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 01884 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2356
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-May-2007
Vaccine Date

25-May-2007
Onset Date

0
Days

01-Jun-2007
Status Date

CA
State Mfr Report Id

Patient had blurry vision and dizziness initially. Patient's BP was stable throughout. Patient continued wtih dizziness and also developed nausea, nausea, and
pain at the shot site for 3-4 hours after shot given. Patient reported no symptoms after that time.

Symptom Text:

noneOther Meds:
Lab Data:
History:

3:10PMPrex Illness:

none done
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

279914-1

04-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Injection site pain, Nausea, Vision blurred

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
29-May-2007

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
MERCK & CO. INC.

01810
1280

0
0

Left arm
Right arm

Subcutaneously
Subcutaneously



10 JUN 2008 06:27Report run on: Page 2357
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-May-2007
Vaccine Date

25-May-2007
Onset Date

0
Days

01-Jun-2007
Status Date

MN
State Mfr Report Id

Patient received Gardasil dose #1 Friday(5/25/07) and developed pinpoint, intensely pruritic rash on thighs to knees. Did not extend up onto trunk, did not
extend below knees. Presented to clinic this afternoon (first day open after holiday) with concern.

Symptom Text:

Depo Provera (given 5/7/07)Other Meds:
Lab Data:
History:

noPrex Illness:

none
LSIL PAP on 11-15-06.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

279917-1

04-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash, Rash pruritic

 ER VISIT, NOT SERIOUS

Other Vaccine
29-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0181U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2358
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-May-2007
Vaccine Date

28-May-2007
Onset Date

4
Days

01-Jun-2007
Status Date

CA
State Mfr Report Id

High fever (102)/chills, headache, fatigueSymptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

279920-1

04-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chills, Fatigue, Headache, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
30-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2359
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-May-2007
Vaccine Date

24-May-2007
Onset Date

2
Days

04-Jun-2007
Status Date

MD
State Mfr Report Id

On 5/22/07 rec'd vaccine. On 5/24/07 when at work and mixing cappuccino from powder (powder became aerosolized) Pt started with hives and SOB. Seen in
ES and rec'd Benadryl. Pt told by allergist had "small allergy to nuts" of skin testing at cappuccino powder has nuts.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

nuts (only reaction, runny nose)

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

279926-1

04-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dyspnoea, Food allergy, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
29-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0210U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2360
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-May-2007
Vaccine Date

17-May-2007
Onset Date

1
Days

04-Jun-2007
Status Date

IL
State Mfr Report Id

L arm developed large area of warm hard itchy (intense) indurationSymptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

279935-1

04-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Induration, Pruritus, Skin warm

 ER VISIT, NOT SERIOUS

Other Vaccine
29-May-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

42223AA
1427F

0
0

Unknown
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 2361
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Mar-2007
Vaccine Date

01-Mar-2007
Onset Date

0
Days

04-Jun-2007
Status Date

PA
State Mfr Report Id

Immediately after giving HPV shot child fainted.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

279937-1

02-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
29-May-2007

Received Date

Prex Vax Illns:

TDAP
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

C2456AA
0188U

5 Left arm
Right arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 2362
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
04-Jun-2007
Status Date

MI
State Mfr Report Id

26 hr after receiving varicella vaccine at our clinic pt. c/o Red hive like reaction at injections site-very itchy, given oral Benadryl-calamine to hive like rash with
some relief-to continue this until gone or if worse refer to private provider. 5-22-07 parent reports 1 hive like rash-itchy remains at injection site

Symptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

279941-1

02-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site pruritus, Injection site urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
29-May-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

03666
0962F

0
0

Left arm
Right arm

Subcutaneously
Intramuscular



10 JUN 2008 06:27Report run on: Page 2363
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-May-2000
Vaccine Date

17-May-2007
Onset Date

2557
Days

04-Jun-2007
Status Date

NY
State Mfr Report Id

urticarial rash began about 24 hours after vaccines given pt also had bloodwork drawn after receiving her vaccine pt returned to office 2 days after vaccine was
given; rash improved with Benadryl somewhat. Completely improved with Atarax.

Symptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

Perenial allergic, rhino sinusitis, allergies to ragweed pollen, mites and house dust precordial catch syndrome

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

279942-1

04-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blood test, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
29-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0389U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2364
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-May-2007
Vaccine Date

09-May-2007
Onset Date

0
Days

31-May-2007
Status Date

FR
State

WAES0705AUS00158
Mfr Report Id

Information has been received from a physician via an other company representative as part of a business agreement concerning a 16 year old female who on
approximately 09-MAY-2007 at 11:00 am was vaccinated with Gardasil. On approximately 09-MAY-2007 at 3:00 pm on the day the patient was vaccinated she
was taken to her physician. The patient experienced dizziness, hyperactive (also described as overactive/running/shouting), disoriented (also described as
confused behaviour), neurological type reaction and headache. The patient's blood pressure, temperature and Glasgow coma scale were found to be okay.
Subsequently, the patient recovered from feeling dizzy, hyperactive, disoriented, neurological type reaction and headache. The reporting physician considered
dizzy, hyperactive, disoriented and neurological type reaction to be other important medical events. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

blood pressure measurement 09?May07 ok, temperature measurement 09?May07 ok, Glasgow coma scale 09?May07 ok,
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

279973-1

31-May-2007
VAX Detail:

Last Edit Date

Seriousness:

 Confusional state, Disorientation, Dizziness, Headache, Nervous system disorder, Psychomotor hyperactivity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
30-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2365
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-May-2007
Vaccine Date

08-May-2007
Onset Date

0
Days

05-Jun-2007
Status Date

CA
State Mfr Report Id

1. Dizzy and faint immediately following immunization. Patient layed down on left side, drank juice and fully recovered within 20 minutes. 2. Pain in upper left
arm started after immunization. 15 Days later pain started to get worse. No fever. No redness at site. Hurts to lift arm up. Does not feel pain to touch states
"deep muscle pain", pain with arm movement. Pain level recently increased last 2 days. Home care - ice, Motrin as needed.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

279985-1

05-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Injected limb mobility decreased, Myalgia, Pain in extremity, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
30-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1161F 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2366
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-May-2007
Vaccine Date

07-May-2007
Onset Date

0
Days

05-Jun-2007
Status Date

MA
State Mfr Report Id

Syncopal episode following GardasilSymptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

279988-1

05-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
30-May-2007

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

0389U
AHAVB130AA

0
1

Right arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 2367
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-May-2007
Vaccine Date

Unknown
Onset Date Days

05-Jun-2007
Status Date

MN
State Mfr Report Id

The day after getting Gardasil, patient reported nausea, vomiting, sore throat, generalized myalgia, generalized itching and itching and bruise at injection site.
Symptoms resolved 5/16/07.

Symptom Text:

NuvaringOther Meds:
Lab Data:
History:

None apparentPrex Illness:

None done

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

279990-1

06-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site bruising, Injection site pruritus, Myalgia, Nausea, Pharyngolaryngeal pain, Pruritus generalised, Vomiting

 NO CONDITIONS, NOT SERIOUS

Related reports:   279990-2

Other Vaccine
30-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0366U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2368
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-May-2007
Vaccine Date

15-May-2007
Onset Date

1
Days

17-Jul-2007
Status Date

MN
State

WAES0705USA04978
Mfr Report Id

Information has been received from a registered nurse, concerning a 26 year old female patient, who on 14-MAY-2007 was vaccinated with the first dose,
0.5ml, IM, of Gardasil (invalid lot # provided). Concomitant therapy included ethinyl estradiol (+) etonogestrel (NUVARING). On 15-MAY-2007 the patient
experienced "nausea, vomiting, myalgia, a sore throat, itching and bruising at the injection site." The following day, 16-MAY-2007, the patient recovered all of
the events. Additional information has been requested.

Symptom Text:

NuvaringOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

279990-2

17-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site bruising, Injection site pruritus, Myalgia, Nausea, Pharyngolaryngeal pain, Vomiting

 ER VISIT, NOT SERIOUS

Related reports:   279990-1

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2369
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-May-2007
Vaccine Date

22-May-2007
Onset Date

0
Days

05-Jun-2007
Status Date

WA
State Mfr Report Id

Fainting episode within 5 minutes of Gardasil injectionSymptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
Anxiety/Panic attacks

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

279992-1

06-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Related reports:   279992-2

Other Vaccine
30-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. M0171U 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 2370
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-May-2007
Vaccine Date

22-May-2007
Onset Date

0
Days

17-Jul-2007
Status Date

WA
State

WAES0705USA04556
Mfr Report Id

Information has been received from a physician concerning a 17 year old female who on 22-MAY-2007 was vaccinated with Gardasil. On 22-MAY-2007 it was
reported that the patient experienced "a serious episode of fainting" after her first administration of Gardasil. The patient sought unspecified medical attention.
No other information was available. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

279992-2

17-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Related reports:   279992-1

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2371
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-May-2007
Vaccine Date

Unknown
Onset Date Days

06-Jun-2007
Status Date

MI
State Mfr Report Id

None noted. 6/7/07-Spoke with reporter, the patients received a second dose of Menactra by mistake.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None noted.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

279994-1

07-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Medication error, Unevaluable event

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
30-May-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2224AA
1208F

1
1

Right arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 2372
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-May-2007
Vaccine Date

Unknown
Onset Date Days

06-Jun-2007
Status Date

MI
State Mfr Report Id

None noted. 06/07/07-Spoke with reporter, the patients received a second dose of Menactra by mistake.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None Known

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

279995-1

07-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Medication error, Unevaluable event

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
30-May-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2224AA
1208F

1
1

Right arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 2373
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-May-2007
Vaccine Date

15-May-2007
Onset Date

7
Days

01-Jun-2007
Status Date

NC
State Mfr Report Id

Patient received vaccine on 5-8-2007 in L Deltoid. The site hurt initially but the discomfort was gone the next day. The site began hurting again 1 week later and
called office and was instructed to use warm compresses and Tylenol or Advil and to call back if no better.The patient denied any redness at the site and
denied fever. She states her arm did feel better but became very sore on May 27th. Hurts more at night than during the day. States she can not lift her arm
above her head and getting dressed is difficult. States she feels fine otherwise, denies redness, swelling at site or fever.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

280049-1

04-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injected limb mobility decreased, Injection site pain, Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
30-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0388U Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2374
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
01-Jun-2007
Status Date

OH
State

WAES0705USA04010
Mfr Report Id

Information has been received from physician concerning a 15 year old female who was vaccinated with Gardasil. Subsequently the patient may have
experienced encephalitis and was hospitalized. The duration of the stay was not provided. The physician reporting was not the physician who administered the
vaccine but the treating physician. At the time of the report the patient had recovered. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

280069-1 (S)

01-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Encephalitis

 ER VISIT, HOSPITALIZED, SERIOUS

Other Vaccine
31-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2375
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-May-2007
Vaccine Date

01-May-2007
Onset Date

0
Days

01-Jun-2007
Status Date

FR
State

WAES0705AUS00147
Mfr Report Id

Information has been received from media monitors summarising the radio talk-back program. A mother of a 17 year old school girl contacted the radio talk-
back program and informed that earlier in May 2007 female students of her daughter's school were vaccinated with Gardasil as part of the regular school-based
immunisation program funded by the government. She informed that a female student of her daughter's year level had very adverse reactions, including a
seizure and fainting. Upon internal review, a seizure is determined to be an other important medical event. Additional information is not expected. This is one of
several reports from the same source.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

280070-1

01-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
31-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2376
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-May-2007
Vaccine Date

01-May-2007
Onset Date

0
Days

01-Jun-2007
Status Date

FR
State

WAES0705AUS00155
Mfr Report Id

Information has been received from media monitors summarising the radio talk-back program. A mother of a 17 year old school girl contacted the radio talk-
back program abd informed that earlier in May 2007 female students of her daughter's school were vaccinated with Gardasil as part of the regular school-based
immunisation program funded by the government. She informed that a female student of her daughter's year level had very adverse reactions, including a
seizure and fainting. Upon internal review, a seizure is determined to be an other important medical event. Additional information is not expected. This is one of
several reports from the same source.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

280077-1

01-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
31-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2377
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-May-2007
Vaccine Date

27-May-2007
Onset Date

2
Days

06-Jun-2007
Status Date

CA
State Mfr Report Id

Outbreak of Varicella illness-rash, low grade fever.Symptom Text:

Other Meds:
Lab Data:
History:

nonePrex Illness:

none
Asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

280085-1

06-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pyrexia, Rash, Varicella

 ER VISIT, NOT SERIOUS

Other Vaccine
31-May-2007

Received Date

Prex Vax Illns:

VARCEL
TDAP
MNQ
HEPA

HPV4

MERCK & CO. INC.
SANOFI PASTEUR
SANOFI PASTEUR
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

0337U
C2720AA
U2183AA
AHAVB129AA

ME0181U

1
0
0
1

0

Left arm
Left arm

Right arm
Left arm

Right arm

Subcutaneously
Intramuscular
Intramuscular
Intramuscular

Intramuscular



10 JUN 2008 06:27Report run on: Page 2378
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-May-2007
Vaccine Date

31-May-2007
Onset Date

0
Days

06-Jun-2007
Status Date

FL
State Mfr Report Id

Approx 5 min after vacc adm. Pt was stopped at check out, seizure type movement noted as pt fell to floor. Fall somewhat blocked by another pt standing near.
Pt with nausea, no vomiting. Pt alert/talking few min after episode. BP 84/52 P-48 Pt to Urgent Care Ctr in Stable condition.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

none
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

280089-1

06-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Fall, Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
31-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0389U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2379
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-May-2007
Vaccine Date

Unknown
Onset Date Days

06-Jun-2007
Status Date

OH
State Mfr Report Id

Reports she developed 1st outbreak of genital warts, treated after vaccine #1 (few external lesions, treated by her GYN). A more severe outbreak (extended
intravaginally) occurred 1-2 weeks after #2. No or mild outbreak occurred after #3.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

No other outbreaks
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

280094-1

06-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anogenital warts

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
31-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0388U 2 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2380
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Feb-2007
Vaccine Date

12-Feb-2007
Onset Date

10
Days

01-Jun-2007
Status Date

PA
State Mfr Report Id

Patient experienced bouts of confusion and blurry vision, headache described as starting over L eye and a "weird feeling" spreads accross the forehead.Symptom Text:

noneOther Meds:
Lab Data:
History:

none presentPrex Illness:

Normal CBC, Normal ANA, lymes, etc.  MRI showed lesion in L frontal lobe.
Childhood asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

280107-1

04-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Confusional state, Headache, Vision blurred

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
31-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2381
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Mar-2007
Vaccine Date

17-Mar-2007
Onset Date

7
Days

01-Jun-2007
Status Date

PA
State Mfr Report Id

Confusion with a slight headache described as "weird feeling",  unable to concentrate  for 3 days,  vision problems- blurry, unfocused- patient said was "very
scary, i kept telling myself where i was so i wouldn't forget because this happened with my last dose of the vaccine" loss of balance

Symptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

EKG to rule out epilepsy- no epileptiform activity.
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

280108-1

04-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Balance disorder, Confusional state, Disturbance in attention, Headache, Similar reaction on previous exposure to drug, Vision blurred

 ER VISIT, NOT SERIOUS

Other Vaccine
31-May-2007

Received Date

confusion/ vision problems, ~HPV (Gardasil)~1~23~In PatientPrex Vax Illns:

HPV4 MERCK & CO. INC. UNKNOWN 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2382
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-May-2007
Vaccine Date

29-May-2007
Onset Date

0
Days

01-Jun-2007
Status Date

MA
State Mfr Report Id

syncope after adm of vaccineSymptom Text:

Zovia 1/35E-28, 1-0.035 mgOther Meds:
Lab Data:
History:
Prex Illness:

allergy to penicillin

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

280109-1

04-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
31-May-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0389U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2383
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Dec-2006
Vaccine Date

14-Dec-2006
Onset Date

0
Days

01-Jun-2007
Status Date

CO
State Mfr Report Id

Significant pain at injection site immediately upon (and during) both first and second injections (12/14/2006 lot 0688f and 2/16/2007 lot 1447F). Pain decreased
rapidly within a minute but ache remained for approximately an hour. Daughter described pain as "worst pain after any injection she's ever had".

Symptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

n/a
rash to amoxicillin and cefaclor, no birth defects or medical conditions

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

280123-1

04-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Injection site pain, Similar reaction on previous exposure to drug

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
31-May-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

0422R
1447F

1
1

Right arm
Left arm

Subcutaneously
Intramuscular



10 JUN 2008 06:27Report run on: Page 2384
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Nov-2006
Vaccine Date

20-Nov-2006
Onset Date

14
Days

04-Jun-2007
Status Date

--
State

WAES0705USA05000
Mfr Report Id

Information has been received from a consumer concerning her 14 year old daughter with a history of seizures who on 06-NOV-2006 was vaccinated with a 1st
dose of Gardasil. Concomitant therapy included oxcarbazepine (TRILEPTAL). Two weeks after getting the first dose of Gardasil she developed a seizure. She
sought medical attention, and no lab diagnostic studies were performed. Subsequently she recovered. As of 24-MAY-2007 she had yet to get the second and
third dose of Gardasil. Upon internal review, seizure was determined to be an other important medical event. Additional information has been requested.

Symptom Text:

TrileptalOther Meds:
Lab Data:
History:
Prex Illness:

None
Convulsion

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

280159-1

04-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
01-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2385
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
04-Jun-2007
Status Date

FR
State

WAES0705AUS00175
Mfr Report Id

Information has been received from a physician via an other company representative as part of a business agreement (manufacturer control # GARD 2007 05
24 001) concerning a female who was vaccinated with Gardasil. Subsequently the patient experienced epileptic fits after vaccination with Gardasil which
needed 2 nurse to control the patient. The physician has referred the patient to specialist before the second dose of Gardasil. Upon internal medical review
epileptic fits after vaccination with Gardasil were considered to be an other important medical events. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

280160-1

04-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Epilepsy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
01-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2386
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
04-Jun-2007
Status Date

FR
State

WAES0705USA05125
Mfr Report Id

Information has been received from a gynecologist, concerning an adolescent female with a history of 2 epileptic seizures in childhood, who was vaccinated, IM
in the deltoid (date not specified), with the first dose of Gardasil (Batch #NE43160). Immediately following the vaccination, the patient experienced an epileptic
seizure; she recovered within a short time. The reporter started that an electroencephalogram (EEG) would be performed. The reporter considered the epileptic
seizure to be an other important medical event. No further information is available. Other business partner numbers include #200703213.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Epileptic seizure

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

280161-1

04-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Condition aggravated, Epilepsy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
01-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2387
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-May-2007
Vaccine Date

04-May-2007
Onset Date

3
Days

04-Jun-2007
Status Date

--
State

WAES0705USA04839
Mfr Report Id

Information has been received from a nurse practitioner who heard from an emergency room (ER) nurse that an 11 year old female was vaccinated "within in
the past month" in approximately May 2007 with a first dose of Gardasil. Subsequently, 3 days after vaccination the patient presented to an ER. She
experienced cardiac arrest, required lung bypass (ECMO) and "may not have expired." It was also reported by the same nurse that the physician from the
hospital said that "the death was due to an anaphylactic reaction to Gardasil." The anaphylactic reaction and cardiac arrest were considered to be life
threatening by the reporter. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

280163-1 (D)

04-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anaphylactic reaction, Cardiac arrest, Death

 DIED, ER VISIT, LIFE THREATENING, SERIOUS

Other Vaccine
01-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2388
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Apr-2007
Vaccine Date

01-Jun-2007
Onset Date

35
Days

06-Jun-2007
Status Date

CA
State Mfr Report Id

L Deltoid area Cyst like lesion 0.5 x 0.5cm + tenderness 5 wks after vaccine placed.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

L Deltoid cyst like lesion

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

280174-1

06-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site cyst, Injection site pain, Skin lesion

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
01-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0384D 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2389
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-May-2007
Vaccine Date

Unknown
Onset Date Days

06-Jun-2007
Status Date

CA
State Mfr Report Id

Patient was Pregnant at time of vaccine given.Symptom Text:

Prozac, LithiumOther Meds:
Lab Data:
History:

BipolarPrex Illness:

B Hcg on 5/9/07 elevated
Bipolar

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

280184-1

06-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
01-Jun-2007

Received Date

Prex Vax Illns:

MNQ
HPV4
HEPA

SANOFI PASTEUR
MERCK & CO. INC.
MERCK & CO. INC.

U2209AA
0469U
1213F

0
0
0

Right arm
Left arm
Left arm

Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 2390
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-May-2007
Vaccine Date

22-May-2007
Onset Date

0
Days

05-Jun-2007
Status Date

FR
State

WAES0705AUS00191
Mfr Report Id

Information has been received from a physician at an infectious diseases unit, who was notified of the following adverse event by a consultant neurologist who
was the treating physician. This information was reported to us via a agency, as part of a business agreement (manufacturer's case number: GARD 2007 05 28
003). The patient is a 16 year old female who on 22-MAY-2007 was vaccinated with Gardasil as prophylaxis. On 22-MAY-2007, following vaccination with
Gardasil, the patient experienced numbness at injection site which increased over the next five days. She was also unable to move her left leg but this resolved
on 27-MAY-2007, five days post-vaccination. On 27-MAY-2007 the patient developed paralysis of injected limb and was unable to move her left arm. She had
some left neck pain and paraesthesia and some throat numbness. She also experienced weakness in her left arm. The patient was hospitalised and at the time
of reporting on 28-MAY-2007 was awaiting investigation. The consultant neurologist (treating physician) made a clinical diagnosis of "probable post-vaccine
brachial plexopathy" but at the time of reporting a magnetic resonance imaging (MRI) and nerve conduction studies had not been performed. The patient's
numbness at injection site; inability to move left arm; weakness in left arm; left neck pain and paraesthesia, and throat numbness persisted. The reporter felt
that paralysis of injected limb; inability to move left arm and left leg; numbness at injection site; weakness in left arm; left neck pain and paresthesia, and throat
numbness were related to therapy with Gardasil. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

280230-1 (S)

05-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Brachial plexopathy, Hypokinesia, Injected limb mobility decreased, Injection site anaesthesia, Mobility decreased, Muscular weakness, Neck pain,
Paraesthesia, Paralysis, Pharyngeal hypoaesthesia

 HOSPITALIZED, SERIOUS

Other Vaccine
04-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2391
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Apr-2007
Vaccine Date

26-Apr-2007
Onset Date

0
Days

05-Jun-2007
Status Date

FR
State

WAES0705USA05126
Mfr Report Id

Information has been received from a Gynecologist concerning a 16 year old female with no relevant history who on 26-APR-2007 was vaccinated with her first
dose of Gardasil (batch# NE24240, lot# 654884/09024F), into the deltoid muscle, intramuscularly. On 26-APR-2007, in the evening the patient experienced
fever up to 38.4 Celcius and recovered within one day. Subsequently the patient developed relapsing fever episodes. The patient was referred to a
hematologist. Thrombocytopenia was diagnosed on 22-MAY-2007. The Gynecologist considered the fever and thrombocytopenia as other important medical
events. Other business partner numbers include E2007-03254 (0). No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

body temp 26Apr07 38.4 celcius
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

280231-1

05-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pyrexia, Thrombocytopenia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
04-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0902F Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2392
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-May-2007
Vaccine Date

12-May-2007
Onset Date

1
Days

05-Jun-2007
Status Date

CA
State

WAES0705USA03807
Mfr Report Id

initial and follow up information has been received from a registered nurse, concerning a 19 year old female student with allergy to codeine, who was
vaccinated with a first dose of (date not specified) Gardasil with no reported problems, and on 11-MAY-2007 at 10:30am was vaccinated with the second dose
of Gardasil (Lot #657617/0384U). Concomitant therapy included ORTHO TRI-CYCLEN. On 12-MAY-2007 the patient started feeling nauseous; on 13-MAY-
2007, she started feeling a tingly sensation in her shoulder, neck and scapula (reported by patient's phone call on 14-MAY-2007); she was instructed to
alternate between hot and cold packs every 20 minutes and was prescribed MOTRIN 800mg, every 6-8 hours as treatment. On approximately 15-MAY-2007
("later"), she experienced itching all over her body (reported by patient's phone call on 21-MAY-2007). The nurse reported that by 21-MAY-2007, the patient had
completely recovered from all the symptoms. Follow up information indicated that the reporter considered one or more of the events to require medical
intervention to prevent more serious symptoms, and were therefore considered to be other significant medical events. No further information is expected.

Symptom Text:

ORTHO TRI-CYCLENOther Meds:
Lab Data:
History:
Prex Illness:

None
Drug hypersensitivity

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

280232-1

05-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cold compress therapy, Heat therapy, Nausea, Paraesthesia, Pruritus generalised

 ER VISIT, NOT SERIOUS

Other Vaccine
04-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0384U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2393
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Apr-2007
Vaccine Date

26-Apr-2007
Onset Date

7
Days

05-Jun-2007
Status Date

IN
State

WAES0705USA04014
Mfr Report Id

Information has been received from a physician and a 20 year old female consumer with Ceclor and sulfonamide allergy who on 19-APR-2007 was vaccinated
with the first dose of Gardasil, IM. Concomitant medication was not reported. On approximately 26-APR-2007 ("within a week of receiving the vaccination), the
patient reported that she had continued blurred vision "MS type symptoms" and had a 3 day hospital stay. A physician reported that on 29-APR-2007, the
patient developed double vision which became progressively worse. The patient was diagnosed with sixth cranial nerve palsy. The patient had numerous
diagnostic tests performed which included MRI's, an angiogram, lumbar puncture, visual tests and blood tests including a complete blood count, metabolic
profile, antinuclear antibody (ANA) test, anticardiolipin antibody, sedimentation rate and blood test to rule out syphilis, Myasthenia Gravis, Sarcoidosis and
Lyme disease. All of these test results were within normal limits. The patient was treated with steroids and was improving. Additional information has been
requested.  06/06/07-records received from facility for DOS 5/1-5/2/07-DC DX: Left cranial nerve VI palsey on left. Mild hypertension. On 4/29/07 while watching
TV noticed double vision on looking to left. Gradual onset. On 4/30/07 woke with double vision when looking in all directions. Double vision is with one image
side by side to the other image. MRI brain showed right hemispheric lesion. Ophthamologist noted optic nerve lesion. Headache come on after having double
vision. No eye pain no numbness or weakness.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Allergic reaction to antibiotics; Sulfonamide allergyPrex Illness:

angiography 04/29?/07 - within normal limits, diagnostic laboratory 04/29?/07 - within normal limits, diagnostic laboratory 04/29?/07 - Sarcoidosis: within normal
limits, magnetic resonance 04/29?/07 - within normal limits, visual acuity te
records received 6/6/07-HX:possible hypertension, seasonal allergies, dysmenorrhea and possible diabetes. Prescribed metformin but does not take it.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

280233-1 (S)

07-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Diplopia, Headache, VIth nerve paralysis, Vision blurred

 EXTENDED HOSPITAL STAY, HOSPITALIZED, SERIOUS

Other Vaccine
04-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2394
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
05-Jun-2007
Status Date

TN
State

WAES0705USA05018
Mfr Report Id

Information has been received from a physician for the pregnancy registry for Gardasil concerning a female who was vaccinated with an unknown number of
0.5 mL doses of Gardasil. "A few weeks ago," the patient developed a miscarriage in the first trimester. The patient's outcome was unknown. Upon internal
review, the patient's spontaneous abortion was considered to be an other important medical event. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = Unknown)Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

280234-1

05-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
04-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2395
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
05-Jun-2007
Status Date

--
State

WAES0705USA05654
Mfr Report Id

Information has been received from a physician's assistant concerning a female who was vaccinated with her first dose of Gardasil. Subsequently the patient
experienced "coagulation" (not further specified). The patient needed to return to see the physician's assistant on several occasions for unknown treatment or
follow-up. Subsequently, the patient recovered from "coagulation". "Coagulation" was determined to be an other important medical event by the reporting
physician's assistant. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

280235-1

05-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Coagulopathy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
04-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2396
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Oct-2006
Vaccine Date

16-Oct-2006
Onset Date

2
Days

07-Jun-2007
Status Date

FL
State Mfr Report Id

After first injection diahrrea occurred for 3 weeks.  After second injection vomiting/diahhrea occurred.  After third injection what appears to be erythema
nodosum has occurred.  Been to primary doctor twice.  No explanations.  Been to dermatologist, back to original obgyn and have been referred to a
rheumatologist.

Symptom Text:

YasminOther Meds:
Lab Data:
History:

nonePrex Illness:

15 blood tests, and biopsy
n/a

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

280257-1

07-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Diarrhoea, Erythema nodosum, Similar reaction on previous exposure to drug, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
04-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2397
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-May-2007
Vaccine Date

23-May-2007
Onset Date

1
Days

07-Jun-2007
Status Date

MN
State Mfr Report Id

childs parents brought in sister who had had a vzv injection on 5/22/07 also.  the sister had a cellulitis on the arm of the injection.  parents reported that this
patient had the same type of reaction.  the parents were advised to bring this patient in for evaluation of reaction.  the parents never brought this patient in so
the exact reaction is unknown and as far as the office knows no treatment was undertaken.  contact with patient and family x2 were attempted, messages left
with no response

Symptom Text:

Other Meds:
Lab Data:
History:

nonePrex Illness:

none
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

280258-1

07-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cellulitis

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
04-Jun-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
HEPA

MERCK & CO. INC.
MERCK & CO. INC.
MERCK & CO. INC.

0451U
181U
AHAVB149AA

1
0
0

Left arm
Left arm

Right arm

Subcutaneously
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 2398
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Feb-2007
Vaccine Date

27-Feb-2007
Onset Date

1
Days

07-Jun-2007
Status Date

LA
State Mfr Report Id

Mom stated red lips 24 hours post injection.  Mom stated fever blisters around lips 48 hours post injection. Mom called md today; Doctor, who stated not to give
second vaccine.

Symptom Text:

Other Meds:
Lab Data:
History:

nonePrex Illness:

None
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

280259-1

07-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cheilitis, Lip blister, Oral herpes

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
04-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0960F 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2399
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-May-2007
Vaccine Date

22-May-2007
Onset Date

0
Days

07-Jun-2007
Status Date

MN
State Mfr Report Id

patient came into clinic on 5/24/07 to have reaction evaluated.cellulitis of left arm was diaagnosed, erythema,warmth, diffuse induration, no fever, about 15-20
cm.  patient hospitalized 5/24-27/07 given iv ancef and vancomycin, blood cultures and nasal swab cultures done both negative, cbc and differential-wnl,
patient discharged  home on bactrim and keflex 06/12/07-records received for DOS 5/24-5/27/07-DC DX:Left upper arm cellulitis, resolving. Obesity, rule out
metabolic syndrome. HX of present illness:erythema, warmth and induration diffusely over lateral left upper arm. Temperature on admission 37.3 and remained
afebrile for duration of hospital stay. WBC 6.6 with normal differential. Question of metabolic syndrome versus prediabetes. Given this cellulitis reaction and the
patient's obesity there was a question of an immunocompromised host.

Symptom Text:

hydrocortisone cream to face and benzoyl peroxide to faceOther Meds:
Lab Data:

History:
nonePrex Illness:

cbc with differential, blood cultures, nasal swab for mrsa records received 6/12/07- Fasting Glucose 100. Hemoglobin A1c 5.5. Serum insulin level elevated in
mid 30s. Wound culture no growth. Blood culture no growth. C-Reactive Protein 55.
acne, eczema, acanthosis nigricans,extreme over weight

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

280260-1 (S)

14-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cellulitis, Erythema, Induration, Metabolic syndrome, Obesity, Skin warm

 HOSPITALIZED, SERIOUS

Other Vaccine
04-Jun-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
HEPA

MERCK & CO. INC.
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

0451U
0181U
AHAVB149AA

1
0
0

Left arm
Left arm

Right arm

Subcutaneously
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 2400
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-May-2007
Vaccine Date

29-May-2007
Onset Date

0
Days

08-Jun-2007
Status Date

MA
State Mfr Report Id

Injection given and pt became weak, color drained from face and felt nauseated and faint. Pt did not faint- no LOCSymptom Text:

Other Meds:
Lab Data:
History:

nonePrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

280281-1

08-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Dizziness, Injection site reaction, Nausea, Pallor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
04-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0388U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2401
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
08-Jun-2007
Status Date

PA
State Mfr Report Id

Syncope about 5 minutes after vaccineSymptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

280294-1

24-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
04-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0389U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2402
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Jun-2007
Vaccine Date

04-Jun-2007
Onset Date

0
Days

08-Jun-2007
Status Date

MI
State Mfr Report Id

Patient blacked out about 5 mins after the Gardasil was givenSymptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

280295-1

08-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
04-Jun-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2233CA
0389U

0
0

Left arm
Right arm

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 2403
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Jun-2007
Vaccine Date

04-Jun-2007
Onset Date

0
Days

08-Jun-2007
Status Date

IN
State Mfr Report Id

A few minutes after injection pt stated she didn't feel well. Pt put head down between legs, c/o nausea. Pt looked up and was completely pale, c/o blurred
vision, ringing in ears, dizzy, clammy, lightheaded. Assisted pt to car and transported to ER. Was dx as pre-syncope and drink fluids was discharged at 15:00

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None done

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
10.0

280296-1

08-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cold sweat, Dizziness, Malaise, Nausea, Pallor, Presyncope, Tinnitus, Vision blurred

 ER VISIT, NOT SERIOUS

Other Vaccine
04-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1447F 1 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2404
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Nov-2006
Vaccine Date

01-May-2007
Onset Date

181
Days

06-Jun-2007
Status Date

IA
State

WAES0705USA04412
Mfr Report Id

Information has been received from a physician concerning a 15 year old female with penicillin allergy and eczematous dermatitis who on 01-NOV-2006 was
vaccinated with a second dose of Gardasil (lot #656049/0187U). On 01-MAY-2007, "roughly at the end of this vaccination series," the patient developed
autoimmune thrombocytopenia and leukopenia. The patient was diagnosed with Evan's Syndrome. The patient was hospitalized for 5 days treated with
platelets, immunoglobulin and prednisone. At the time of the report, the patient had not recovered. The reporting physician considered Evan's syndrome and
leukopenia to be immediately life-threatening and disabling events. The reporting physician reported that he was not personally certain the Gardasil of the
events. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Penicillin allergy; Eczematous dermatitisPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

280392-1 (S)

12-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Autoimmune thrombocytopenia, Evans syndrome, Leukopenia

 ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, LIFE THREATENING, PERMANENT DISABILITY, SERIOUS

Other Vaccine
05-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0187U 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2405
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-May-2007
Vaccine Date

22-May-2007
Onset Date

0
Days

06-Jun-2007
Status Date

FR
State

WAES0705USA05770
Mfr Report Id

Information has been received from a gynecologist concerning a 19 year old female with a history of traffic accident (September 2006) and normal cranial CT
and EEG at that time, who on 22-MAY-2007 was vaccinated IM into the deltoid with a first dose of Gardasil (lot # 655671/1024F; batch # NE51780). On 22-
MAY-2007, 2.5 hours after vaccination, (in a department store, on a very hot and sticky day) she developed a questionable seizure for a short time. The
patient's mother reported that the patient was at the end of a large moving staircase and she suddenly fainted and "crooked" her whole body. Saliva was seen
at the corners of her mouth and red flushes in the area of the decollete. She was unconscious for about 3 minutes and subsequently recovered. An ambulance
was called and she was taken to the hospital. She was admitted to the hospital for monitoring and was discharged the same day. The ECG was normal. An
EEG and cranial MRI are scheduled for 29-MAY-2007. The reporter considered epileptic seizure and flushing to be other important medical events. Other
business partner numbers include E2007-03307. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

electrocardiogram 22May07 normal
Computerised tomogram normal; Electroencephalogram; Traffic accident

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

280393-1 (S)

06-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Epilepsy, Flushing, Loss of consciousness, Salivary hypersecretion, Syncope

 HOSPITALIZED, SERIOUS

Other Vaccine
05-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1024F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2406
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Feb-2007
Vaccine Date

16-Feb-2007
Onset Date

0
Days

06-Jun-2007
Status Date

MO
State

WAES0705USA05082
Mfr Report Id

Information has been received from a licensed practical nurse (LPN) concerning a 20 year old female patient, who on 16-FEB-2007 was vaccinated, IM with the
first dose, 0.5ml, of Gardasil (Lot #655165/1425F). Concomitant therapy included ELMIRON. On 16-FEB-2007, the patient developed a local reaction of
redness and swelling at the injection site. On 19-Apr-2007, the patient was vaccinated IM with the second dose, 0.5ml, of Gardasil (Lot # 210U). Following the
second vaccination, the patient again developed a local reaction of redness and swelling. Sometime following the second vaccination, the patient also became
incontinent and developed numbness in her legs, feet, hands, and arms. On 03-MAY-2007, the patient was diagnosed with Guillian Barre syndrome; the next
day, 04-MAY-2007 she was hospitalized. The length of the hospital stay was unknown. On 17-MAY-2007, the patient was examined by her physician with some
improvement of the symptoms noted, though she continued to experienced weakness. The reporter considered one or more of the events following the second
vaccination, to be significantly disabling/incapacitating, to require hospitalization, and to have required intervention as an other significant medical event.
Additional information has been requested.  06/19/2007 MR received for ER visit of 4/23/07 and hospitalization 5/3-10/07. ER visit of 4/23/07 for c/o weakness,
paresthesias-numbness tongue, fingers and toes, impaired swallowing, balance difficulties and light-headedness. PE:WNL.   Discharged from ED with DX of
Anxiety and Dizziness.  Returned to ER on 5/3/2007 with c/o 3 week hx of numbness to her tongue and feet.  Increased paresthesias of her lower extremities
including an episode of loss of bladder control. Developed anxiety/panic attack over worsening symptoms. Sent to ER for a full GBS workup.  PE WNL except
for DTR's were not elicited in the lower extremities.  Admitted with assessment of Paresthesias and loss of bladder control; R/O GBS. Final DX: Guillain-Barre
Syndrome.  Polycystic ov

Symptom Text:

ELMIRONOther Meds:
Lab Data:

History:
Prex Illness:

Unknown Labs and Diagnostics: 4/23/07: CBC with WBCs of 3.4. Chemistry WNL, Mono screen (-), UA WNL. head CT normal.  Labs and Diagnostics: Cervical
MRI WNL.  Lumbar MRI shows DDD. EMG 4/30/07 suggestive of early demyelinating peripheral
None. PMH: DJD of the back, asthma, polycystic ovaries, Interstitial Cystitis. Tonsillectomy. Episode of pharyngitis, nausea & vomiting in early April '07. NKDA.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

280394-1 (S)

20-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anxiety, Areflexia, Asthenia, Balance disorder, Dizziness, Dysphagia, Guillain-Barre syndrome, Hypoaesthesia, Incontinence, Injection site erythema, Injection
site swelling, Local reaction, Migraine, Panic attack, Paraesthesia, Paraesthesia oral, Urinary incontinence, Vaccine positive rechallenge

 ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, PERMANENT DISABILITY, SERIOUS

Other Vaccine
05-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0210U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2407
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
06-Jun-2007
Status Date

--
State

WAES0706USA00014
Mfr Report Id

Information has been received from a nurse concerning a female who was vaccinated with Gardasil. Subsequently, the patient developed Bell's palsy. Therapy
with human papillomavirus vaccine was discontinued. The patient's Bell's palsy persisted. The nurse indicated that she was unsure whether the human
papillomavirus vaccine caused the Bell's palsy. Upon internal review, Bell's palsy was determined to be an other important medical event. Additional information
has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

280395-1

06-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Facial palsy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
05-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2408
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-May-2007
Vaccine Date

31-May-2007
Onset Date

0
Days

06-Jun-2007
Status Date

--
State

WAES0706USA00016
Mfr Report Id

Information has been received from a nurse practitioner (NP) concerning an 18 year old female who on 31-MAY-2007 was vaccinated with Gardasil (LOT #
657736/0389U). Concomitant therapy included a cough expectorant (unspecified), which was taken on the same morning. On 31-MAY-2007, the patient went
out to the reception area after she received her second Gardasil, and began "shaking and fell down". The NP reported that she thought that the patient had
experienced "a short seizure that lasted about 15 seconds". The NP also reported that the patient had three red streaks running down her arm from the
injection site area and that the patient stated she felt a rush down her arm at the time she was vaccinated. The patient's blood pressure was "a little low" and
her lips were pale. The patient was sent to an urgent care facility to be further evaluated. The nurse indicated that the patient did not have a reaction to the first
dose of Gardasil. Upon internal review, seizure was determined to be an other important medical event. Additional information has been requested.

Symptom Text:

cough, cold and flu therapiesOther Meds:
Lab Data:
History:
Prex Illness:

blood pressure 05/31/07 - "a little low"
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

280396-1

06-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Erythema, Fall, Feeling abnormal, Hypotension, Injection site erythema, Injection site streaking, Pallor, Tremor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
05-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0389U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2409
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-May-2007
Vaccine Date

27-May-2007
Onset Date

11
Days

08-Jun-2007
Status Date

WA
State Mfr Report Id

Sore throat/pharyngitis, fever, neck pain cervical lymphadenopathy.Symptom Text:

YasminOther Meds:
Lab Data:
History:

nonePrex Illness:

Rapid strep (-), Monospot (-), Throat Cx-Beta-stretpococcus not strep A
Cephalexin allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

280433-1

02-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Lymphadenopathy, Neck pain, Pharyngolaryngeal pain, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
05-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0171U 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 2410
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Mar-2007
Vaccine Date

13-May-2007
Onset Date

59
Days

08-Jun-2007
Status Date

CT
State Mfr Report Id

Optic neuritis-hospitalized for 5 day course of prednisone. Onset 5/13. Hospitalized 5/18/07 (headache, eye pain, papilledema) (color blind and visually severly
impaired) 7/18/07-records received from facility for DOS 5/19-5/24/07- DC DX: Optic neuritis. One week piror to admission developed pain and vision loss in left
eye accompanied by headache. Seen by ophthalmologist who diagnosed disk edema and afferent pupillary defect on left side.  Fatigue for 2 months since
about the time she received her tetanus and HPV vaccines. No diplopia. No viual changes in right eye. PE: Pain on left eye with ocular movements. Tender
globe in periorbital region on left side, afferent pupillary defect on left.

Symptom Text:

Other Meds:
Lab Data:

History:

nonePrex Illness:

MRI, PET scans, spinal tap, CBC, thyroid can Oligopeptides, Lyme records received 7/18/07-CT negative. MRI brain and spine normal exception of some slight
enlargement of left optic nerve. Labs unremarkable. CSF pending at time of discharge
obesity, insulin resistance, depression records received 7/18/07-PMH: Hallucinations and previous inpatient admissions to institute of living. Depression and
ADHD.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

280436-1 (S)

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blindness, Colour blindness, Eye pain, Fatigue, Headache, Optic neuritis, Papilloedema, Visual acuity reduced

 HOSPITALIZED, SERIOUS

Related reports:   280436-2

Other Vaccine
05-Jun-2007

Received Date

Prex Vax Illns:

TDAP
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

AC14BD40CA
0962F

0
0

Unknown
Unknown

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 2411
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Mar-2007
Vaccine Date

18-May-2007
Onset Date

64
Days

15-Jun-2007
Status Date

CT
State

WAES0706USA01344
Mfr Report Id

Information has been received from a physician concerning a 16 year old female with diabetes and many other unspecified medical conditions, who on 15-
MAR-2007 was vaccinated with a first dose of Gardasil. On 18-MAY-2007 the patient came back to the office for her second dose but it was not administered
because the patient was experiencing headache, eye pain and loss of vision in one eye (it was not known which eye). The patient was hospitalized because of
this and has been released. Subsequently, the patient was recovering. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Diabetes; General symptomPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

280436-2 (S)

03-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blindness unilateral, Eye pain, Headache

 ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, SERIOUS

Related reports:   280436-1

Other Vaccine
14-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2412
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-May-2007
Vaccine Date

16-May-2007
Onset Date

2
Days

08-Jun-2007
Status Date

CA
State Mfr Report Id

Pt developed small pimple on inner side of middle phalanx of little finger left on wk after HPV vaccine #3. 2 days later developed wart at site. Within on day was
the size of pts finger on same finger (8-10mm). Mom treating at home with freeze spray.

Symptom Text:

Albuterol Inh Claritin prnOther Meds:
Lab Data:
History:

nonePrex Illness:

food allergies

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

280438-1

08-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Skin papilloma

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
05-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0384U 2 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2413
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-May-2007
Vaccine Date

29-May-2007
Onset Date

0
Days

06-Jun-2007
Status Date

--
State Mfr Report Id

After few moments of receiving multiple vax and Gardasil, patient had a syncope, blood pressure dropped. She recovered. 06/06/07-records received. Vaccine
record documents on 5/30/07 Gardasil lot# 0522U, Varicella Lot #0455U, Menactra lot#U2277AA, Hepatitis A 2 lot#0246U. After vaccination patien left room
and had loss of consciousness for 10 seconds. BP 88/54. Felt better after resting. Walked out of office with mother

Symptom Text:

Other Meds:
Lab Data:
History:

nonePrex Illness:

none
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

280449-1 (S)

07-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure decreased, Syncope

 LIFE THREATENING, SERIOUS

Related reports:   280449-2

Other Vaccine
05-Jun-2007

Received Date

Prex Vax Illns:

VARCEL
MNQ
HEPA
HPV4

MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.
MERCK & CO. INC.

0455U
U2277AA
0246U
0522U

1

1

Left arm
Right arm
Right arm
Left arm

Unknown
Unknown
Unknown

Intramuscular



10 JUN 2008 06:27Report run on: Page 2414
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-May-2007
Vaccine Date

30-May-2007
Onset Date

0
Days

10-Aug-2007
Status Date

--
State

WAES0706USA00715
Mfr Report Id

Information has been received concerning a 16 year old female who on 30-MAY-2007 was vaccinated with Gardasil. Concomitant therapy included Varivax,
Vaqta, tuberculin purified protein derivative and Menactra. On 30-MAY-2007 the patient received the above vaccines without complaints or symptoms. She
stood and walked out of room with mother. The patient turned to ask a question, at that time her eyes closed and her body went limp. She was aided to the
floor without injury. She opened her eyes and spoke appropriately. Her legs were elevated for 15 minutes, BP 88/54. The patient then sat on a chair, never pale
or diaphoretic. After 10-15 minutes the patient walked out of the office with her mother. Additional information is not expected.

Symptom Text:

PPDOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

280449-2

13-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure decreased, Hypotonia

 NO CONDITIONS, NOT SERIOUS

Related reports:   280449-1

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

VARCEL
HEPA
MNQ
HPV4

MERCK & CO. INC.
MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.

0455U
0246U
U2277AA
0522U 0

Unknown
Unknown
Unknown
Unknown

Intramuscular
Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 2415
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Jun-2007
Vaccine Date

04-Jun-2007
Onset Date

0
Days

07-Jun-2007
Status Date

ID
State Mfr Report Id

Client received vaccines, has passed out before from immunizations mother reported.  After receiving vaccines client turned a little pale, client was laid down
on a bed and given apple juice to drink.  She stayed down for approximately 10 minutes, then mother and daughter left, stating that she was feeling fine.More
than 20 minutes after vaccination, Client returned to clinic with mother and sister to have sister receive vaccinations.  Client stated that she didn't feel well and
laid down on the chairs in waiting area.  She mumbled something to mother and had a seizure and rolled off the chairs she was laying on.  Mother caught her
and eased her to the floor.  The seizure lasted less than a minute.  Offer to call an ambulance was refused. Cold cloth was applied to forehead and arms.
Mother was encouraged to take her to the doctor.  Mother was called 06-05-07 am, mother stated that Kendra had a doctors appointment today to be seen.
She stated that she was acting normal today and that she would call if the doctor stated  anything wrong.

Symptom Text:

NONEOther Meds:
Lab Data:
History:

No illness at time of vaccinationPrex Illness:

amoxicillin

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

280470-1

07-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Fall, Malaise, Pallor

 ER VISIT, NOT SERIOUS

Other Vaccine
05-Jun-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
MNQ
TDAP

MERCK & CO. INC.
MERCK & CO. INC.
SANOFI PASTEUR
GLAXOSMITHKLINE
BIOLOGICALS

1049F
0384U
U2170AA
AC52B014AA

0
0
0
0

Left arm
Right arm
Right arm
Left arm

Subcutaneously
Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 2416
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-May-2007
Vaccine Date

02-Jun-2007
Onset Date

3
Days

07-Jun-2007
Status Date

PA
State Mfr Report Id

Gardasil vaccination given on Wednesday, May 30, 2007. Patient reported general malaise and mild joint pain on Saturday, June 2, 2007. Pain became
increasingly more severe from Sunday, June 3 to Monday, June 4th. I took patient back to see the doctor on Monday, June 4th and described all symptoms to
doctors. Doctors cannot figure out what is wrong. Patient has normal body temperature of 97.8% and has not yet had a fever.

Symptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

280482-1

07-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Malaise

 NO CONDITIONS, NOT SERIOUS

Related reports:   280482-2

Other Vaccine
05-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2417
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-May-2007
Vaccine Date

03-Jun-2007
Onset Date

4
Days

14-Jun-2007
Status Date

PA
State Mfr Report Id

Joint pain sore shoulder next day increased pain 2nd day 3rd day knees, ankles wrist shoulderSymptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

280482-2

14-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Musculoskeletal pain

 NO CONDITIONS, NOT SERIOUS

Related reports:   280482-1

Other Vaccine
08-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 03880U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2418
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-May-2007
Vaccine Date

30-May-2007
Onset Date

1
Days

07-Jun-2007
Status Date

FL
State Mfr Report Id

urticarial rash all over body esp.on bellySymptom Text:

prednisone,sulfa,prozacOther Meds:
Lab Data:
History:

nonePrex Illness:

none05
allergic to amoxicillin,congential adrenal hyperplasia

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

280483-1

07-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
05-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0387U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2419
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Apr-2007
Vaccine Date

01-May-2007
Onset Date

16
Days

06-Jun-2007
Status Date

TX
State Mfr Report Id

In early May, increased bruising, slower wound healing, severe bleeding with menstruation, intermittent headaches, fatigue. Admitted to medical center on
06/01/07 following referred from primary pediatrician with pancytopenia. Diagnosed with aplastic anemia. Treatment to be determined. 6/21/07-records received
for DOS 6/1-6/5/07-DC DX: Severe pancytopenia. status post transfusion of RBC times 2 and platelets times 1. Seen in ER on 6/1/07 for increased bruising
and pancytopenia on her blood smear. No evidence of ITP. Severe aplastic anemia.

Symptom Text:

Other Meds:
Lab Data:

History:
nonePrex Illness:

CBC, Bone marrow aspirate & biopsy, Viral serologies records received 6/21/07-Bone marrow aspirate and biopsy showed absence of megakaryocytes and
decreased erythroid and meyloid precursors.  Presented with hemoglobin 4.9, WBC 3 and platel
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

280485-1 (S)

21-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Aplastic anaemia, Contusion, Fatigue, Headache, Impaired healing, Menorrhagia, Pancytopenia, Transfusion

 ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, LIFE THREATENING, SERIOUS

Other Vaccine
06-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Jun-2007
Vaccine Date

05-Jun-2007
Onset Date

0
Days

19-Jun-2007
Status Date

TN
State Mfr Report Id

1. (L) arm Hep A then Td 2. (L) arm Gardasil Immediate onset of nausea and pre syncopal symptoms, BP 80/60 Improved within 10 min lying downSymptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

280486-1

19-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Nausea, Presyncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
06-Jun-2007

Received Date

Prex Vax Illns:

TD
HEPA

HPV4

SANOFI PASTEUR
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

U1953AA
AHAVB11BAB

0212U

1
1

0

Right arm
Right arm

Left arm

Intramuscular
Intramuscular

Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-May-2007
Vaccine Date

07-May-2007
Onset Date

0
Days

07-Jun-2007
Status Date

FR
State

WAES0705AUS00082
Mfr Report Id

Information has been received from a nurse as part of a business agreement (manufacturer's case number: GARD 2007 05 11 002). On 07-MAY-2007, as part
of the regular school-based immunisation program funded by the government, a female student was vaccinated with Gardasil (Lot No. 655743/0313U, Batch
No. J1022, Expiry date August 2009). The patient was observed for 15 minutes after vaccination and return to the classroom. On 07-MAY-2007, on return to
the classroom, the student experienced headache, nausea and feeling faint. Subsequently the patient was "fine". The nurse, who gave the patient the vaccine,
considered that the events were due to "mass hysteria". In follow-up, the reporting nurse stated that during the 15 minute observation period after the
vaccination on 07-MAY-2007, the patient was symptom-free. The patient was not transported to hospital and was sent home complaining of headache, nausea
and feeling faint. This is one of several reports received from the same source. Further information was received from media monitors summarising a radio talk-
back program, a television evening news and a paper on 22-MAY-2007. The principal of the student's school stated that "the girl's reactions were not related to
the vaccination itself and it is not uncommon for girls of this age group to react to vaccinations in ways that are not necessarily physical in origin". The hospital,
where the other five female students of the school (other than this patient) were taken after fainting, released a statement indicating that they do not believe
Gardasil was responsible. Follow-up information was received from the principal of the patient's school. On 07-MAY-2007 approximately 590 girls were
vaccinated with Gardasil by two nurses over a morning beginning at 9:30 am and finishing around 1:00 pm. There was no interruption to the vaccinations after
some girls' adverse events, which occurred through out the morning. Some girls experienced adverse events immediately after vaccination, whilst others only
after that had returned t

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

280674-1

07-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Body temperature increased, Conversion disorder, Dizziness, Headache, Hemiplegia, Nausea, Tremor, Wheelchair user

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
06-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0313U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2422
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jun-2007
Vaccine Date

02-Jun-2007
Onset Date

1
Days

13-Jun-2007
Status Date

CA
State Mfr Report Id

Pt instructed to apply warm moist compresses QID for discomfort, OTC Benadryl cream for itch.Symptom Text:

Other Meds:
Lab Data:
History:

nonePrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

280722-1

13-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Discomfort, Pruritus

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
06-Jun-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
TDAP

MERCK & CO. INC.
MERCK & CO. INC.
SANOFI PASTEUR

0369U
0384U
C2610AA

1
0
5

Right arm
Right arm
Left arm

Unknown
Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-May-2007
Vaccine Date

21-May-2007
Onset Date

0
Days

13-Jun-2007
Status Date

MD
State Mfr Report Id

Patient was administered her 2nd dose of Gardasil on 5/21/07. After 10 minutes the patient was exiting the office and experienced syncope.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Allergic to Bactrim

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

280723-1

13-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
07-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0211U 1 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Jun-2007
Status Date

MD
State Mfr Report Id

1st dose of Gardasil received on 5/31/07. Patient experienced syncope after 10-15 minutes.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

280724-1

13-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
07-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0212U 0 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Jun-2007
Status Date

MD
State Mfr Report Id

1st dose of Gardasil received on 3/26/07. Patient experienced syncope after 10-15 minutes.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

280725-1

13-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
07-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0014U 0 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-May-2007
Vaccine Date

12-May-2007
Onset Date

2
Days

08-Jun-2007
Status Date

FR
State

WAES0706USA00445
Mfr Report Id

Information has been received from a health authority concerning a 16 year old female with no medical history, who on 10-MAY-2007 was vaccinated IM with a
first dose of Gardasil (lot# 1341F, batch# NF12410). On 12-MAY-2007, the patient experienced allergic vasculitis and was admitted to the hospital. At the time
of this report, the patient had not recovered. Other business partner numbers include: E200703502 and PEI2007004696. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

280841-1 (S)

08-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Leukocytoclastic vasculitis

 HOSPITALIZED, SERIOUS

Other Vaccine
07-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1341F 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Apr-2007
Vaccine Date

01-May-2007
Onset Date

4
Days

13-Jun-2007
Status Date

OH
State Mfr Report Id

Prolonged inflammation (hard deltoid muscle, tender to touch) 3-4 weeks after injectionSymptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

280846-1

13-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Induration, Inflammation, Myalgia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
07-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1427F 1 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-May-2007
Vaccine Date

31-May-2007
Onset Date

2
Days

13-Jun-2007
Status Date

CO
State Mfr Report Id

Vaccine MMR given 5/29/07 called 5/31/07 was  was seen at pulmonologist office. Felt was more than just local reaction large hot red area back of right arm
fever 101, cold compresses Ibuprofen, Keflex

Symptom Text:

Flonase, Depakene, Tegretol, Duoneb, Singulair, Baclofen, Neurontin, Elavil, Oxygen, Miralax, Xopenex, Zyrtec, Pulmicort, Ibuprofen, Calcium Antacid tablets,
Vitamin D tablet MSM with Glucosamine

Other Meds:

Lab Data:
History:

CandidiasisPrex Illness:

G Tube, Delayed milestones, spastic Quadriplegia, surgeries

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

280847-1

13-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Pyrexia, Skin warm

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
07-Jun-2007

Received Date

local reaction~Measles + Mumps + Rubella (no brand name)~2~17~In SiblingPrex Vax Illns:

VARCEL
HPV4
TDAP

MERCK & CO. INC.
MERCK & CO. INC.
SANOFI PASTEUR

0011N
0243U
C2632AA

1 Right arm
Left arm
Left arm

Subcutaneously
Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jun-2007
Vaccine Date

01-Jun-2007
Onset Date

0
Days

13-Jun-2007
Status Date

AZ
State Mfr Report Id

After giving last immunization. Pt was asked how she felt fine. 2-3 min later asked her again, she said fine. She then fell back on the bed and fainted. Doctor
called into the room to examine patient. Pt reacted 2-3 min later.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

EKG
Recurrent syncope episodes

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

280849-1

13-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Fall, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
07-Jun-2007

Received Date

Prex Vax Illns:

TDAP

HEPA
HPV4
MNQ

GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
MERCK & CO. INC.
SANOFI PASTEUR

AC52B013AA

1280F
1424F
U2115AA

0

0
0
0

Left arm

Left arm
Right arm
Right arm

Unknown

Unknown
Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-May-2007
Vaccine Date

18-May-2007
Onset Date

2
Days

11-Jun-2007
Status Date

TX
State Mfr Report Id

Very red, swollen, little larger than quarter sized, and tender 05182007, give tyl for pain and apply ice, mom called back on 05252007 to report Chicken pox
rash, advised to give her benadryl

Symptom Text:

Retin-A Micro 0.1% Topical GelOther Meds:
Lab Data:
History:

noPrex Illness:

no

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

280867-1

11-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Pain, Rash vesicular, Swelling, Tenderness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
07-Jun-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
HEPA

MERCK & CO. INC.
MERCK & CO. INC.
MERCK & CO. INC.

0267F
0389U
0001U

1
0
0

Right arm
Left arm

Right arm

Subcutaneously
Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Jun-2007
Vaccine Date

06-Jun-2007
Onset Date

1
Days

11-Jun-2007
Status Date

CA
State Mfr Report Id

Extremely dizzy, nausea, tiredness, loss of appetite, pale color, no fever but very uncomfortable/"clammy". Had vaccine (3rd of series) on June 5 and
symptoms began the following day. Are still present today, but doing better.

Symptom Text:

n/aOther Meds:
Lab Data:
History:

n/aPrex Illness:

n/a
NKA

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

280870-1

11-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anorexia, Cold sweat, Discomfort, Dizziness, Fatigue, Nausea, Pallor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
07-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0523U 2 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Apr-2007
Vaccine Date

02-Apr-2007
Onset Date

0
Days

11-Jun-2007
Status Date

NY
State Mfr Report Id

COMPLAINTS OF FEVER OF 102.0 FOR 2 DAYS AND VOMITINGSymptom Text:

Other Meds:
Lab Data:
History:

NONEPrex Illness:

ASTHMA

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

280882-1

11-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pyrexia, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
07-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0689F 0 Right arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-May-2007
Vaccine Date

17-May-2007
Onset Date

0
Days

14-Jun-2007
Status Date

PA
State Mfr Report Id

Joint Aches, body aches, "Halo around lights"-day of vaccine. Following Am-joints aches, sore throat and hoarse voice.Symptom Text:

Nasonex, Doxycycline 100 mg Allegra-DOther Meds:
Lab Data:
History:

Allergic Rhinitis, Beta Hemolytic StrepPrex Illness:

Hgb-1407 Strep Cx

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.8

280888-1

14-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Dysphonia, Halo vision, Pain, Pharyngolaryngeal pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
08-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 01864 0 Left arm Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-May-2007
Vaccine Date

17-May-2007
Onset Date

2
Days

14-Jun-2007
Status Date

OK
State Mfr Report Id

Both HPV (IM) and Varicella (SC) given in (L) upper arm on 5/15/07. Developed slight redness and tenderness and a little blister the day after the vaccine. On
5/17/07 (2 days after vax) developed warm, erythematous, indurated area around injection site-given Rx of Benadryl and Ibuprofen and Calendula cream.

Symptom Text:

Claritin/allergy medicationOther Meds:
Lab Data:
History:

Allergic rhinitisPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
9.0

280889-1

14-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blister, Erythema, Injection site erythema, Injection site induration, Injection site warmth, Tenderness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
07-Jun-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

0369U
1425F

1
0

Left arm
Left arm

Subcutaneously
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-May-2007
Vaccine Date

21-May-2007
Onset Date

0
Days

11-Jun-2007
Status Date

NY
State

WAES0705USA05241
Mfr Report Id

Information has been received from a physician concerning a 15 year old female with no pertinent medical history or drug reactions/allergies, who on 21-MAY-
2007 was vaccinated intramuscularly with the first dose of Gardasil. There was no concomitant medication. On 21-MAY-2007 the patient developed a rash that
started on the belly and spread to the back and both legs. The physician noted that it was unknown whether the rash was already there before the patient
received the vaccination, however the patient noticed the rash and mild itching the day that the vaccination was given. The patient was given cetirizine
hydrochloride (ZYRTEC). At the time of this report, the patient's rash and itching persisted. The reporting physician felt that the events were serious for another
other medical event due to treatment with cetirizine hydrochloride (ZYRTEC). Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

281020-1

11-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus, Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
08-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Jan-2007
Vaccine Date

16-May-2007
Onset Date

107
Days

11-Jun-2007
Status Date

FR
State

WAES0706CAN00027
Mfr Report Id

Information has been received from a pharmacist and his wife concerning a 14 year old female, very athletic, who on 29-JAN-2007 (first dose) and 16-MAY-
2007 (second dose) was vaccinated with Gardasil. Concomitant therapy included Twinrix, vitamins (unspecified) and albuterol. Subsequently, after the first
dose of Gardasil, the patient experienced migraine. There was no reaction at the site of injection of Gardasil. On 16-MAY-2007, the patient received the second
dose of Gardasil. On 16-MAY-2007 the patient experienced migraine aura, tingling, numbness, dizziness, then fainted, was pale, shaking, some paralysis and
ringing in ears (it was reported that some paralysis and ringing in ears "lasted a long time") and headache. It was also reported that that whole evening, the
patient also experienced chills and was wiped out, slept. On 17-MAY-2007 and 18-MAY-2007 the patient was tired. On 19-MAY-2007 the patient experienced
slight rash on legs, which has been disappearing and coming back, "not a big issue". Therapy with Benadryl and witch hazel (+) Penaten was initiated for rash.
On 20-MAY-2007 the patient experienced, above the left clavicle, 3 painful lumps; 2 pea size, 1 bean size. From 21-MAY-2007 to 25-MAY-2007, the lumps
grew. On 25-MAY-2007, the patient experienced fever and chills, flu-like reaction. On 25-MAY-2007 the patient went to see a physician. There was no swollen
spleen or other swollen glands. It was reported that the physician did not think it "was viral". A complete blood cell count was done but "no info yet". From 25-
MAY-2007 to the time of report on 31-MAY-2007, the patient came from school exhausted, experienced a lot of malaise, general headaches, nausea, a bit of
vomiting and was still experiencing tingling but there was no diarrhea and the lumps were still swollen but less. Upon internal review, some paralysis was
considered as an other important medical event. Tingling and numbness were determined to be important medical events based on agency requirements.  No
further is available.

Symptom Text:

albuterol Unk - Unk, hepatitis a virus inactivated (+ 29Jan07, hepatitis a virus vaccine inactivated (+ 16May07, vitamins (unspecified) Unk - UnkOther Meds:
Lab Data:
History:
Prex Illness:

complete blood cell count 25May07 "no info yet"
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

281021-1

11-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chills, Dizziness, Fatigue, Headache, Hypoaesthesia, Influenza like illness, Malaise, Mass, Migraine, Migraine with aura, Nausea, Pallor, Paraesthesia,
Paralysis, Pyrexia, Rash, Syncope, Tinnitus, Tremor, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
08-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Mar-2007
Vaccine Date

08-Apr-2007
Onset Date

31
Days

11-Jun-2007
Status Date

CA
State

WAES0706USA00562
Mfr Report Id

Information has been received from a physician, via a company representative, concerning a 14 year old female patient, who on 11-JAN-2007 was vaccinated
with the first dose, 0.5ml, of Gardasil, with no adverse events reported, and on 08-MAR-2007 was vaccinated with the second dose, 0.5ml, of Gardasil. There
was no concomitant medication. On 08-APR-2007, the patient had experienced "extreme leg and back pain" and was diagnosed with acute transverse myelitis;
she was hospitalized. The duration of hospitalization was not known. At the time of this report, the patient had not recovered from the acute transverse myelitis.
Additional information has been requested.  6/19/07 Received PCP medical records which included vax records w/lot & dose #s.  VAERS database updated
w/same. ALso included was hospital d/c summary which reveals patient admitted 4/17-4/20/07 with severe LE pain which had progressively worsened.  Seen
by PCP who sent to neurologist prior to admit .   Admitted for high dose steroids & close observation.  Improved dramatically & d/c to home w/PCP & neuro f/u.
Seen by neuro in f/u on 4/23/07 being transported by ambulance on a gurney due to total paralysis of both LEs.  Also had severe depression.  5/18/07 w/only
partial recovery.  Continued to have severe low back & LE pain despite fentanyl patch & PT. Was unable to ambulate & was w/c bound.  Exam revealed severe
flaccid hypotonic muscle weakness of LEs w/hyperreflexia.  Bladder & bowel function were intact. Patch increased & was to continue PT.  7/3/07 Received
hospital medical records which reveal patient experienced severe LE pain which had progressively worsened.  Admitted 4/17-4/20/07 for IV steroids & pain
management.  Patient had URI w/sore throat & fever approx 3-4 wks prior to admit treated w/antibiotics.  Then developed back pain which worsened & LEs also
became numb.  Seen by PCP who consulted neurosurgeon & MRI was done which was neg.  Patient continued to worsen & was seen by neurologist who dx
w/transverse myelitis & admitted to hospital.

Symptom Text:

NoneOther Meds:
Lab Data:

History:
Prex Illness:

None LABS: MRI of LS spine done prior to admit was WNL.  WBC 8,300, neutros 62, lymphs 30, monos 7, eos 1.  ESR is 16.  CSF glucose 61, protein 44,
lymphs 100, c/s neg. MRI repeated on 4/18 revealed presumed discogenic disease at T10-11 an
None PMH: URI, sore throat & fever approx April 3.  Back pain began approx April 4 w/paresthesias beginning approx April 5-6.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

281022-1 (S)

05-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Back pain, Depression, Diplegia, Hyperreflexia, Hypoaesthesia, Hypotonia, Myelitis transverse, Pain in extremity, Paraesthesia, Paralysis flaccid, Wheelchair
user

 ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, SERIOUS

Other Vaccine
08-Jun-2007

Received Date

Prex Vax Illns:

HPV4HPV4 MERCK & CO. INC. 0637F 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2438
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Jun-2007
Vaccine Date

07-Jun-2007
Onset Date

0
Days

15-Jun-2007
Status Date

NY
State Mfr Report Id

Pt received Gardasil vaccine at 9AM. Called at 4PM complaining of nausea, vomiting, and left side headache with left orbital painSymptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
No known drug allergies

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

281035-1

15-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Eye pain, Headache, Nausea, Vomiting

 NO CONDITIONS, NOT SERIOUS

Related reports:   281035-2

Other Vaccine
08-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0011V 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 2439
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Jun-2007
Vaccine Date

07-Jun-2007
Onset Date

0
Days

15-Aug-2007
Status Date

NY
State

WAES0706USA02004
Mfr Report Id

Information has been received from a office worker concerning a 21 year old female with no pertinent medical history or drug reactions/allergies on 07-JUN-
2007 who was vaccinated with a first dose of Gardasil (lot # 654702/0011U) IM at 9 AM in the left deltoid. There was no concomitant medication used. On 07-
JUN-2007 the patient called at 4 PM complaining of nausea, vomiting, left frontal headache with left orbital pain. On 07-JUN-2007, the patient recovered from
nausea, vomiting, left frontal headache and left orbital pain. No additional information was given. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

281035-2

22-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Eye pain, Headache, Nausea, Vomiting

 NO CONDITIONS, NOT SERIOUS

Related reports:   281035-1

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0011U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2440
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-May-2007
Vaccine Date

31-May-2007
Onset Date

2
Days

18-Jun-2007
Status Date

VA
State Mfr Report Id

seen 5/31/07 4cm x 5 cm area with induration-severe tenderness (L) deltoid area. Diagnosed with Cellulitis secondary to Gardasil injection. Treated with
antibiotic-Augmentin 400 mg chews Ztabs po BID x 10 days. Motrin 2 tabs Q6hrs, as needed for pain.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

281045-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site cellulitis, Injection site induration, Injection site pain, Pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
08-Jun-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

0126U
0389U

1
0

Right arm
Left arm

Subcutaneously
Intramuscular



10 JUN 2008 06:27Report run on: Page 2441
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-May-2007
Vaccine Date

08-Jun-2007
Onset Date

38
Days

12-Jun-2007
Status Date

GA
State Mfr Report Id

Patient has not experienced any adverse events.  Patient received a positive pregnancy test 25 days after receiving her second dose of Gardisil (HPV).Symptom Text:

Other Meds:
Lab Data:
History:

Patient was not aware that she was pregnant during the time Gardisil ws administered.Prex Illness:

Patient is to notify her OB doctor. Steps taken unknown at this time.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

281048-1

13-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
08-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0211U 1 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2442
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Apr-2002
Vaccine Date

03-Jun-2007
Onset Date

1886
Days

13-Jun-2007
Status Date

NY
State Mfr Report Id

2 months following vaccine administration patient developed Bell's Palsy. Treated with Valtrex and prednisone.  7/26/07 Received call from pcp w/additional
patient information.  States Lyme test initially reported as neg has now been determined to be positive.  Feels Bells palsy secondary to Lymes disease & not
related to vaccine.  8/31/07 Reviewed pcp medical records which included vax records & corrected vax info.  VAERS database updated w/same.  Office note of
4/4/07 reveals patient healthy on day of vax, only concern was acne.  Returned on 6/7/07 w/left side facial weakness x 4 days.  Unable to lift left eyebrow or
close left eye.  Unable to smile on left side. Tx w/antiviral & prednisone, eye drops & eye patch at night.  Returned 6/26/07.  Lyme titers had returned (+).  Facial
numbness & weakness had improved.  Smile remained slightly asymmetrical but able to lift eyebrow & squeeze eyes shut.  Tx w/antibiotics & received 2nd
dose Gardisil.  Returned 7/24/07.  Had completed meds & symptoms had improved & smile now symmetrical. FINAL DX: Bell's Palsy secondary to Lyme's
disease.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

Lyme titers sent and pending. Thyroid function within normal limits.
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
8.0

281051-1

06-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dyskinesia, Facial palsy, Facial paresis, Hypoaesthesia facial, Lyme disease, Ophthalmoplegia

 ER VISIT, NOT SERIOUS

Other Vaccine
08-Jun-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2158AA
1426F

0
0

Right arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 2443
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-May-2007
Vaccine Date

11-May-2007
Onset Date

7
Days

12-Jun-2007
Status Date

WA
State Mfr Report Id

Pt received Gardasil injection in lower right back area on 5/4/07. The next week she noticed enlarged lymphnodes in her right groin area. It was painful when
she walked and she noticed some itching in the area. Pt was reassured about the lymphnodes in her right groin area. No info could be found on
Lymphandenopathy. Pt will monitor her lymph nodes for the next few weeks. If they increase in size will consider doing an ultrasound. It is most likely they will
decrease in size and eventually disappear over the next few months.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

Depression

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

281058-1

13-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Lymphadenopathy, Pain, Pruritus, Wrong technique in drug usage process

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
08-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0384U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2444
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Jun-2006
Vaccine Date

04-Jun-2006
Onset Date

0
Days

13-Jun-2007
Status Date

CA
State Mfr Report Id

First shot, no problem. Second shot, (3 days ago) extremely painful shot almost passed out from pain of shot given to her.  My arm still hurts 3 days later at site
of shot, but for the first day it hurt allot. They had me wait 15 minutes to see if I had a reaction, I felt ok, except pain from shot, so I left.  Soon after I left, I felt
groggy and irritable. This groggy lasted the rest of the day. The following day I felt ok fine except for the arm pain. Wednesday 2 days after the shot I was sick
and today 6 days after I am still sick.  My symptoms are, head ache, low grade fever, stuffy nose, extremely soar throat, and horrible muscle cramps in my
back, arms and stomach, ache in ears too.

Symptom Text:

tazaracOther Meds:
Lab Data:
History:

nonePrex Illness:

Has not seen a doctor yet

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

281068-1

13-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Ear pain, Headache, Injection site pain, Irritability, Malaise, Muscle spasms, Nasal congestion, Pain in extremity, Pharyngolaryngeal pain, Pyrexia, Somnolence

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. ? Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2445
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Jun-2007
Vaccine Date

06-Jun-2007
Onset Date

1
Days

18-Jun-2007
Status Date

PA
State Mfr Report Id

paraesthesias bilateral arms upon awakening frontal/temporal headache, lower back pain, thighs and arms numb. -All self resolved with in hoursSymptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
allergic rhinitis

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

281086-1

21-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Back pain, Headache, Hypoaesthesia, Paraesthesia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
08-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0314U 1 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 2446
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Jun-2007
Vaccine Date

04-Jun-2007
Onset Date

0
Days

18-Jun-2007
Status Date

OH
State Mfr Report Id

fever (102.F), flushed cheeks, leg/arm pain, weakness in legs, nausea, poor appetite x 2 daysSymptom Text:

Zithromax, DiflucanOther Meds:
Lab Data:
History:

otitis yeast infectionPrex Illness:

CBC w/diff (awaiting results)
Amoxicillin

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

281089-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Decreased appetite, Flushing, Muscular weakness, Nausea, Pain, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
08-Jun-2007

Received Date

Prex Vax Illns:

TDAP

HPV4
MNQ

GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
SANOFI PASTEUR

AC52B013AA

0388U
U1974AB

0

0
0

Left arm

Left arm
Right arm

Intramuscular

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 2447
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Jan-2007
Vaccine Date

15-Jan-2007
Onset Date

0
Days

12-Jun-2007
Status Date

IA
State

WAES0701USA02073
Mfr Report Id

Information has been received from a registered nurse concerning a patient who on 15-JAN-2007 was vaccinated with a dose of Gardasil that had been
improperly stored. It was noted that the patient was not experiencing any symptoms. Unspecified medical attention was sought. No product quality complaint
was involved. Follow-up information has been received through the Merck pregnancy registry from a nurse concerning an 18 year old female who on 27-OCT-
2006 was vaccinated with Gardasil, when she was 17 1/7 weeks pregnant, LMP 29-JUN-2006, EDD 05-APR-2007). Subsequently, the infant was born with a
left club foot and two vessel umbilical cord. The nurse felt that the left club foot and two vessel umbilical cord were other important medical events. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 6/29/2006)Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

281095-1

12-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Foetal disorder, Medication error, Talipes, Umbilical cord abnormality

 ER VISIT, NOT SERIOUS

Other Vaccine
11-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2448
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Jan-2007
Vaccine Date

15-Feb-2007
Onset Date

41
Days

12-Jun-2007
Status Date

NY
State

WAES0706USA00031
Mfr Report Id

Information has been received from a physician concerning a 22 year old female with no pertinent medical history who on 05-JAN-2007 was vaccinated with a
0.5 ml dose of Gardasil. Concomitant therapy included penicillin, prednisone and hormonal contraceptives (unspecified). On approximately 15-FEB-2007 the
patient experienced strep throat. On 21-FEB-2007 the patient sought medical treatment for rash/purpura and nose bleeds. On 28-FEB-2007 the patient had a
sinus biopsy and was diagnosed with leukocytoclastic vasculitis. It was determined that the patient had been exposed to parvovirus. The patient was referred to
an infectious disease physician who was "ruling out" the parvovirus. At the time of the report, the results of the parvovirus are unknown. After seeing several
specialist, the patient was diagnosed with Henoch-Schonlein purpura. At the time of the report, the patient had not recovered.  Upon internal review, Henoch-
Schonlein purpura was considered to be an other important medical event. Additional information has been requested. 6/21/07-records received for DOS 2/27-
5/17/07-office visits. Presented on 2/27/07 with complaint of generalized maculopapular rash. Ecchymosis around ankles pruritic. Some resolving areas on
thighs and trunk and shoulders. Started superiorly and moved inferiorly. Likely viral exanthem. Seen on 3/8/07-rash continues, assessment:leukocytoclastic
vasculitis confirmed with biopsy. Seen on 3/29/07-continues to have intermittent episodes of joing swelling and stiffness, no rash at present. CT scan sinuses
negative. Recent infectious history included cold in late December, on a cruise in January and developed a sore throat. HPV vaccine early January. Patient had
a pet hedgehog and a python. Visit on 5/17/07-vasculitis substanitally improved.

Symptom Text:

hormonal contraceptives, prednisoneOther Meds:
Lab Data:

History:
Prex Illness:

Sinus probe 02/28/07 - diagnosed with leukocytoclastic vasculitis  records received 6/21/07-Labs: UA unremarkable. Borderline elevation of tranaminases.
Basic metabolic and liver panel normal. Proteinase 3 antibody normal. Sjogren's SSA an
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

281096-1

27-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Biopsy, Epistaxis, Henoch-Schonlein purpura, Joint stiffness, Joint swelling, Leukocytoclastic vasculitis, Parvovirus infection, Pharyngitis streptococcal,
Purpura, Rash maculo-papular

 ER VISIT, NOT SERIOUS

Other Vaccine
11-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1424F 0 Gluteous maxima Intramuscular



10 JUN 2008 06:27Report run on: Page 2449
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Jun-2007
Vaccine Date

05-Jun-2007
Onset Date

0
Days

20-Jun-2007
Status Date

MA
State Mfr Report Id

Patient sat for 5 minutes after vaccines, felt fine. Rose to stand slowly and was fine. Discharged from office. 5 minutes later felt dizzy while at the appointment
desk. Color pale, clammy skin. Recovered with supine position and Oxygen, OJ to drink. Had no lunch today. Discharged from office at 3:30 pm.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

None known or reportedPrex Illness:

None
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

281105-1

20-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cold sweat, Dizziness postural, Pallor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
11-Jun-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U1967AA
0188U

0
1

Left arm
Right arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 2450
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-May-2007
Vaccine Date

01-Jun-2007
Onset Date

21
Days

20-Jun-2007
Status Date

CA
State Mfr Report Id

Patient had chickenpox after receiving varicella immunization. Had mild amount of involvement of legs, chrisind face.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

vv
thyroid goiter

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

281108-1

20-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Varicella, Varicella post vaccine

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
11-Jun-2007

Received Date

Prex Vax Illns:

VARCEL
MNQ
HPV4

MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.

0369U
U2082AA
0171U

0
0
1

Left arm
Right arm
Left arm

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 2451
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-May-2007
Vaccine Date

25-May-2007
Onset Date

0
Days

20-Jun-2007
Status Date

PA
State Mfr Report Id

Had Syncopal episode lasting 5 seconds immediately following injections (3). Brief shaking associated with syncope. PMH - similar episode when treated for
ingrown toenail.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.3

281112-1

20-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope, Tremor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
11-Jun-2007

Received Date

Prex Vax Illns:

TDAP
MNQ
HPV4

SANOFI PASTEUR
SANOFI PASTEUR
MERCK & CO. INC.

2644AA
U2234AA
0244U

0
0
0

Left arm
Left arm

Right arm

Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 2452
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Apr-2007
Vaccine Date

03-May-2007
Onset Date

9
Days

20-Jun-2007
Status Date

NY
State Mfr Report Id

Patient present to office for eval of swollen ankles beginning 5/3/07. Bloodwork showed mild anemia and abnormal coagulation panel. Patient further
complained of swelling, numbness to Right feet and daily headaches. Negative Doppler studies x2 for clots in legs. Patient received Garadasil #2 & Tdap
vaccine 4/24/07.  Patient had normal CBC in 2/07. Patient now seeing hematogolist. 6/27/07-records received for DOS 4/23-5/21/07-Bilateral ankle edema, foot
pain headaches. HX running track. On 5/21/07-Edema resolved. Residual right foot numbness. No fever or swelling for 3 days. Antiphospholid syndrome. To
see hem/onc for anemia.

Symptom Text:

MinocyclineOther Meds:
Lab Data:

History:
NonePrex Illness:

CBC (anemia), CBP (elevated), Sed rate, C3, Cy Total Complemax, Lupus panel (abnormal), Rheum factor ANA, Doppler studies x2 of lower extremities
negative for clots. records received 6/27/07-Increased ESR and CRP and normocytic anemia. Inc
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

281114-1

27-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anaemia, Antiphospholipid syndrome, Headache, Hypoaesthesia, Joint swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
11-Jun-2007

Received Date

Prex Vax Illns:

TDAP
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

C2644AA
0384U

0
1

Left arm
Right arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 2453
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jun-2007
Vaccine Date

01-Jun-2007
Onset Date

0
Days

13-Jun-2007
Status Date

VA
State

WAES0706USA00635
Mfr Report Id

Information has been received from a physician concerning his 15 year old niece, with no known drug allergies and no history of seizures, who on 01-JUN-2007
was vaccinated with Gardasil (lot # 656051/0244U). There was no concomitant medication. On 01-JUN-2007, within 2 to 3 seconds of receiving the first dose of
Gardasil, the patient had a vasovagal reaction and sought unspecified medical attention. No laboratory/diagnostic tests were performed. The fainting lasted for
1 to 2 minutes and then she had a tonic clonic seizure that lasted 4 to 5 seconds. The patient was lethargic for about 1/2 hour. The patient was given oxygen
and pulse ox. On 01-JUN-2007, the patient recovered from vasovagal reaction and tonic clonic seizure. The physician considered one or more of the events to
be disabling and/or an other important medical event. Additional information has been requested.

Symptom Text:

noneOther Meds:
Lab Data:
History:
Prex Illness:

none
Absence seizure

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

281378-1 (S)

13-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Grand mal convulsion, Lethargy, Oxygen supplementation, Syncope vasovagal

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Other Vaccine
12-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0244U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2454
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-May-2007
Vaccine Date

07-May-2007
Onset Date

0
Days

20-Jun-2007
Status Date

TX
State Mfr Report Id

5/10/07 0830 in ER with swollen, hot hard rt deltoid with c/o excessive pain and unwillingness to use arm. Pain rated 8 on 1-10. Blood drawn. no infection
noted. Warm packs and NSAID. 5/1107 0900 back in ER. "Twice as big" "hard", "head hurts", "stomach hurts", per mother. Augmentin and Hydrazine given.
Approx 12" x 8" per mom. 5/14/07 called mom. Went to another ER, was prescribed steroids per mom, all better. Will follow up 5/18

Symptom Text:

NoneOther Meds:
Lab Data:
History:

None per mom and PatientPrex Illness:

per moms description: Blood work to check for infection. Results reported as within normal limits.
Denied allergies

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

281386-1

20-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain upper, Headache, Injected limb mobility decreased, Injection site induration, Injection site swelling, Injection site warmth, Pain

 ER VISIT, NOT SERIOUS

Other Vaccine
12-Jun-2007

Received Date

Prex Vax Illns:

TDAP
MNQ
HEPA
HPV4

SANOFI PASTEUR
SANOFI PASTEUR
MERCK & CO. INC.
MERCK & CO. INC.

C2454AA
U1239AA
1281F
1424F

5
0
0
0

Right arm
Left arm

Right arm
Left arm

Unknown
Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 2455
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Jun-2007
Vaccine Date

06-Jun-2007
Onset Date

0
Days

21-Jun-2007
Status Date

NC
State Mfr Report Id

Injection given complained of feeling nauseated, given juice, sprite with relief obtained, observed for 25-30 minutes to check out, fainted-treated per internist.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

281390-1

22-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Nausea, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
12-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 05234 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2456
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Jun-2007
Vaccine Date

08-Jun-2007
Onset Date

0
Days

21-Jun-2007
Status Date

PA
State Mfr Report Id

Patient became dizzy and syncopal and laid on table for 5 min. Blood pressure 100/50. Drank H2O. Walked out of office with mom 5 min later completely
recovered.

Symptom Text:

Benzaclea, Retina creamOther Meds:
Lab Data:
History:

nonePrex Illness:

none
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

281394-1

22-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
12-Jun-2007

Received Date

syncope~Vaccine not specified (no brand name)~~0~In Patient|syncope~Vaccine not specified (no brand name)~~0~In SiblingPrex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL

0
0

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 2457
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Jun-2007
Vaccine Date

06-Jun-2007
Onset Date

1
Days

21-Jun-2007
Status Date

AZ
State Mfr Report Id

Warm, red, pruritic area 2x3" on Right deltoid. Tender to touch. Gave ice/melt on 20 minutes off 20 minutes.Symptom Text:

Other Meds:
Lab Data:
History:

nonePrex Illness:

None
asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

281395-1

22-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cold compress therapy, Injection site erythema, Injection site pain, Injection site pruritus, Injection site warmth

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
12-Jun-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
MMRV

MERCK & CO. INC.
MERCK & CO. INC.
MERCK & CO. INC.

0308U2109
017146109
42058AA

1
0
0

Right arm
Left arm
Left arm

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 2458
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-May-2007
Vaccine Date

Unknown
Onset Date Days

20-Jun-2007
Status Date

MI
State Mfr Report Id

Swelling at injection site.Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

281400-1

21-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
12-Jun-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

1309F
0388U

1
0

Unknown
Unknown

Subcutaneously
Intramuscular



10 JUN 2008 06:27Report run on: Page 2459
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Apr-2007
Vaccine Date

10-Apr-2007
Onset Date

5
Days

20-Jun-2007
Status Date

NC
State

NC07058
Mfr Report Id

Had HPV and Menactra on 4-5-07 on 4-10-07 began to have chest and abdomen pain then had seizures (abd) a few days later which have developed into
grand mal seizures. 7/5/07-records received for DOS 4/16-5/29/17-seen by cardiologist on 4/16 for C/O chest pain, experiencing chest pain for several months,
3-5 times per day last from 1-3 minutes, occasionally becomes nauseous with pain. Associated sharp abdominal pain at time, left sided. Impression:
experiencing noncardiac chest pain. Seen by neurologist on 5/4/07- with C/O seizures versus migraines verus other. Having intermittent apells that are
confusing in spite of multiple work ups and evaluations. Episodes occur any time night or day, woken the patient up twice. Seem to be somewhat progressive,
patient first complains of chest  pain and this occurs in epigastric region radiating to left chest and patient may tense up, episodes now described as being
normal and then 5-10 minutes spaces out. Seems to be in a trance and is amnesic and may fall to floow with cold sweats and cries and screams may ball up
into fetal position. Has had 4 back to back. Always happen on the left. Two weeks prior to onset of symptomatology patient had HPV vaccine and
meningiococcal vaccine. Follow up visit on 5/30/07-Currently all spells have been on Friday and Saturdays and consisting of trembling, shaking all over, both
hands are fists, she becomes stiff her eyes are squeezed tight. Ususally an aura of nausea prior to event. EEG normal and 6 hour vido EEG was normal.
Assessment: paroxysmal spells would could represent complex parital seizures versus nonepileptic events.

Symptom Text:

NoneOther Meds:
Lab Data:

History:
NonePrex Illness:

CT abd -, EKG -, Abd US -, Chest X-ray -, endoscopy -, echocardiogram records received 7/5/07-All EEGs, 6 hour video EEG and MRI of brain are normal.
Negative EGD study. Possible very low frequency midsystolic noise at apex. Echocardiogram
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

281407-1

05-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Aura, Chest pain, Complex partial seizures, Convulsion, Grand mal convulsion, Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
12-Jun-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2225AA
0384U

0
0

Right arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 2460
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Mar-2007
Vaccine Date

16-Mar-2007
Onset Date

0
Days

13-Jun-2007
Status Date

FL
State Mfr Report Id

Patient had itchy ear, sore throat, and shortness of breath after receiving Gardasil (first dose). Pt at home when reaction occurred and took Zyrtec. Rxn
resolved

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

281409-1

13-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dyspnoea, Pharyngolaryngeal pain, Pruritus

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
12-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2461
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Jun-2007
Vaccine Date

08-Jun-2007
Onset Date

0
Days

13-Jun-2007
Status Date

SD
State Mfr Report Id

Patient developed difficulty breathing, light-headed, dizzy  skin-diaphoretic,pale  nauseated-felt like she was going to faint.  Symptoms started 2-3 minutes after
vaccination.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

281418-1

13-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Dyspnoea, Hyperhidrosis, Nausea, Pallor

 ER VISIT, NOT SERIOUS

Other Vaccine
12-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0384U 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 2462
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-May-2007
Vaccine Date

08-May-2007
Onset Date

0
Days

20-Jun-2007
Status Date

KY
State Mfr Report Id

Became very faint after getting immunization (Gardasil) put in supine position w/legs elevated.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

281434-1

21-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
12-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0389U 2 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2463
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Jun-2007
Vaccine Date

11-Jun-2007
Onset Date

0
Days

20-Jun-2007
Status Date

CA
State Mfr Report Id

Within 10 minutes of injection, patient became light headed and passed out. Approximately 20 minutes after injection nausea and vomiting began. Sent to ER
due to persistence of feeling ill.

Symptom Text:

Other Meds:
Lab Data:
History:

Sports PxPrex Illness:

NKDA

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

281435-1

21-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Loss of consciousness, Malaise, Nausea, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
12-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0523U 0 Right arm Unknown



10 JUN 2008 06:27Report run on: Page 2464
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Apr-2007
Vaccine Date

25-Apr-2007
Onset Date

0
Days

14-Jun-2007
Status Date

MI
State

WAES0706USA00513
Mfr Report Id

Information has been received from a registered nurse concerning a 17 year old female patient with a drug allergy to erythromycin and no medical history, who
on 21-FEB-2007 was vaccinated IM with a 0.5ml first dose of Gardasil (Lot# 655324/0089U). There was no concomitant medication. On 25-APR-2007 the
patient received her second dose of the vaccine while pregnant (LMP 28-MAR-2007). On 16-MAY-2007, the patient experienced an uncomplicated
spontaneous miscarriage. Unspecified medical attention was sought. It was reported that the patient has not required any treatment and has not experienced
any further problems. Laboratory diagnostic studies included a quantitative HCG. At the time of this report, the patient was recovering. No product complaint
was involved. Upon internal review, uncomplicated spontaneous miscarriage was considered to be an other important medical event. Additional information has
been requested.

Symptom Text:

noneOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 3/28/2007); Allergic reaction to antibioticsPrex Illness:

total serum human -

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

281537-1

14-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2465
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Jun-2007
Status Date

NY
State

WAES0706USA00328
Mfr Report Id

Information has been received from a physician concerning a 11 year old female with a history of convulsion disorder who was vaccinated with Gardasil. It was
reported that the patient had a seizure after receiving a dose of Gardasil. Unspecified medical attention was sought. It is not known which dose this was in the
series. Lot number was not available. No further information was given. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Convulsion disorder

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

281538-1

26-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Condition aggravated, Convulsion

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2466
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-May-2007
Vaccine Date

30-May-2007
Onset Date

0
Days

14-Jun-2007
Status Date

--
State

WAES0706USA00602
Mfr Report Id

Information has been received from a nurse concerning a 17 year old female who on 30-MAY-2007 was vaccinated with Gardasil (Lot #657621/0387U). There
was no concomitant medication. On 30-MAY-2007 the patient developed impressive swelling and pain in her left shoulder down to her wrist. This occurred after
the patient went swimming. It was reported that "the swelling gets less when the arm is not used but comes back when the patient uses the arm". A physician in
the office told the patient to elevate and ice the arm in the area for a couple of days, but this did not help. On 04-JUN-2007 a Doppler ultrasound was performed
which revealed thrombosis in the arm. It was reported that the swelling and pain were disabling to the patient. The patient's swelling and pain persisted. No
further information is available at this time. Additional information has been requested. 6/21/07-records received for DOS 6/11 and 6/17/07- Letter from PCP
indicated that DVT is not thought to be due to vaccine it has probably been present for a few weeks. unfortunately it began to grow around the time of HPV thus
the apparent association.  Received HPV 5 days ago from this visit of 6/4/07-developed impressive swelling and pain that day while swimming. Arm literally
twice normal size with pitting edema into arm pit. Swelling lessesn when not using arm but returns when she tries to swim or exerices. PE:left arm with non
pitting swelling over entire arm, skin over arm is warm and well perfused fingers are cool on both hands but well perfused. ROM fine. Treatment, thrombolysis
and mechanical thrombectomy, subclavian vein was virtually completely freed of thrombus. An underlying compression of the vein at the thoracic inlet was
documented

Symptom Text:

NoneOther Meds:
Lab Data:

History:
Prex Illness:

ultrasound 06/04/07 - thrombosis in the left arm records received 6/21/07-Color duplex ultrasound of upper extremity venous system demonstrated acute deep
vein thrombosis in left arm.
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

281539-1 (S)

21-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Deep vein thrombosis, Oedema peripheral, Pain in extremity, Pneumatic compression therapy, Thrombectomy, Thrombolysis, Thrombosis

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Other Vaccine
13-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0387U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2467
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Jun-2007
Vaccine Date

12-Jun-2007
Onset Date

0
Days

13-Jun-2007
Status Date

GA
State Mfr Report Id

Pt came into clinic with parent for vaccines, Tdap,Hepatitis A,Menactra, gardasil,varivax. After vaccines pt skin tone became white and she said "I don't feel
well" then pt had syncopal episode nurse used ammonia inhalant to bring pt around pt legs elevated ice applied to back of neck, pt initialy responded to nurse
and parent, then pt had what appeared to be another syncopal episode but pts body began twitching and jerking and then pt lost control of her bladder, another
ammonia inhalant was used to bring pt around.  When pt was able she was assisted to exam table and placed in supine position with legs elevated.  After
incident nurse questioned parent if pt had history of seizures and parent confirmed previous history although on immunization consent form questionairre
parent anwered no to question of history of seizures or neurological problems.  pt given 8 ozs apple juice which she tolerated well and left clinic approximately
30 minutes later with parent.  Parent instructed to follow up with MD.

Symptom Text:

Other Meds:
Lab Data:
History:

NONEPrex Illness:

After incident parent reported previous history of seizures.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

281563-1

13-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dyskinesia, Malaise, Muscle twitching, Pallor, Syncope, Urinary incontinence

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
13-Jun-2007

Received Date

none reported~ ()~NULL~~In Patient|none reported~ ()~NULL~~In Sibling1Prex Vax Illns:

VARCEL
HEPA

HPV4
TDAP
MNQ

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
SANOFI PASTEUR
SANOFI PASTEUR

0334U
AHAVB149AA

0389U
C2572AA
U2137AA

1
0

0
0
0

Right arm
Right arm

Left arm
Right arm
Left arm

Subcutaneously
Intramuscular

Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 2468
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Mar-2007
Vaccine Date

12-Mar-2007
Onset Date

0
Days

25-Jun-2007
Status Date

GA
State Mfr Report Id

Pt. states she was dizzy for a short time after recieving vaccine.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Thyroid

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

281568-1

25-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
13-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Subcutaneously



10 JUN 2008 06:27Report run on: Page 2469
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
25-Jun-2007
Status Date

--
State Mfr Report Id

Pt. C/o fever 2 days after recieving vaccine. (102 degrees).Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Seasonal

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

281569-1

25-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
13-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Left arm Subcutaneously



10 JUN 2008 06:27Report run on: Page 2470
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Jun-2007
Vaccine Date

13-Jun-2007
Onset Date

0
Days

24-Jun-2007
Status Date

IA
State Mfr Report Id

Patient was given two vaccines(Menactra and HPV) and she looked pale after administered the vaccine, thus this nurse had her rest several minutes on an
exam table and then moved her to the hallway (waiting area) into a chair.  This nurse returned to the vaccination room and heard a thump.  Client was found on
the floor with an episode of syncope for approximately 15 to 30 seconds and then became responsive to verbal stimuli.  Client made to rest on the floor for a
minute before getting up and then she returned to her chair for questioning.  Client hit her head on the floor during her episode of syncope and thus was taken
to the Emergency Department on the second floor of this hospital for evaluation where she was released after examination by Dr.  No apparent injury noted.

Symptom Text:

unknownOther Meds:
Lab Data:
History:

noPrex Illness:

None expressed in pre-screening

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

281573-1

25-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Fall, Head injury, Pallor, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jun-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2061AA
0244U

0
0

Right leg
Left leg

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 2471
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Jun-2007
Vaccine Date

13-Jun-2007
Onset Date

0
Days

24-Jun-2007
Status Date

FL
State Mfr Report Id

Pt given HPV vaccine at 11:35 at 11:40 began to give Hep A vaccine,  at beginning of administration client lost consciencousness. VS were as follows BP
110/70, pulse 74 Resp 20, client awoke independantly.  EMT's had been called and responded by 11:44, benedryl 50mg given per MD order.  Client recovered
and she and her mother declined transport to Emergency room.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

281574-1

25-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
13-Jun-2007

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

0263U
AHAVB114AN

0
1

Left arm
Right arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 2472
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Jun-2007
Vaccine Date

12-Jun-2007
Onset Date

0
Days

25-Jun-2007
Status Date

WI
State Mfr Report Id

Fainted immediately after vaccine; slow to recover. Was placed in supine position with legs elevated.  Cold compress to face and neck applied.  Became
concscious after a few minutes but it took about 50 minutes until she was able to sit up without feeling lightheaded again.  C/o fatigue.  After returning to
consciousness, given fluids ie, water, juice and cola.  BP initally 100/60 P 80 but this fell to 80/40 and 60 before recovery.

Symptom Text:

Other Meds:
Lab Data:
History:

nonePrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

281576-1

25-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure decreased, Cold compress therapy, Dizziness, Fatigue, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
13-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0388U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2473
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Jun-2007
Vaccine Date

12-Jun-2007
Onset Date

1
Days

25-Jun-2007
Status Date

OH
State Mfr Report Id

Rt arm sore and swollen, + 2 edema in office, fever (101.3), Tx with Tylenol, rest and increase fluids.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

281583-1

25-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Injection site swelling, Oedema, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
14-Jun-2007

Received Date

Prex Vax Illns:

TDAP
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

C2610AA
0388U

0
2

Right arm
Left arm

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 2474
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Mar-2007
Vaccine Date

01-May-2007
Onset Date

61
Days

15-Jun-2007
Status Date

FR
State

WAES0706TWN00004
Mfr Report Id

Information has been received from a physician concerning a 23 year old female who in March and April 2007, was vaccinated with the first and second doses
of Gardasil. In May 2007, the patient was done a cervical screening by a smear test and cervical biopsy and found an abnormal result showed cervical intra-
epithelial neoplasia II (CIN II). In May 2007, she was then hospitalized for cone biopsy for the abnormal cell changes and found cervical intra-epithelial
neoplasia III (CIN III). The patient was discharged after the test was finished. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Prex Illness:

cervical smear ??May07 Cervical intra-epithelial neoplasia II (CIN II), cervix biopsy ??May07 cervical intra-epithelial neoplasia II, cervix conization 01May07
cervical intra-epithelial neoplasia III
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

281649-1 (S)

15-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cervical dysplasia

 HOSPITALIZED, SERIOUS

Other Vaccine
14-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2475
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-May-2007
Vaccine Date

28-May-2007
Onset Date

0
Days

15-Jun-2007
Status Date

--
State

WAES0706USA00646
Mfr Report Id

Information has been received from a registered nurse concerning a female with no pertinent medical history who "last week," on approximately 28-MAY-2007,
was vaccinated with Gardasil. Concomitant therapy included "a couple of other vaccines (unspecified)." Subsequently, "last week, on approximately 28-MAY-
2007, the patient experienced a seizure in the treatment room. A blood pressure test was performed (results not provided). Subsequently, she recovered on the
same day at the office. Unspecified medical attention was sought. Upon internal review, the patient's seizure was considered to be an other important medical
event. Additional information has been requested.

Symptom Text:

[therapy unspecified]Other Meds:
Lab Data:
History:
Prex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

281650-1

15-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion

 ER VISIT, NOT SERIOUS

Other Vaccine
14-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-May-2007
Vaccine Date

18-May-2007
Onset Date

1
Days

15-Jun-2007
Status Date

--
State

WAES0706USA00711
Mfr Report Id

Information has been received from a Licensed Practical Nurse concerning an 18 year old female student (128 lb., 62.5 in.) with type I diabetes mellitus who on
17-MAY-2007 in the evening was vaccinated with Gardasil (Lot # 653736/0014U), intramuscular route (left arm). On 18-MAY-2007 in the morning the patient
experienced headache, fatigue, shoulder pain and transient numbness on two fingers of her hand on same side as injection. 48 hours after injection of
Gardasil, on approximately 19-MAY-2007, the patient experienced nausea and emesis. 24 hours later, on approximately 20-MAY-2007, the patient was treated
with Phenergan to "get resolution of symptoms" Subsequently, on 23-MAY-2007 the patient recovered from headache, fatigue, shoulder pain and transient
numbness on two fingers of her hand, nausea and emesis. The patient did not have an illness at the time of vaccination. The patient's headache, fatigue,
shoulder pain, transient numbness on two fingers of hand, nausea and emesis were considered to be an other important medical event by the reporting nurse.
Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Type I diabetes mellitusPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

281651-1

15-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Fatigue, Headache, Hypoaesthesia, Musculoskeletal pain, Nausea, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0014U 0 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Apr-2007
Vaccine Date

01-Apr-2007
Onset Date

0
Days

15-Jun-2007
Status Date

NY
State

WAES0706USA00814
Mfr Report Id

Information has been received from a nurse concerning a 24 year old female patient who in April 2007, "about two months ago" was vaccinated IM with a first
dose of Gardasil. Within about a half an hour, the patient experienced chest pains, nausea, tightening of the throat, and an irregular heartbeat. The nurse
reported that the patient has been hospitalized twice for the irregular heartbeat since receiving Gardasil. The nurse also reported that the patient has no prior
history of heartbeat irregularities. Laboratory diagnostic studies included blood pressure and monitoring. At the time of this report, the patient's outcome was
unknown. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

medical observation 04/??/07 - Blood Pressure Monitoring
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

281653-1 (S)

15-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chest pain, Heart rate irregular, Nausea, Throat tightness

 ER VISIT, HOSPITALIZED, SERIOUS

Other Vaccine
14-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-May-2007
Vaccine Date

15-May-2007
Onset Date

0
Days

15-Jun-2007
Status Date

CA
State

200702108
Mfr Report Id

This information was received from manufacturer on 07 June 2007 under the manufacturer number WAES0705USA03292. "Information has been received
from a physician, concerning a 17 year old female patient, with a drug hypersensitivity to clindamycin/benzylperoxide (BENZACLIN), who on 15-MAY-2007 was
vaccinated with Gardasil (Lot #656371/0181U). Concomitant therapy involved an ear irrigation at the visit, and also included ADACEL, cetirizine hydrochloride
(ZYRTEC) and vitamins (unspecified medications, over the counter). The physician reported that the patient "Seemed fine" immediately after the vaccine was
administered, but 5 to 10 minutes later when she was checking out, the patient "fainted and almost hit her head on the counter;" she was unconscious for a few
seconds. The patient was taken to the emergency room for evaluation and was released and considered to be recovered on the same day, 15-MAY-2007. The
physician considered the event of "fainted and almost hit her head on the counter," to be disabling/incapacitating, and an other important medical event.
Additional information has been requested."

Symptom Text:

ZYRTEC, VITAMINSOther Meds:
Lab Data:
History:
Prex Illness:

Drug hypersensitivity to Benzaclin; underwent ear irrigation during visit.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

281660-1 (S)

15-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness, Syncope

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Related reports:   281660-2

Other Vaccine
14-Jun-2007

Received Date

Prex Vax Illns:

TDAP
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
0181U 0

Unknown
Unknown

Unknown
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-May-2007
Vaccine Date

15-May-2007
Onset Date

0
Days

20-Jul-2007
Status Date

CA
State

WAES0705USA03292
Mfr Report Id

Information has been received from a physician, concerning a 17 year old female patient, with a drug hypersensitivity to Benzaclin, who on 15-MAY-2007 was
vaccinated with Gardasil (Lot #656371/0181U). Concomitant therapy involved an ear irrigation at the visit, and also included Adacel, Zyrtec and vitamins
(unspecified manufacturer, over the counter). The physician reported that the patient "seemed fine" immediately after the vaccine was administered, but 5 to 10
minutes later when she was checking out, the patient "fainted and almost hit her head on the counter;" she was unconscious for a few seconds. The patient
was taken to the emergency room for evaluation and was released and considered to be recovered on the same day, 15-MAY-2007. The physician considered
the event of "fainted and almost hit her head on the counter," to be disabling/incapacitating, and an other important medical event. Additional information has
been requested.

Symptom Text:

ZYRTEC, vitamins (unspecified)Other Meds:
Lab Data:
History:

Ear irrigation; Drug hypersensitivityPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

281660-2 (S)

20-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness, Syncope

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Related reports:   281660-1

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

TDAP
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
0181U 0

Unknown
Unknown

Unknown
Intramuscular



10 JUN 2008 06:27Report run on: Page 2480
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Jun-2007
Vaccine Date

08-Jun-2007
Onset Date

2
Days

25-Jun-2007
Status Date

MA
State Mfr Report Id

Developed generalized hives this AM (6/8/07) Rx with Benadryl, per mom - same thing occurred 1 wk after HPV #1 and HPV #2Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

281668-1

25-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Related reports:   281668-2

Other Vaccine
14-Jun-2007

Received Date

hives~HPV (Gardasil)~1~19~In PatientPrex Vax Illns:

TDAP
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

C2610AA
0523U

0
2

Right arm
Left arm

Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Jun-2007
Vaccine Date

08-Jun-2007
Onset Date

2
Days

16-Aug-2007
Status Date

MA
State

WAES0706USA03164
Mfr Report Id

Information has been received from a health professional concerning a 20 year old white female student who on 06-JUN-2007 at 04:30 PM was vaccinated IM
with a third dose of Gardasil, lot #657868/0523U. Concomitant therapy included Tdap. On 08-JUN-2007 at 09:00 AM, patient developed generalized hives. She
was treated with BENADRYL. Her mother reported that she had same reaction occurred one week after the first and second dose of Gardasil. On 08-JUN-2007
the patient recovered. Additional information is not expected.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

281668-2

22-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Related reports:   281668-1

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

TDAP
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

C2610AA
0523U 2

Unknown
Unknown

Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Jun-2007
Vaccine Date

Unknown
Onset Date Days

22-Jun-2007
Status Date

MI
State Mfr Report Id

Patient was given 2nd Menactra vaccine. First vaccine was not on client record.  No reaction.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

281688-1

22-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, No adverse effect

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-Jun-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2226AA
1208F

1
0

Left arm
Right arm

Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Jun-2007
Vaccine Date

12-Jun-2007
Onset Date

0
Days

25-Jun-2007
Status Date

TX
State Mfr Report Id

Gardasil vaccine number 3 given at approximately 11:10am. Patient informed vaccine administrator that this was her third shot and she never had problems in
the past.  During patient observation time she felt dizzy and had chills. Patient was placed in supine postition.  BP taken 122/70.  Patient Dr. (resident) and Dr.
were notified and assessed patient.  Motrin 600mg was given to patient po.  Patient stayed in observation in supine position for another hour.  She stated that
she was feeling better and was released by Dr.  At approximately 12:15 pm I received a call from patient in my office.  She reported that she received her shot
and felt dizzy so they watched her.  She stated that she is in her car in the parking garage and that she feels more dizzy, has a headache and eye pain and she
feels as if her throat is tightening up.  She denied difficulty in breathing.  I asked if she was able to walk and meet me in the clinic.  She stated "yes".  Upon her
immediate return to the clinic I escorted her to an exam room, had her lie on the exam bed with her head raised at 45 degrees.  Her pulse ox was 98% on room
air, BP 145/85, HR 97, RR 16.  Her lungs were CTA without wheezing.  She had no SOB, but stated her throat felt tight. She had trembling of her extremities
but reported that she was not cold.   I called for Dr. who was working in an adjacent clinic to asses patient as the morning MD's had left for their afternoon
assignments.  Patient remained awake, alert oriented X3.  Dr. assessed her and ordered Benadryl 25mg po.  That was administered.  Second set of vital signs
were O2 sat if 97% on room air, BP 132/85 RR 16, HR 98.  Approximately 15 minutes past receiving Benadryl patient reported that she felt better.  She stated
that her head felt better, she didnt feel as if her throat was tightening up, and her tremors were decreasing.  Patient was observed until 4:00 pm until a family
memeber came to pick her up. Periodic assessments showed a RR 12 - 16 and steady.  No difficulty in breathing or wheezing.  Patient sl

Symptom Text:

Ortho Evra PatchOther Meds:
Lab Data:
History:
Prex Illness:

Diagnosed with Breast Fibrocystic disease at same visit 6/12/07

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

281696-1

25-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure increased, Chills, Dizziness, Eye pain, Headache, Throat tightness, Tremor

 ER VISIT, NOT SERIOUS

Other Vaccine
14-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0702F 2 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Jun-2007
Vaccine Date

14-Jun-2007
Onset Date

0
Days

24-Jun-2007
Status Date

AZ
State Mfr Report Id

Pt was given two shots and immediately after administered patient became pale, limp and clammy. Patient passed out and began to have seizure activity for a
few seconds. Pt regained consciousness and her vital signs were taken and were within normal range.

Symptom Text:

Other Meds:
Lab Data:
History:

NONEPrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.4

281699-1

25-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cold sweat, Convulsion, Hypotonia, Loss of consciousness, Pallor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-Jun-2007

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

0011U
AHAVB149AA

0
0

Right arm
Left arm

Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Jun-2007
Vaccine Date

13-Jun-2007
Onset Date

1
Days

25-Jun-2007
Status Date

IA
State Mfr Report Id

Fever of 102.4 F 1 day after shots nausea and vomiting 1 day after shot. CT feels alot better on 6/14 -2 days after shots with no fever then.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

281728-1

25-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Nausea, Pyrexia, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-Jun-2007

Received Date

Prex Vax Illns:

TDAP
HEPA

HPV4

SANOFI PASTEUR
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

C2609AA
AHBVB301AA

1427F

0
0

0

Right arm
Left arm

Left arm

Intramuscular
Intramuscular

Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Jun-2007
Vaccine Date

14-Jun-2007
Onset Date

1
Days

25-Jun-2007
Status Date

FL
State Mfr Report Id

2 inches diameter of redness and firmness located to left outer arm.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

281733-1

30-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Induration

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-Jun-2007

Received Date

Prex Vax Illns:

VARCEL
TDAP

HPV4

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

0453U
AC52B012AA

0263U

1
0

0

Left arm
Left arm

Right arm

Subcutaneously
Intramuscular

Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Dec-2006
Vaccine Date

06-Dec-2006
Onset Date

0
Days

12-Oct-2007
Status Date

OH
State

WAES0612USA01400
Mfr Report Id

Information has been received from a physician concerning a 14 year old female, with no medical history, who on 06-DEC-2006 was vaccinated with a second
intramuscular dose in the right arm of Varivax (Lot# 655065/1142F). Concomitant vaccine administered on the same day included a first dose in the right arm of
Gardasil (Lot# "0916F"). It was reported that, on 06-DEC-2006, the patient's injection site swelled to the size of a golf ball, and had become red and tender but
developed no fever. The patient was treated with ice. At the time of the report the patient was recovering. There were no laboratory diagnostic tests performed.
Unspecified medical attention was sought. No product quality complaint was involved. No other information was provided. Additional information has been
requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

281823-1

12-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site pain, Injection site swelling, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
24-May-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

1142F
NULL

1
0

Unknown
Unknown

Intramuscular
Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Jan-2007
Vaccine Date

17-Jan-2007
Onset Date

1
Days

25-Jun-2007
Status Date

NJ
State

WAES0701USA03067
Mfr Report Id

Information has been received from a physician assistant concerning a 10 year old female with no allergies or medical history who on 22-APR-2002 was
vaccinated with a first dose of Varivax without any problems and on 16-JAN-2007 was vaccinated SC in the left deltoid with a 0.5 mL second dose of Varivax
(lot # 654131/1150F). Concomitant vaccination on the same day included a dose of Gardasil in the other arm. There was no illness at the time of vaccination.
On 17-JAN-2007, the patient developed an injection site rash. The rash was described as a cellulitis that was swollen, warm, and tender to the touch. The
patient was seen in the office on 18-JAN-2007 and the cellulitis was determined to be 4 cm in diameter and reported to be larger than it was on 17-JAN-2007.
The patient had a fever of 102 degrees Fahrenheit on 18-JAN-2007. Unspecified medical attention was sought and the patient was told to take Benadryl and to
use a warm compress. No diagnostic laboratory tests were performed. At the time of the report the patient had not recovered. Follow-up information was
received from the physician assistant who reported that on 17-JAN-2007, the patient had red, indurated, warm cellulitis of the left upper extremity around the
injection site. It was greater than four inches in diameter with a central vesicle. Her temperature was 102.5. She was treated with Rocephin and Augmentin. The
patient recovered on 19-JAN-2007. The patient's experiences were considered to be disabling and other important medical events by the reporter. No further
information is expected.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

body temp 01/17/07 102.5 F
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
10.0

281880-1 (S)

26-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site cellulitis, Injection site erythema, Injection site induration, Injection site pain, Injection site rash, Injection site warmth, Pyrexia

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Other Vaccine
24-May-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

1150F
NULL

1 Left arm
Right arm

Subcutaneously
Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jun-2007
Status Date

FR
State

WAES0706AUS00022
Mfr Report Id

Information has been received from an acquaintance of a patient who was vaccinated with Gardasil. Subsequently the patient experienced convulsions. An
ambulance was called. Upon internal review, the convulsion was felt to be an other important medical event. Additional information is expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

281896-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jun-2007
Vaccine Date

01-Jun-2007
Onset Date

0
Days

18-Jun-2007
Status Date

--
State

WAES0706USA01210
Mfr Report Id

Information has been received from a health professional concerning a 26 year old female with no medical history or allergies, who in June 2007, was
vaccinated with a dose of Gardasil. There was no concomitant medication. In June 2007, the patient experienced severe pain in her arm, fainted, facial
weakness, Bells Palsy, and facial pain after being vaccinated with Gardasil. The patient did go to the ER however, was not admitted to the hospital. At the time
if this report, the patient had not recovered. No product quality complaint was involved. Severe pain in arm, fainted, facial weakness, Bells Palsy, and facial pain
were considered to be disabling. Additional information is not expected.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

281897-1 (S)

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Facial pain, Facial palsy, Facial paresis, Pain in extremity, Syncope

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Other Vaccine
15-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jun-2007
Status Date

OH
State

WAES0706USA01231
Mfr Report Id

Information has been received from a physician concerning his daughter (age not reported) with no pertinent medical history or drug reactions/allergies who on
an unspecified date was vaccinated with a first and second dose of Gardasil (Lot Numbers not provided). Concomitant therapy included cetrizine hydrochloride
(ZYRTEC). Within 2 weeks of the first vaccination, the patient experienced enlarged lymph nodes at different locations (unspecified) on the same side as the
Gardasil injection (side unspecified). Medical attention was sought. Outpatient surgery was performed to remove the lymph node (s) after the 1st dose of
Gardasil and "it came back reactive". Within 2 weeks of receiving the second dose of the vaccine, the patient developed enlarged lymph nodes on the side of
the neck. At the time of reporting the patient had not recovered and additional surgery was planned. The physician felt that the event was serious because
outpatient surgery was performed (other important medical event). Additional information has been requested.

Symptom Text:

ZyrtecOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory - "it came back reactive"
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

281898-1

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Lymphadenopathy, Surgery

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Jun-2007
Vaccine Date

05-Jun-2007
Onset Date

0
Days

18-Jun-2007
Status Date

FR
State

WAES0706PHL00004
Mfr Report Id

Information has been received from a physician concerning a 20 year old female who on 05-JUN-2007 was vaccinated with Gardasil, LOT No.
655101/0513F/BATCH NO. NY48390. Patient has no concurrent conditions, no allergy to egg, and no concomitant therapies. Patient came in to request for
vaccination with Gardasil after learning about it from newspaper. Physician explained the benefits and possible adverse experiences to the patient. Patient
mentioned that she had several vaccinations during childhood. Patient also claimed that she can tolerate pain well. Before vaccination, patient's blood pressure
measurement was 110/70 while HR was 80bpm. Patient was vaccinated on the left arm. Within 30 seconds post-vaccination, patient was noted to be curling
down and was about to fall from her seat. She was caught by the physician and her parent before completely falling down. She was brought to patient's bed. A
few seconds after, patient regained consciousness. All she could remember was that there was discomfort on her left arm and felt as though the vaccine was
flowing through her left arm. Patient was monitored for vital signs which was found to be stable. She was admitted for further monitoring. On 06-Jun-2007,
patient was discharged. No further complaints noted. Loss of consciousness was considered by reporter as other important medical event. The reporter felt that
loss of consciousness was related to therapy with Gardasil. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

blood pressure measurement 05Jun07 110/70 mmHg, vital sign 05Jun07 80 bpm, heart rate-80bpm
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

281899-1 (S)

18-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Discomfort, Immediate post-injection reaction, Loss of consciousness

 HOSPITALIZED, SERIOUS

Other Vaccine
15-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0513F Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2493
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Jun-2007
Vaccine Date

14-Jun-2007
Onset Date

0
Days

25-Jun-2007
Status Date

PA
State Mfr Report Id

Approx 15-20 seconds post injection pt stated she became flushed, diaphoretic and weak. Pt states she felt as if she could not take a deep breath. Pt temp 99
deg F. Pt feet elevated. BP 90/60, Pulse 83.Pt given orange juice and graham crackers and Tylenol 325 mg. After approx 15 min, pt verbalized she felt better.
BP 110/60, pulse 83. Pt was pale, but color returned after 15 minutes. Blood Glucose 115. Pt was able to stand without difficulty and walk. Total time 20
minutes.

Symptom Text:

multivitamin, fish oil capsuleOther Meds:
Lab Data:
History:

nonePrex Illness:

Blood glucose finger stuck 115
allergic rhinitis - seasonal allergies - ragweed

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
30.0

281913-1

05-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Blood glucose increased, Blood pressure decreased, Body temperature increased, Dyspnoea, Flushing, Hyperhidrosis, Inappropriate schedule of
drug administration, Pallor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0522U 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2494
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Jun-2007
Vaccine Date

12-Jun-2007
Onset Date

4
Days

25-Jun-2007
Status Date

MO
State Mfr Report Id

PT has Gardasil injection IM right hip upper outer quadrant on 6/8/07. On 6/13/07 pt was seen for painful swollen lymph node R inguinal area and tenderness
from area of injection to lymph node. WBC count was not elevated.

Symptom Text:

LevaraOther Meds:
Lab Data:
History:

Molluscum contagiosum opposite sidePrex Illness:

CBC

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

281914-1

25-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug administered at inappropriate site, Injection site pain, Lymphadenopathy, Tenderness, White blood cell count

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0523U Gluteous maxima Unknown



10 JUN 2008 06:27Report run on: Page 2495
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Jun-2007
Vaccine Date

13-Jun-2007
Onset Date

1
Days

25-Jun-2007
Status Date

CO
State Mfr Report Id

At site of injection red warm large area 2" x 1 1/2"Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

281915-1

25-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site warmth

 NO CONDITIONS, NOT SERIOUS

Related reports:   281915-2

Other Vaccine
15-Jun-2007

Received Date

Prex Vax Illns:

VARCEL
TDAP

HPV4

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

0172U
AC52B015AA

0243U

1
0

0

Right leg
Right arm

Left arm

Subcutaneously
Intramuscular

Intramuscular



10 JUN 2008 06:27Report run on: Page 2496
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Jun-2007
Vaccine Date

13-Jun-2007
Onset Date

1
Days

15-May-2008
Status Date

--
State

WAES0801USA04376
Mfr Report Id

Information was obtained on request by the Company from the FDA via the Freedom of Information Act concerning a 12 year old female who on 12-JUN-2007
was vaccinated IM in the left arm with the first dose of GARDASIL (lot # 656372/0243U). Concomitant therapy included the second SC dose in the right leg of
VARIVAX (lot # 656819/0172U) and the first IM dose in the right arm of BOOSTRIX (lot # AC52B015AA). On 13-JUN-2007 the patient developed a 2" x 1 1/2"
red warm large area at the injection site. The patient's outcome was not reported. The original reporting source was not reported. The VAERS ID # is 281915.
Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

281915-2

20-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site warmth

 NO CONDITIONS, NOT SERIOUS

Related reports:   281915-1

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

VARCEL
HPV4
TDAP

MERCK & CO. INC.
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

0172U
0243U
AC52B015AA

1
0
0

Unknown
Unknown
Unknown

Subcutaneously
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 2497
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Jun-2007
Vaccine Date

07-Jun-2007
Onset Date

2
Days

25-Jun-2007
Status Date

AZ
State Mfr Report Id

Patient presented to the clinic with left upper arm redness (10x8cm), warm and tender. Temp=99.3 (ear). (2 days after administration). No treatment - Told to
return if worsening redness and pain, or drainage noted.

Symptom Text:

Other Meds:
Lab Data:
History:

Back Pain, left sidePrex Illness:

NKDA

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

281918-1

25-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Body temperature increased, Injection site erythema, Injection site pain, Injection site warmth, Pain

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Jun-2007

Received Date

Prex Vax Illns:

VARCEL
MNQ
HPV4

MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.

0114U
U2115AA
1424F

1
0
0

Right arm
Left arm

Right arm

Subcutaneously
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 2498
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Jun-2007
Vaccine Date

11-Jun-2007
Onset Date

0
Days

26-Jun-2007
Status Date

OH
State Mfr Report Id

Passed outSymptom Text:

NoneOther Meds:
Lab Data:
History:

nonePrex Illness:

PCN allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

281926-1

26-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Jun-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U1967AA
0188U

0
0

Left arm
Right arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 2499
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Jun-2007
Vaccine Date

08-Jun-2007
Onset Date

0
Days

26-Jun-2007
Status Date

OH
State Mfr Report Id

Passed out, vomitingSymptom Text:

LexaproOther Meds:
Lab Data:
History:

nonePrex Illness:

Amoxil allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

281927-1

26-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Jun-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2278AA
0389U

0
0

Right arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 2500
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Jun-2007
Vaccine Date

08-Jun-2007
Onset Date

0
Days

26-Jun-2007
Status Date

OH
State Mfr Report Id

passed out, vomitingSymptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

281928-1

02-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Jun-2007

Received Date

passed out~Vaccine not specified (no brand name)~UN~0~In PatientPrex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2276BA
0389U

0
0

Right arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 2501
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Feb-2007
Vaccine Date

02-Feb-2007
Onset Date

0
Days

25-Jun-2007
Status Date

MO
State Mfr Report Id

Patient complained of shortness of breath after 1st shot.  SOB lasted 2-3 minutes with no rash or swelling.  We are delaying 2nd shot until our Medical Director
reviews the chart.

Symptom Text:

Other Meds:
Lab Data:
History:

nonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

281957-1

25-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dyspnoea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 03840 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2502
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Jun-2007
Vaccine Date

15-Jun-2007
Onset Date

0
Days

25-Jun-2007
Status Date

TX
State Mfr Report Id

Patient Recieved HPV vaccine in LA. Walked out of the clinic and building, tripped and fainted. Mom sent younger sister in to get me. We got a wheel chair and
brought her back into the clinic, on the way in she fainted again. Got her on to the bed and took BP 106/57. After 5 min sat her up and retook BP 105/54. Got
her to the wheel chair and gave her a drink of water and took her to the ER. Gave report to the ER nurse.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

281958-1

25-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Fall, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0263U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2503
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-May-2007
Vaccine Date

03-Jun-2007
Onset Date

4
Days

25-Jun-2007
Status Date

MS
State Mfr Report Id

Patient had presumed seizure activity on 6/3/2007, 4 days after vaccine administration.  Patient found unconscious by father -- not breathing and incontinent of
urine.  Event lasted approximately 2-3 minutes.  Patient taken to ER by ambulance.

Symptom Text:

Concerta 54mg qamOther Meds:
Lab Data:
History:

nonePrex Illness:

CT head negative.  CBC, serum chemistries all normal.  Urinalysis, urine drug screen, and urine pregnancy test all negative.
ADHD

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

281960-1

25-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Loss of consciousness, Respiratory arrest, Urinary incontinence

 ER VISIT, NOT SERIOUS

Related reports:   281960-2;  281960-3;  281960-4

Other Vaccine
15-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0012U 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2504
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-May-2007
Vaccine Date

03-Jun-2007
Onset Date

31
Days

25-Jun-2007
Status Date

MS
State

WAES0706USA02841
Mfr Report Id

Information has been received from a physician concerning a 13 year old female with attention deficit/hyperactivity disorder who on 03-MAY-2007 was
vaccinated with a first dose of Gardasil (lot # 655503/0012U; expired 13-JUN-2009) injection. Concomitant therapy included Concerta. On 03-JUN-2007, the
patient was found unconscious, "incontinent" in urine, on the floor by her father. She had stopped breathing approximately "2-3 minutes". Medical attention was
sought. She was taken to the emergency room where she had a head computed tomography (CT) scan, complete blood cell count (CBC), blood chemistry,
urine test, and a urine drug screen performed. All tests came back "normal". The conclusion was that the patient had a seizure. On 03-JUN-2007, the patient
recovered. The patient will not receive the second and third doses of Gardasil. Upon internal review, the seizure and respiratory arrest were considered to be
Other Important Medical Events. Additional information has been requested.

Symptom Text:

ConcertaOther Meds:
Lab Data:

History:
Attention deficit/hyperactivity disorderPrex Illness:

head computed axial 06/03/07 "normal", blood chemistry 06/03/07 "normal", urinalysis 06/03/07 "normal", urine drug screen 06/03/07 "normal", complete blood
cell 06/03/07 "normal"

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

281960-2

25-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Loss of consciousness, Respiratory arrest, Urinary incontinence

 ER VISIT, NOT SERIOUS

Related reports:   281960-1;  281960-3;  281960-4

Other Vaccine
22-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0012U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2505
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-May-2007
Vaccine Date

02-Jun-2007
Onset Date

5
Days

08-Jul-2007
Status Date

MS
State Mfr Report Id

Seizure occured 4 days after the vaccine was administered.  Eyes open, loss of bladder, wheezing, trembling/shaking.  CT Scan, blood work and urinalysis
after episode were all normal.  Physician at ER said 90 percent sure it was a seizure and referred us to family pediatrician for follow up.  Pediatrician sent
Sydney for EEG to see if there was any abnormal brainwave activity, indicating that the seizure might be indicitive of something other than the vaccine and
indicative of future seizures. The EEG results were normal.  Pediatrician stated that the seizure is likely a one time episode..possibly related to the vaccine
taken prior to the episode.

Symptom Text:

Concerta, 54mg dailyOther Meds:
Lab Data:
History:

nonePrex Illness:

See above information on adverse events.
Attention Deficit Disorder (ADD)

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

281960-3

24-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Tremor, Urinary incontinence, Wheezing

 ER VISIT, NOT SERIOUS

Related reports:   281960-1;  281960-2;  281960-4

Other Vaccine
02-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. UNKNOWN 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2506
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-May-2007
Vaccine Date

02-Jun-2007
Onset Date

5
Days

17-Jul-2007
Status Date

--
State Mfr Report Id

first shot of series of 3 of Gardasil vaccine given on 05/28/2007. 4 days later, she collapsed, was trembling and shaking with eyes open, wheezing and loss of
bladder. ER physician said she had a seizure.

Symptom Text:

Other Meds:
Lab Data:

History:
Prex Illness:

CT Scan, blood work and  urinalysis done at ER were normal. Follow up visit with family pediatrician resulted in having a EEG scheduled, results were normal.
Pediatrician stated that if the EEG was normal, it would be indicative of a one ti
The only other medical history is that she has Attention Deficit Disorders and has been taking Concerta for 5 years.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

281960-4 (S)

24-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Tremor, Urinary incontinence, Wheezing

 HOSPITALIZED, SERIOUS

Related reports:   281960-1;  281960-2;  281960-3

Other Vaccine
12-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2507
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Jun-2007
Vaccine Date

14-Jun-2007
Onset Date

1
Days

09-Jul-2007
Status Date

CO
State Mfr Report Id

Hives, swollen feet 24 hr after receiving HPV, Meningococcal and Varivax.Symptom Text:

Takes StratteraOther Meds:
Lab Data:
History:
Prex Illness:

NKDA History of ADHD

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

281968-2

08-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Oedema peripheral, Urticaria

 NO CONDITIONS, NOT SERIOUS

Related reports:   281968-1

Other Vaccine
27-Jun-2007

Received Date

Prex Vax Illns:

VARCEL
MNQ
HPV4

MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.

0363U
U2209AA
0523U

1
0
0

Left arm
Left arm

Right arm

Subcutaneously
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 2508
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-May-2007
Vaccine Date

26-May-2007
Onset Date

0
Days

19-Jun-2007
Status Date

FR
State

WAES0706PHL00001
Mfr Report Id

Information has been received from a physician concerning a 12 year old female who on 26-MAY-2007 was vaccinated with Gardasil, there were no reported
concomitant medications nor concurrent conditions. On the morning of 26-MAY-2007, before going to physician's clinic for vaccination, patient only had one
slice of bread and a glass of milk. While waiting for her turn, patient had a can of juice approximately 200mL. At around 11:30AM, patient was vaccinated with
Gardasil. Approximately 5-10 minutes after vaccination, patient complained of dizziness and subsequently lost consciousness and collapsed. Patient also
suffered a laceration on her lip when she hit the floor. A few minutes after, patient regained consciousness. There were no further complain of dizziness. The
reporter felt that loss of consciousness and dizziness were related to therapy with Gardasil. Laceration of the lips is not related to Gardasil. No further
information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

282132-1

19-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Fall, Laceration, Loss of consciousness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2509
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Jun-2007
Vaccine Date

07-Jun-2007
Onset Date

0
Days

19-Jun-2007
Status Date

FR
State

WAES0706AUS00039
Mfr Report Id

Information has been received from a physician via as part of a business agreement (manufacturer control # GARD 2007 06 07 002) concerning a 12 year old
female who on 07-JUN-2007 was vaccinated with Gardasil at school. On 07-JUN-2007, 2 hours after vaccination with Gardasil, the patient experienced
heavyness in arm, swelling across the hand, cold hands and numbness in fingers and was taken to the medical centre. The patient's heavyness in arm,
swelling across the hand, cold hands and numbness in fingers persisted. The patient was referred to neurologist immediately. Heavyness in arm, swelling
across the hand, cold hands and numbness in fingers were considered to be an other important medical event by the reporting physician. Additional information
has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

282133-1

19-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Oedema peripheral, Peripheral coldness, Sensation of heaviness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2510
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Jun-2007
Status Date

FR
State

WAES0706USA01521
Mfr Report Id

Information has been received from a physician concerning an adult female who was vaccinated with Gardasil on an unspecified date. One week after
vaccination, the patient experienced facial paralysis and due to this depression. The patient was admitted to the hospital on an unspecified date. The patient's
outcome was not reported.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

282134-1 (S)

19-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Depression, Facial palsy

 HOSPITALIZED, SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2511
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Apr-2007
Vaccine Date

01-Jun-2007
Onset Date

44
Days

26-Jun-2007
Status Date

LA
State

LA070602
Mfr Report Id

Gardasil vaccine administered without difficulty or reaction. RN notified that patient is pregnant approximately 10 weeks. Patient would have been 3 3/7 weeks
at administration.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

UPT positive on 6/1/07

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

282153-1

27-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0960F 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2512
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Jan-2007
Vaccine Date

29-Jan-2007
Onset Date

13
Days

28-Jun-2007
Status Date

NJ
State Mfr Report Id

1-16-07 _> 1st Gardasil + Hep A administered 1-29-07 Infected lymph nodes in neck w/fever Amoxicillin for 10 days. 4-4-07-2nd Gardasil shot only 5-18-07-
Infected lymph nodes in neck with fever Amoxicillin-10 days-didnt work-Ceftin 1000

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

CBC, Chem panel-Normal 5/07-mono test-negative
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

282154-1

28-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Infection, Lymphadenopathy, Pyrexia, Vaccine positive rechallenge

 ER VISIT, NOT SERIOUS

Related reports:   282154-2

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

0384U
AHAVB143BA

0
0

Left arm
Left arm

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 2513
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Jan-2007
Vaccine Date

29-Jan-2007
Onset Date

13
Days

16-Aug-2007
Status Date

NJ
State

WAES0706USA02980
Mfr Report Id

Information has been received from a physician concerning an 11 year old white female student who on 16-JAN-2007 at 6:15 p.m. was vaccinated IM in left
arm with her first dose of Gardasil, lot #655619/1427F. Concomitant therapy included a first dose of hepatitis A virus vaccine (unspecified), lot #AHAVB143BA,
also given IM in left arm on 16-JAN-2007 at 6:15 p.m. On 29-JAN-2007 the patient was seen in the office for sore throat and enlarged lymph nodes. "RST" and
24 hour throat culture were negative. She was put on amoxicillin. On 04-APR-2007 at 4:00 p.m. the patient was vaccinated IM in left arm with her second dose
of Gardasil, lot #657617/0384U. On 08-MAY-2007 she was diagnosed with lymphadenitis and put on AUGMENTIN. On 22-MAY-2007 the patient was seen by
ENT and put on CEFTIN. Her outcome was not reported. Additional information is not expected.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

throat culture 01/29/07 - negative
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

282154-2

22-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Lymphadenitis, Lymphadenopathy, Pharyngolaryngeal pain

 ER VISIT, NOT SERIOUS

Related reports:   282154-1

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

1427F
AHAVB143BA

0
0

Unknown
Unknown

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jun-2007
Vaccine Date

18-Jun-2007
Onset Date

0
Days

26-Jun-2007
Status Date

MI
State Mfr Report Id

Received Gardasil vaccine first, then HAV and within appx. 1 minute after vaccines client slumped to side while sitting in chair and was unresponsive for appx.
10 seconds. Staff assisted to floor and client became responsive prior to this. No injury occured. Given soda to drink. Client very thin. Oatmeal for breakfast but
no dinner the night before. Blood pressure laying 104/60 Pulse 76. B.P.sitting 94/60 pulse 74

Symptom Text:

NONEOther Meds:
Lab Data:
History:

NOPrex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

282175-1

27-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness, Unresponsive to stimuli

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
MERCK & CO. INC.

1208F
0249U

1
0

Left arm
Right arm

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jun-2007
Vaccine Date

18-Jun-2007
Onset Date

0
Days

26-Jun-2007
Status Date

WI
State Mfr Report Id

ADMIN HPV AND TDAP VACCINE, WITHIN ONE MIN OF ADMIN CHILD FAINTED INTO FATHERS ARMS, PT OBSERVED FOR 15 ADDITIONAL MIN WITH
NO PROBLEMS. VITALS WNL.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

282180-1

26-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Related reports:   282180-2

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

TDAP
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

C2632AA
0388U

0
0

Left arm
Left arm

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jun-2007
Vaccine Date

18-Jul-2007
Onset Date

30
Days

09-Apr-2008
Status Date

WI
State

WAES0709USA01437
Mfr Report Id

Information has been received from a registered nurse concerning a 15 year old female with no medical history or allergies, who on 18-JUN-2007 was
vaccinated IM with a first 0.5 ml dose of Gardasil (lot# 657622/0388U).  There was no concomitant medication.  On 18-JUL-2007, the patient fainted for a few
seconds.  The patient was observed in the office for 15 minutes and fully recovered.   Unspecified medical attention was sought.  No diagnostic laboratory
studies were performed.  It was reported that the patient was vaccinated with a second dose of the vaccine on 20-AUG-2007 and experienced no events.  No
quality complaint was involved.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

282180-2

09-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Related reports:   282180-1

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0388U 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Apr-2007
Vaccine Date

18-Jun-2007
Onset Date

63
Days

26-Jun-2007
Status Date

NY
State Mfr Report Id

ovarain cyst developed 6-8 weeks after first vaccination with gaurdisilSymptom Text:

albuterolOther Meds:
Lab Data:
History:

nonePrex Illness:

Asthma: exercise induced,  Pituitary adenoma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

282183-1

27-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Ovarian cyst

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1208F 0 Right arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Jun-2007
Vaccine Date

15-Jun-2007
Onset Date

1
Days

27-Jun-2007
Status Date

NY
State Mfr Report Id

Generalized sunburn like red rash all over the body 4 hours after the vaccines. Got better after 50mg of Benadryl.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

282198-1

27-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Rash generalised

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

TDAP
MNQ
HPV4

SANOFI PASTEUR
SANOFI PASTEUR
MERCK & CO. INC.

C2632AA
42329AA
0522U

0
0
0

Right arm
Left arm
Left arm

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 2519
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jun-2007
Vaccine Date

18-Jun-2007
Onset Date

0
Days

27-Jun-2007
Status Date

CA
State Mfr Report Id

Given vaccine 6/18/07 / 2-3 minutes later patient was standing in hallway, felt weak and fainted. Did not lose consciousness. Allowed to rest, felt better and
walked out of clinic in 5 minutes. Vitals ok.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

282203-1

27-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0181U 1 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Jan-2007
Vaccine Date

22-May-2007
Onset Date

120
Days

20-Jun-2007
Status Date

--
State

WAES0705USA04050
Mfr Report Id

Initial and follow up information has been received, from a physician and a healthcare professional, concerning a 19 year old white female patient, with no
previous pregnancies and a history of an abnormal pap (indicating human papilloma virus, atypical squamous cell of undetermined significance and a low
grade squamous intraepithelial lesion; date unspecified), who on 21-NOV-2006, was vaccinated with the first dose of Gardasil (Lot #653650/0702F), and on 22-
JAN-2007 with the second dose of Gardasil (Lot #654540/1161F). On 22-MAY-2007, the patient took a pregnancy test in the doctor's office which was positive.
The patient was unsure of the date of her LMP. No problems were reported. Follow up information from the healthcare professional indicated the patient "had
decided to terminate the pregnancy," although the reason for the decision was not specified, and the date for the procedure was left blank; it was not confirmed
that the procedure had actually been completed.  Upon internal review, decided to terminate the pregnancy was determined to be serious as an other important
medical event. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Pap test-abnormal-ASCUS, LGSIL, HPV; beta-human chorionic 05/22/07 positive
Papilloma viral infection; Atypical squamous cells of undetermined significance; Low grade squamous intraepithelial lesion

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

282215-1

20-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion induced, Drug exposure during pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1161F 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Jun-2007
Vaccine Date

04-Jun-2007
Onset Date

0
Days

20-Jun-2007
Status Date

PA
State

WAES0706USA01993
Mfr Report Id

Information has been received from a physician concerning an 18 year old female with no pertinent medical history who on 04-JUN-2007 received her first dose
of Gardasil concomitantly with a dose of Menactra. After administration of the Gardasil on 04-JUN-2007, the patient fainted, was unconscious for 45-60
seconds and exhibited tonic-clonic seizure-like activity. There were no laboratory tests performed. She sought unspecified medical attention. No treatment was
required. The patient left the office fully recovered. Upon internal review, tonic-clonic seizure-like activity was considered to be an other important medical
event. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

282216-1

20-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Grand mal convulsion, Loss of consciousness, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Jun-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL 0

Unknown
Unknown

Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Jun-2007
Vaccine Date

07-Jun-2007
Onset Date

0
Days

20-Jun-2007
Status Date

--
State

WAES0706USA02134
Mfr Report Id

Information has been received from a nurse practitioner concerning a 16 year old female who on 07-JUN-2007 was vaccinated with Gardasil. The nurse
practitioner reported that the patient fainted 45 minutes after receiving Gardasil. The nurse practitioner also reported that the "mother thought she was having a
seizure". Medical attention was sought. The outcome of the adverse event is unknown. no further information was provided. Upon internal review seizure was
considered to be an other important medical event. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

282217-1

20-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Feb-2007
Vaccine Date

20-Feb-2007
Onset Date

4
Days

20-Jun-2007
Status Date

FR
State

WAES0706USA02450
Mfr Report Id

Information has been received from a gynaecologist concerning a 13 year old female patient who on 16-FEB-2007 was vaccinated into the left upper arm with a
second dose of Gardasil, lot #654740/0859F, batch #NE25270. Four days post-vaccination the patient developed Quincke's edema, dyspnea, abdominal
cramps and nausea. Her symptoms were relapsing since then. On an unspecified date she was admitted to the hospital. Routine laboratory findings (not
specified) were normal. The patient's first dose of Gardasil had been well tolerated. Additional information has been requested. Other business partner
numbers included E2007-03733.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

282218-1 (S)

20-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Angioedema, Dyspnoea, Nausea

 HOSPITALIZED, SERIOUS

Other Vaccine
19-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0859F 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Jun-2007
Vaccine Date

06-Jun-2007
Onset Date

1
Days

28-Jun-2007
Status Date

NE
State Mfr Report Id

2-3cm area of erythema - right deltoid, warm to touch, tender, vomiting, diarrhea, headache, ice and Benadryl for treatment.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

282228-1

28-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cold compress therapy, Diarrhoea, Headache, Injection site erythema, Injection site pain, Injection site warmth, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Jun-2007

Received Date

Prex Vax Illns:

TDAP
MNQ
HPV4

SANOFI PASTEUR
SANOFI PASTEUR
MERCK & CO. INC.

C2610AA
U2050AA
0384U

0
0
0

Right arm
Right arm
Left arm

Intramuscular
Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
27-Dec-2006
Vaccine Date

27-Dec-2006
Onset Date

0
Days

28-Jun-2007
Status Date

--
State Mfr Report Id

Patient immediately lost consciousness and became incontinent regained consciousness after 5 minutes but was groggy. Able to sit up/walk after 20 minutes.
No history of seizures. Had symptoms for treatment 3 years ago with no further treatment.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

See #7

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

282234-1

29-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Incontinence, Loss of consciousness, Somnolence

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Jun-2007

Received Date

delayed reaction, extreme irritability, screamed for 24 hours~DTP (no brand name)~1~0~In PatientPrex Vax Illns:

HPV4 MERCK & CO. INC. 0955F 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Jun-2007
Vaccine Date

13-Jun-2007
Onset Date

2
Days

28-Jun-2007
Status Date

WA
State Mfr Report Id

2 episodes of palpitations - described as onset of fast heart beat, no cause noted (once while sitting) self-resolved in <3min on both occasions, happened 2
days after vaccine.

Symptom Text:

Zoloft, OCPOther Meds:
Lab Data:
History:

nonePrex Illness:

Depression

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

282235-1

28-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Heart rate increased, Palpitations

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Jun-2007

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
MERCK & CO. INC.

0171U
0304U

0
0

Left arm
Left arm

Intramuscular
Unknown



10 JUN 2008 06:27Report run on: Page 2527
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-May-2007
Vaccine Date

30-May-2007
Onset Date

1
Days

28-Jun-2007
Status Date

FL
State Mfr Report Id

Vaccines given 5/29/07 and "blistering" rash appeared on L back and L abdomen on 5/30/07. Exam consistent with Herpes ZosterSymptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

282239-1

28-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blister, Herpes zoster, Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Jun-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U12135AA
0389U

0
0

Left arm
Left arm

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Jun-2007
Vaccine Date

05-Jun-2007
Onset Date

0
Days

28-Jun-2007
Status Date

CA
State Mfr Report Id

Patient fainted after 2-3 min. Vitals were normal. After observation for 15 min patient was able to walk on own and left office in care of her mom. No seizure
activity. LOC was brief perhaps <10 secs. Exam on departure were normal

Symptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

none
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

282242-1

30-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Jun-2007

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

0181U
AHAVB162CB

0
0

Left arm
Right arm

Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Jun-2007
Vaccine Date

12-Jun-2007
Onset Date

0
Days

28-Jun-2007
Status Date

KY
State Mfr Report Id

Pt in to get Gardasil and Depo hot. Pt given Depo 1st, then Gardasil. Immediately after Gardasil pt became nauseated, dry heaving, syncopal, BP dropped to
60 could not hear bottom number, HR 60, pale, diaphoretic. Pt aroused somewhat with ammonia. Blood sugar 107. Pt did state she had not eaten this morning.
Pt taken to in house ER where she was given a liter of LR, B/P increased pt improved and was discharged home.

Symptom Text:

Zyrtec, Depo ProveraOther Meds:
Lab Data:
History:

nonePrex Illness:

none known/environmental allergies

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

282251-1

28-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blood glucose increased, Blood pressure decreased, Hyperhidrosis, Immediate post-injection reaction, Nausea, Pallor, Retching, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0244U 1 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jun-2007
Vaccine Date

02-Jun-2007
Onset Date

1
Days

28-Jun-2007
Status Date

NJ
State Mfr Report Id

L arm swollen and warm after vaccination - DX with cellulitis - Tx with Cefzil 500 BIDSymptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

282262-1

28-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site cellulitis, Injection site swelling, Injection site warmth

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Jun-2007

Received Date

Prex Vax Illns:

TDAP
HEPA
MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.

C2632AA
0246U
U2225AA
0522U

5
0
0
0

Left arm
Right arm
Left arm

Right arm

Unknown
Unknown
Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Feb-2007
Vaccine Date

21-Feb-2007
Onset Date

0
Days

19-Jul-2007
Status Date

LA
State

WAES0703USA01310
Mfr Report Id

Information has been received from a nurse concerning an 18 year old female who on 21-FEB-2007 was vaccinated with Gardasil (lot no 654535/0960F). That
same day, she was vaccinated with Menactra. The nurse reported that the patient lied about her last menstrual period because her mother was in the room and
she was 3 1/2 pregnant when she was vaccinated. A pregnancy test was positive. Her LMP was 06-NOV-2006 and EDD 13-AUG-2007. She had not yet chosen
an OB/GYN physician. Information received on 25-MAR-2007 contained the following adverse experience: The patient was treated with Amoxil 875 mg twice
daily from 07-MAR-2007 to 17-MAR-2007 for tonsillitis. Additional information has been requested.

Symptom Text:

MENACTRAOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 11/6/2006)Prex Illness:

beta-human chorionic posit

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

282267-1

19-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Tonsillitis

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0960F Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Jun-2007
Vaccine Date

08-Jun-2007
Onset Date

0
Days

28-Jun-2007
Status Date

MN
State Mfr Report Id

Pruritic rash and immunization site inflammation - right arm 6/9/07 (vaccines 6/8/07)Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Throat culture for strep group A

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

282270-1

29-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site inflammation, Rash pruritic

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Jun-2007

Received Date

Prex Vax Illns:

VARCEL
TDAP

HPV4
MNQ

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
SANOFI PASTEUR

0368U
AC52B007AA

0387U
U2236AA

1
0

0
0

Left arm
Left arm

Right arm
Right arm

Subcutaneously
Intramuscular

Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Jun-2007
Vaccine Date

19-Jun-2007
Onset Date

0
Days

28-Jun-2007
Status Date

PA
State Mfr Report Id

Several minutes after IM injection with Gardasil vacc -patient felt nauseated and tingley. Fainted. Legs were elevated, BP taken, apple juice given. 10-15
minutes after later-felt better. Evaluated by doctor and was able to leave the office

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

BP 94/65 8:40 am taken again 94/61 8:50 am
Hyperlipidemia and mild Scoliosis

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

282274-1

29-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Nausea, Paraesthesia, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0522U 1 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jun-2007
Vaccine Date

18-Jun-2007
Onset Date

0
Days

26-Jun-2007
Status Date

TX
State Mfr Report Id

Patient recieved the MCV4 in the L deltoid and HPV in the R deltoid. When the patient got up from the table the color drained from her face and she asked if
she should "feel funny?" Here ears began ringing and everything went black. She fainted to the floor and her legs were fluttering from her legs being bent. Here
legs were down. The adminstering nurse helped her to the floor and put her arms around the patient. The episode lasted no more than a minute to a minute to
a minute and a half.

Symptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

Exema

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
7.0

282284-1

26-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dyskinesia, Feeling abnormal, Pallor, Syncope, Tinnitus

 NO CONDITIONS, NOT SERIOUS

Related reports:   282284-2

Other Vaccine
19-Jun-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL

0
0

Left arm
Right arm

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
18-Jun-2007
Onset Date Days

02-Jul-2007
Status Date

--
State Mfr Report Id

I have a 17 year old daughter who received her first shot of the HPV vaccine Gardasil After the shot she ask why did she feel funny She said her ears started to
ring then she could not hear anything She said everything went black She was standing up and fainted to the floor The whole time her eyes were open She
turned completely blue and green The direction she fell was toward the nurse The nurse fell behind her breaking her fall My daughter was not in a laying down
positive ever then she had a seizure. I started calling her name and asking the nurse what was she shaking all over for like that My 15 year old son was with me
and my daughter at the appointment He witnessed her faint and have a seizure My son nor my daughter have never ever had any drug allergy nor any side
effect to a vaccination shot they're entire lives I do not understand why she blacked out, lost consciousness, lost her hearing, turned blue and green, and had a
SEIZURE The rest of the day she was disoriented and had no appetite Her doctor came in and told me all that happened because of the stick of the needle I do
not believe that I expressed my concern to the doctor before leaving her office and over the telephone yesterday The doctor gave me instruction to bring her
back in two months from now to receive the second injection My daughter has not received any examination, testing, follow-up care absolutely nothing since
the shot and seizure Sirs, Can you please explain to me what this drug Gardasil has done to my child I do not understand why this happened My other question
is should my daughter receive the second injection in two months considering she blacked out, lost her hearing, fainted, and lost her natural skin color, and had
a seizure will she be as fortunate to remain alive with a second or third injection I thought she died her little brother thought she had as well Sirs. I would
appreciate a recommendation or referral in this matter as to any follow up care she can receive regarding the seizure as well as an explanation why this hap

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None
None my son and daughter are both healthy in fact we were at they're yearly well-child check ups neither child was ill part of the well-child check

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

282284-2 (S)

02-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anorexia, Convulsion, Cyanosis, Deafness, Disorientation, Fall, Feeling abnormal, Loss of consciousness, Skin discolouration, Syncope, Tinnitus

 LIFE THREATENING, SERIOUS

Related reports:   282284-1

Other Vaccine
26-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Jun-2007
Vaccine Date

12-Jun-2007
Onset Date

1
Days

29-Jun-2007
Status Date

PA
State Mfr Report Id

Pain, weakness of armSymptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

none
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

282303-1

29-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Muscular weakness, Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0188U 1 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 2537
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Jun-2007
Vaccine Date

13-Jun-2007
Onset Date

0
Days

28-Jun-2007
Status Date

WA
State Mfr Report Id

6-8 hrs post injection fever > 103, body aches. Resolved within hours. No source foundSymptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

physical exam (-) no labs
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

282304-1

29-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pain, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0387U 2 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Jun-2007
Vaccine Date

11-Jun-2007
Onset Date

0
Days

21-Jun-2007
Status Date

WI
State

WAES0706USA01961
Mfr Report Id

Information has been received from a registered nurse concerning her 17 year old daughter with no relevant medical history reported who on 11-JUN-2007 was
vaccinated intramuscularly with a 0.5 ml dose of Gardasil. There was no concomitant medication. On 11-JUN-2007, the patient fainted and "exhibited seizure
like behavior" after receiving Gardasil. The patient sought unspecified medical attention. Subsequently, the patient recovered on 11-JUN-2007. Upon internal
review, the patient's convulsion was considered an other important medical event. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

282369-1

21-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Feb-2007
Vaccine Date

04-Apr-2007
Onset Date

44
Days

21-Jun-2007
Status Date

TX
State

WAES0706USA01990
Mfr Report Id

Information has been received from a registered nurse concerning a 20 year old female with no relevant medical history who on 19-FEB-2007 was vaccinated
intramuscularly with a 0.5 mL first dose of Gardasil (lot 653735/0688F). Concomitant therapy included Ortho Tri-Cyclen Lo. Subsequently, she became
pregnant. Date of LMP was 04-APR-2007. The patient subsequently miscarried. The patient was seen in the emergency room on 14-MAY-2007 for the
miscarriage. She was not admitted to the hospital. The patient called the office on 17-MAY-2007 to notify the physician of the miscarriage, but had not returned
to the office for follow-up visits. Upon internal review, the patient's spontaneous abortion was considered an other important medical event. Additional
information has been requested.

Symptom Text:

ORTHO TRI-CYCLEN LOOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 4/4/2007)Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

282370-1

21-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0688F 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Jun-2007
Vaccine Date

06-Jun-2007
Onset Date

0
Days

21-Jun-2007
Status Date

MD
State

WAES0706USA02196
Mfr Report Id

Information has been received from a physician, via a company representative, concerning a 26 year old female patient with Crohn's disease and a history of
"passing out" when blood is drawn, who on 06-JUN-2007 was vaccinated with the first dose of Gardasil (Lot # not provided). Concomitant therapy included
unspecified medication for Crohn's disease and hormonal contraceptives (unspecified). On 06-JUN-2007, "within 5 minutes" after she had received the
vaccination, the patient had a seizure. The physician then confirmed that the patient was completely "lucid" and conscious, and was oriented to the time, the
date and her name, however it was not specified whether the patient had recovered from the event. The physician, "does not believe" the seizure was related to
therapy with Gardasil. The patient sought unspecified medical attention. Upon internal review, had a seizure was considered to be serious as an other
important medical event. Additional information has been requested.

Symptom Text:

(therapy unspecified), hormonal contraceptivesOther Meds:
Lab Data:
History:

Crohn's diseasePrex Illness:

Unknown
Passed out

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

282371-1

21-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Immediate post-injection reaction

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jun-2007
Vaccine Date

01-Jun-2007
Onset Date

0
Days

21-Jun-2007
Status Date

FR
State

WAES0706USA02451
Mfr Report Id

Information has been received from a gynecologist who was informed of the case from another gynecologist concerning a 17 year old female who in June 2007
(week 23), was vaccinated with a first dose of Gardasil (lot number, injection site and route not reported). During the evening of the same day, the patient was
found unconscious (lifeless) by the mother. Resuscitation was performed by the emergency physician but was unsuccessful. The patient subsequently died.
The cause of death was sudden death. It was noted that the patient had a dental surgery the day before she was vaccinated. An autopsy was done. The results
were not known. Other business partner numbers include E2007-03769. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Dental operation

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

282372-1 (D)

21-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Autopsy, Loss of consciousness, Resuscitation, Sudden death

 DIED, SERIOUS

Other Vaccine
20-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Feb-2007
Vaccine Date

22-Feb-2007
Onset Date

0
Days

21-Jun-2007
Status Date

--
State

200702140
Mfr Report Id

Initial report received on 07 June 2007 from another manufacturer, report# WAES0705USA05073. The initial reporter to this manufacturer had been the FDA,
VAERS# not provided. Verbatim from the report: "Information has been received from an agency concerning a 13 year old female with an allergy to cats (the
patient owns a cat) who on 22-FEB-2007 was vaccinated intramuscularly into the right arm with a dose of Gardasil (Lot# 655205/1426F). Concomitant therapy
included MENACTRA (Lot# U2158AA) in the left arm, HAVRIX (Lot# AHABV141AA) in the right arm and NASONEX. On 22-FEB-2007, 30 minutes after
receiving the vaccines, the patient developed cough, wheezing and shortness of breath. The patient was seen in the emergency department for an allergic
reaction to the vaccines. Initially, the patient returned to her primary care physician with complaints of chest tightness, difficulty breathing and tremors. The
patient was treated with EPI-PEN and BENADRYL and sent to the emergency room. There was no swelling of the mouth, lips or tongue. Vital signs were
performed and the patient had a pulse of 141, respiratory rate of 20 and blood pressure of 130/91. The patient was treated with SOLU-MEDROL and
Ranitidine. A physical exam was unremarkable (lungs clear, no rhonchi, no wheezes). The patient was admitted to the hospital for IV steroid treatment. At the
time of this report, the outcome was unknown. Cough, wheezing, shortness of breath, chest tightness, difficulty breathing, allergic reaction to vaccines and
tremors were considered to be immediately life-threatening. The original reporting source was not indicated. A lot check has been requested. No further
information is available." It was reported in the structured filed of the report that all vaccines were administered intramuscularly.

Symptom Text:

NasonexOther Meds:
Lab Data:
History:

allergic to cats, nasal congestionPrex Illness:

blood pressure-130/91; pulse oximetry-141; lymphocyte count 24.6; respiratory rate 20; neutrophil count 66

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

282383-1 (S)

02-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chest discomfort, Cough, Dyspnoea, Hypersensitivity, Tremor, Wheezing, Wrong drug administered

 ER VISIT, HOSPITALIZED, LIFE THREATENING, SERIOUS

Related reports:   282383-2

Other Vaccine
20-Jun-2007

Received Date

Prex Vax Illns:

MNQ
DTAP

HEPA

HPV4

SANOFI PASTEUR
GLAXOSMITHKLINE
BIOLOGICALS
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

U2158AA
AC52B007AA

AHAVB141AA

1426F

Left arm
Left arm

Right arm

Right arm

Intramuscular
Intramuscular

Intramuscular

Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Feb-2007
Vaccine Date

22-Feb-2007
Onset Date

0
Days

07-Sep-2007
Status Date

--
State

WAES0705USA05073
Mfr Report Id

Information has been received from an agency concerning a 13 year old female with an allergy to cats (the patient owns a cat) who on 22-FEB-2007 was
vaccinated intramuscularly into the right arm with a dose of Gardasil (Lot # 655205/1426F). Concomitant therapy included Menactra (Lot # U2158AA) in the left
arm, Infanrix (Lot # AC52B007AA) in the left arm, Havrix (Lot # AHAVB141AA) in the right arm and mometasone furoate (NASONEX). On 22-FEB-2007, 30
minutes after receiving the vaccines, the patient developed cough, wheezing and shortness of breath. The patient was seen in the emergency department for
an allergic reaction to the vaccines. Initially, the patient returned to her primary care physician with complaints of chest tightness, difficulty breathing and
tremors. The patient was treated with epinephrine (EPI-PEN) and dihydrohydramine hydrochloride (BENADRYL) and sent to the emergency room. There was
no swelling of the mouth, lips or tongue. Vital signs were performed and the patient had a pulse of 141, respiratory rate of 20 and blood pressure of 130/91. The
patient was treated with methylprednisolone sodium succinated (SOLU-MEDROL) and ranitidine. A physical exam was unremarkable (lungs clean, no rhonchi,
no wheezes). The patient was admitted to the hospital for IV steroid treatment. At the time of this report, the outcome was unknown. Cough, wheezing,
shortness of breath, chest tightness, difficulty breathing, allergic reaction to vaccines and tremors were considered to be immediately life-threatening. The
original reporting source was not indicated. A standard lot check investigation was performed. All in-process quality checks for the lot number in question were
satisfactory. In addition, an expanded lot check investigation was performed. The testing performed on the batch prior to release met all release specifications.
The lot met the requirements of the Center for Biologics Evaluation and Research and was released. No further information is available.

Symptom Text:

NasonexOther Meds:
Lab Data:
History:

Allergic to cats; Nasal congestionPrex Illness:

pulse oximetry 141, blood pressure 130/9, respirator rate 20, complete blood cell, neutrophil count 66, lymphocyte count 24.6

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

282383-2 (S)

12-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chest discomfort, Cough, Dyspnoea, Heart rate increased, Hypersensitivity, Inappropriate schedule of drug administration, Tremor, Wheezing

 ER VISIT, HOSPITALIZED, LIFE THREATENING, SERIOUS

Related reports:   282383-1

Other Vaccine
06-Sep-2007

Received Date

Prex Vax Illns:

MNQ
DTAP

HEPA

HPV4

SANOFI PASTEUR
GLAXOSMITHKLINE
BIOLOGICALS
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

U2158AA
AC52B007AA

AHAVB141AA

1426F

Left arm
Left arm

Right arm

Right arm

Intramuscular
Intramuscular

Intramuscular

Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-May-2007
Vaccine Date

17-May-2007
Onset Date

0
Days

02-Jul-2007
Status Date

NY
State Mfr Report Id

Pt was given injection and immediately had a vagal reaction. Followed by nausea with vomiting 15 minutes post injection.Symptom Text:

Orthrotricylen LoOther Meds:
Lab Data:
History:

nonePrex Illness:

NKA

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

282395-1

02-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Nausea, Syncope vasovagal, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0210U 0 Left arm Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Jun-2007
Vaccine Date

19-Jun-2007
Onset Date

0
Days

26-Jun-2007
Status Date

GA
State Mfr Report Id

Patients father states " child had one bumplike area on mid right cheek on the evening of 6/19/07 did not complain about anything, woke up this morning eith
several red itchy bumplike areas on forehead and cheeks, only on face nowhere else." Patient and her father came to clinic on 6/20/07 to be seen. Dr.
examined patient and determined that patient had mild case of chicken pox, and talked with patient and her father medication was ordered for the patient.

Symptom Text:

Patient was placed on Floxin 0.3% soln. per Dr. on 6/19/07Other Meds:
Lab Data:
History:

Pt.came in to see Dr. with c/o lear pain due to swimming and high dived  approximately 3 to 4 daysPrex Illness:

patient came in on 6/19/07 with c/o left ear pain for the last 3 to 4 days patient was sent to ENT clinc per Dr. then diagnosed as having tympanic membrane
perforation

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
10.0

282409-1

27-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Varicella

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Jun-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

0602U
0212U

1
1

Right arm
Left arm

Subcutaneously
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Apr-2007
Vaccine Date

18-Apr-2007
Onset Date

1
Days

26-Jun-2007
Status Date

MI
State Mfr Report Id

Vaccines administered evening of 4/17/07, client did not have any adverse effect until next day. States while in school started feeling weak and dizzy, this
progressivly became worse, but did not require leaving school. That night symptoms still occuring and worsening. "almost drunk -like" Mother callled ER at
Hospital. Instruced to give Benadryl. Client Slept through night. Remained "dizzy and uncoordinated: the next morning, received more Benadryl. Symptoms
resolved that day. No rash during initial episode, but did C/O rash over majority of body, possibly hives, about 2 weeks after immunizations. Benadryl given
about TID during this episode and rash lasted about 3 days.No further symptoms. Informed of these events on 6/19/07 when client came in for HPV #2, incident
reviewed by Medical director and order obtained to give HPV #2, request that family call Health Department for any problems.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

282413-1

27-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Coordination abnormal, Dizziness, Rash generalised, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Jun-2007

Received Date

Prex Vax Illns:

TDAP
HPV4
MNQ

SANOFI PASTEUR
MERCK & CO. INC.
SANOFI PASTEUR

C2638AA
1208F
U2139AA

0
0
0

Left arm
Right arm
Right arm

Intramuscular
Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Jun-2007
Vaccine Date

20-Jun-2007
Onset Date

0
Days

26-Jun-2007
Status Date

CT
State Mfr Report Id

Hoarseness, swelling of throat, diff breathing, panicky reaction, all lasting approx 2 hours until arrival in ER, treated with nebulizer and benadryl and zantac
through iv saline drip.

Symptom Text:

orthotricyclenOther Meds:
Lab Data:
History:

noPrex Illness:

asthma, history of allergies, hx of adverse rxn to flu vaccine, migraines

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

282416-1

27-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dysphonia, Dyspnoea, Panic reaction, Pharyngeal oedema

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Jun-2007

Received Date

asthma attack~Influenza (no brand name)~1~16~In PatientPrex Vax Illns:

HPV4 MERCK & CO. INC. UNKNOWN 0 Left arm Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Jun-2007
Vaccine Date

15-Jun-2007
Onset Date

0
Days

21-Jun-2007
Status Date

NY
State

A0658277A
Mfr Report Id

This case was reported by a nurse and described the occurrence of generalized tonic clonic seizures in a 15-year-old female subject who was vaccinated with
Havrix, GlaxoSmithKline, Gardasil (non-gsk) for prophylaxis. The subject's medical history included neurocardiogenic syncope and hives after Septra. On 15
June 2007, the subject received 1st dose of Havrix (unknown, left arm), and unspecified dose of Gardasil (unknown). On 15 June 2007, less than one day after
vaccination with Gardasil and Havrix, the subject experienced generalized tonic clonic seizures, urinary incontinence and "tonic" cyanosis. The subject
experienced a seizure while sitting in the waiting room after her vaccinations were administered. This case was assessed as medically serious by GSK. The
subject was treated with oxygen and went to the emergency room and was later released. At the time of reporting, her vital signs were stable and the events
were resolved.

Symptom Text:

Other Meds:
Lab Data:
History:

UnknownPrex Illness:

UNK
NEUROCARDIOGENIC SYNCOPE, Relevant medical history included after Septra. The subject had not experienced any adverse events following previous
vaccinations.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

282420-1

21-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cyanosis, Grand mal convulsion, Oxygen supplementation, Urinary incontinence

 ER VISIT, NOT SERIOUS

Related reports:   282420-2

Other Vaccine
20-Jun-2007

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

NULL
AHAVB163AB 0

Unknown
Unknown

Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Jun-2007
Vaccine Date

15-Jun-2007
Onset Date

0
Days

06-Jul-2007
Status Date

NY
State

WAES0706USA04806
Mfr Report Id

Information has been received from a registered nurse via Glaxo Smith Kline concerning a 15 year old female with a history of neurocardiogenic syncope and
hives after therapy with sulfamethoxazole (+) trimethoprim (SEPTRA), who on 15-JUN-2007 was vaccinated with Gardasil. Concomitant vaccinations given on
15-JUN-2007 included the first dose of Havrix (lot number AHAVB163B) given in the left arm. The patient had not experienced any adverse events following
previous vaccinations. On 15-JUN-2007, less than one day after vaccinations the patient experienced generalized tonic clonic seizures, urinary incontinence
and "tonic" cyanosis. The patient experienced the seizure while sitting in the waiting room after her vaccinations were administered. The patient was treated
with oxygen and went to the emergency room and was later released. At the time of this report, the patient's vital signs were stable and the events were
resolved. The events were felt to be serious for an other important medical event. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Syncope; Hives

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

282420-2

06-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cyanosis, Grand mal convulsion, Urinary incontinence

 ER VISIT, NOT SERIOUS

Related reports:   282420-1

Other Vaccine
05-Jul-2007

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

NULL
AHAVB163AB 0

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 2550
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Feb-2007
Vaccine Date

26-Feb-2007
Onset Date

0
Days

06-Jul-2007
Status Date

TX
State

WAES0703USA00495
Mfr Report Id

Information ahs been received from a registered nurse concerning a 14 year old female with a "cardiac history" and no drug reactions/allergies who on 26-FEB-
2007 was vaccinated intramuscularly in the right arm one dose of VAQTA (lot # 656320/1281F). Concomitant therapy included GARDASIL, ADACEL and
MENACTRA. On 26-FEB-2007 the patient experienced an injection site reaction from the vaccination. The reaction consisted of redness, swelling and pain in
the right arm. The patient sought unspecified medical attention. The patient was seen by the physician on 01-MAR-2007 and was still having the symptoms. No
diagnostic laboratory tests were performed. At the time of the report the patient was recovering. There was no product quality complaint. The records of testing
prior to release of the lot in question have been rechecked and found to be satisfactory. The lot met requirements of the CBER and was released by the
regulatory agency. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None
Cardiac disorder

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

282557-1

06-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site pain, Injection site reaction, Injection site swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
06-Jun-2007

Received Date

Prex Vax Illns:

TDAP
HEPA
HPV4
MNQ

SANOFI PASTEUR
MERCK & CO. INC.
MERCK & CO. INC.
SANOFI PASTEUR

NULL
1281F
NULL
NULL

Unknown
Right arm
Unknown
Unknown

Unknown
Intramuscular

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 2551
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Feb-2007
Vaccine Date

16-Feb-2007
Onset Date

1
Days

17-Jul-2007
Status Date

NY
State

200700558
Mfr Report Id

A 21 year old, female patient with a history of autoimmune hepatitis, became light headed and passed out twice, about 20 hours after she received Adacel (lot
number C2644AA) intramuscularly in the left deltoid and Gardasil (lot number 0954F) intramuscularly in the right arm, on 15 February 2007. She did not have
any illness at the time of the vaccinations. She fully recovered and is stable. Follow-up information received on 26 March 2007. The patient had no illness at the
time of vaccination and had received no other vaccinations within four weeks of the 15 February 2007 immunization. The event required a doctor visit. No
relevant diagnostic testing was performed.

Symptom Text:

PrednisoneOther Meds:
Lab Data:
History:
Prex Illness:

Autoimmune hepatitis. She did not have any illness at the time of the vaccinations.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

282567-1

17-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

TDAP
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

C2644A
0954F

0
0

Left arm
Right arm

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Mar-2007
Vaccine Date

27-Mar-2007
Onset Date

11
Days

22-Jun-2007
Status Date

--
State

WAES0705USA05081
Mfr Report Id

This report was identified from a line listing on request by the Company from the FDA under the Freedom of Information Act. A 15 year old female patient with
no medical history, was vaccinated IM in the left arm, on 16-MAR-2007, with the second dose of Gardasil (Lot #656051/0244U). On 27-MAR-2007 the patient
experienced severe myalgias that progressed over 2 weeks until the patient was unable to sit up or walk. On 04-APR-2007, the patient developed a fever and
within one hour of onset, became hypotensive and developed a flushing rash: she was admitted to the pediatric intensive care unit (PICU). The patient
experienced the events of abasia, diarrhea, flushing , hypokinesia, hypotension, hypotension, inflammation, myalgia, nausea, pharyngolaryngeal pain, pyrexia
and rash. Treatment included pressors (unspecified) and dopamine. As of 06-APR-2007, no source had been identified (the source of infection may have been
an inflammed area on the back of the patient's earlobe at an earring hole site), and the patient was improving. The listing indicated that one or more of the
events required a visit to the emergency room, resulted in hospitalization, was considered to be life threatening. No further information is available. The original
reporting source was not identified. The records of testing prior to release of the lot in question, have been rechecked and found to be satisfactory. The lot
complies with the standards and was released. 04-Apr-2007 DA Streptococcus oralis culture negative, 04-Apr-2007 DA blood negative, 04-Apr-2007 DA chest
X-ray normal, 04-APR-2007 DA diagnostic hematology blood test negative, 04-APR-2007 DA erythrocyte sedimentation rate 36 (units not provided), 04-Apr-
2007 DA serum C-reaction protein test 8.3 (units not provided), 04-Apr-2007 DA serum antistreptolysin O antigen test negative, 04-Apr-2007 DA urine culture
negative, 04-Apr-2007 DA white blood cell count elevated.

Symptom Text:

PrevacidOther Meds:
Lab Data:

History:
Prex Illness:

chest X-ray 04/04?/07 - normal, diagnostic laboratory 04/04?/07 - negative, Streptococcus oralis 04/04?/07 - negative, Streptococcus oralis 04/04?/07 -
negative, serum C-reactive 04/04?/07 8.3, serum creatine kinase 04/04?/07  <7, WBC count
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

282581-1 (S)

22-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abasia, Diarrhoea, Flushing, Hypokinesia, Hypotension, Infection, Inflammation, Myalgia, Nausea, Pharyngolaryngeal pain, Pyrexia, Rash

 ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, LIFE THREATENING, SERIOUS

Other Vaccine
21-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0244U 1 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Mar-2007
Vaccine Date

12-Apr-2007
Onset Date

27
Days

22-Jun-2007
Status Date

FR
State

WAES0706USA02684
Mfr Report Id

Information has been received from a general practitioner concerning a 17 week old female who on 16-MAR-2007 received her first dose of Gardasil,
intramuscularly into the upper arm. On 12-APR-2007, she experienced staphylococcal sepsis with fever and nausea. She was admitted to the hospital and
treated on the intensive care unit. She recovered within an unspecified time. On 01-JUN-2007, the patient received her second dose of the Gardasil,
intramuscularly into the upper arm. On 05-JUN-2007, she developed a similar clinical picture (bacterial infection with fever and nausea). She received
outpatient treatment with antibiotics. She recovered within an unspecified time. Lab findings in both cases showed inflammatory alternations (not specified). No
further information is available. Other business partner numbers included E2007-03785.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory test 12?Apr07 inflammatory alternations, diagnostic laboratory test 05?June07 inflammatory alternations
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

282582-1 (S)

22-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Bacterial infection, Inflammation, Nausea, Pyrexia, Similar reaction on previous exposure to drug, Staphylococcal sepsis

 HOSPITALIZED, SERIOUS

Other Vaccine
21-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Jan-2001
Vaccine Date

13-Feb-2007
Onset Date

2212
Days

22-Jun-2007
Status Date

FR
State

WAES0706PER00006
Mfr Report Id

Information has been received from a physician concerning a 23 year old female on 23-JAN-2001 was vaccinated with Gardasil. There was no concomitant
medication. On 13-FEB-2007 the patient experienced spontaneous abortion. The reporter felt that spontaneous abortion was an other medical event and was
not related to therapy with Gardasil. No further information is available.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

beta-human chorionic gonadotropin (unsp) 13Feb07 Negative
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

282583-1

22-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2555
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Jun-2007
Vaccine Date

19-Jun-2007
Onset Date

12
Days

02-Jul-2007
Status Date

MN
State Mfr Report Id

6/19/07 onset of urticaria , Left index finger swelling; 6/20/07 generalized urticaria, joint swelling of wrists/index finger, pain of coccyx, pain bilateral forearms
with redness slight tonsil/ 6/21/07 swelling severe of hands, wrists, knees, increased urticara.

Symptom Text:

Other Meds:
Lab Data:
History:

none notedPrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

282596-1

02-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Joint swelling, Oedema peripheral, Pain, Tonsillitis, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Jun-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2323AA
0389U

0
0

Left arm
Left arm

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Jun-2007
Vaccine Date

15-Jun-2007
Onset Date

0
Days

02-Jul-2007
Status Date

OH
State Mfr Report Id

Pt received 5 vaccines was sitting in waiting room after injections, with her family. Approximately 5 minutes later mom yelled for help. Patient was lying on floor
face down. She had been feeling dizzy and fainted. BP 106/60, P 76 diaphoretic. Recovered after approx 5 minutes.

Symptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

Dr called patients response a Vasovagal fainting episode
None Known of patient and younger sib. interpreted for mom who did not speak english.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

282602-1

02-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Fall, Hyperhidrosis, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Jun-2007

Received Date

Prex Vax Illns:

TDAP
HEPA
MNQ
MMR
HPV4

SANOFI PASTEUR
MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.
MERCK & CO. INC.

C2457AA
AHAVB141AA
U2225AA
0950F
1427F

4
0
0
1
0

Right arm
Right arm
Right arm
Left arm
Left arm

Intramuscular
Intramuscular
Intramuscular

Subcutaneously
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
02-Jul-2007
Status Date

CT
State Mfr Report Id

Syncope head injury with loss of consciousness , questionable SZ, vomiting.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

CT head negative

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

282611-1

02-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Head injury, Loss of consciousness, Syncope, Vomiting

 NO CONDITIONS, NOT SERIOUS

Related reports:   282611-2

Other Vaccine
21-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0524U 0 Left arm Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Jun-2007
Vaccine Date

21-Jun-2007
Onset Date

0
Days

05-Jul-2007
Status Date

CT
State

WAES0706USA04210
Mfr Report Id

Information has been received from a registered nurse concerning a 14 year old female with seasonal allergies and no history of seizures who on 21-JUN-2007
was vaccinated with the first dose of Gardasil (Lot# 658094/0524U) 0.5 mL IM. Concomitant medication was not reported. On 21-JUN-2007 the patient's
mother was checking out of the office when the receptionist saw the patient's eyes roll back in her head and she passed out. The patient hit her head and entire
body on the concrete floor. The nurse and physician ran to the patient and it appeared as if she was coming out of a seizure. The patient had lost
consciousness and developed visual disturbance, dizziness, headache and vomiting. Medical attention was sought. On 21-JUN-2007 a computed axial
tomography (CAT SCAN) was performed and the results were found to be negative for bleeding. The patient was observed in the office for several hours and
released home with her mother. At time of reporting the patient had nausea, vomiting, headaches, visual disturbance and was still unsteady on feet. Additional
information is not available at the time of reporting. Upon internal review, seizure was determined to be an other important medical event. Additional information
has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Seasonal allergyPrex Illness:

Computed axial 06/21/07 - negative for bleeding

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

282611-2

05-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Balance disorder, Convulsion, Dizziness, Eye rolling, Fall, Head injury, Headache, Loss of consciousness, Visual disturbance, Vomiting

 ER VISIT, NOT SERIOUS

Related reports:   282611-1

Other Vaccine
03-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0524U 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Apr-2007
Vaccine Date

10-Apr-2007
Onset Date

0
Days

25-Jun-2007
Status Date

AZ
State

WAES0706USA02323
Mfr Report Id

Information has been received from a nurse concerning a 17 year old female who on 19-JAN-2007 was vaccinated with IM with a 0.5 ml first dose of Gardasil
(654389/0961F). On 10-APR-2007 was vaccinated with IM with a 0.5 ml second dose of Gardasil (657617/0384U). Concomitant therapy included vitamins
(unspecified). On 10-MAY-2007 the patient was seen in the emergency department because she experienced vomiting and dehydration. On 10-MAY-2007
serum beta-human chorionic gonadotropin test diagnosed the patient as pregnant. The patient was treated with unspecified intravenous solution and
ondansetron hydrochloride (ZOFRAN). Her last menstrual period was 28-MAR-2007. Estimated date of delivery was 02-JAN-2008. On approximately, 13-JUN-
2007, the patient developed a urinary tract infection. The patient was treated with nitrofurantoin (MACROBID). The reporting nurse practitioner considered
vomiting and dehydration and to be other important medical events. Additional information has been requested.

Symptom Text:

vitamins (unspecified)Other Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 3/28/2007)Prex Illness:

serum beta-human 05/10/07 posit

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

282643-1

25-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dehydration, Drug exposure during pregnancy, Urinary tract infection, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
22-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0384U 1 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Oct-2006
Vaccine Date

27-Oct-2006
Onset Date

0
Days

25-Jun-2007
Status Date

IA
State

WAES0706USA01399
Mfr Report Id

Initial and follow-up information has been received through the Merck pregnancy registry from a registered nurse concerning an 18 year old female with 1
previous pregnancy that resulted in miscarriage, who on 27-OCT-2006 was vaccinated with the first dose of Gardasil (lot # 653937/0637F) when she was 17
1/7 weeks pregnant, last menstrual period 29-JUN-2006. Concomitant medication included hormonal contraceptives (unspecified). On 03-DEC-2006 the patient
found out she was pregnant via a home beta-human chorionic gonadotropin test (unspecified) and concomitant medication was stopped. A full term baby was
born on 25-MAR-2007. Subsequently, the infant was born with a left club foot and two vessel umbilical cord. On 04-MAY-2007 the patient was vaccinated with
the second dose of Gardasil (lot # 0210U). There were no other birth defects in the family. The nurse felt that the left club foot and two vessel umbilical cord
were other important medical events. This is one of two patients received from the same source. This is an amended report. The terms Medication error and No
adverse effect and information regarding the events have been deleted from this report and entered into WAES 0701USA02073.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

beta-human chorionic 12/03/06 - positive
Miscarriage

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

282644-1

25-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Talipes, Umbilical cord abnormality

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0637F 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
25-Jun-2007
Status Date

--
State

WAES0706USA02595
Mfr Report Id

Information has been received from a health professional, for the Pregnancy Registry for Gardasil, concerning a female patient who was vaccinated with a dose
of Gardasil. Concomitant suspect therapy included a dose of M-M-R II. Other concomitant therapy included "other unspecified vaccines". The reporter
mentioned that the patient was pregnant but miscarried after receiving Gardasil. Unspecified medical attention was sought. No additional information was
available. Upon internal review, miscarriage was determined to be an other Important Medical Event. Additional information has been requested.

Symptom Text:

(therapy unspecified)Other Meds:
Lab Data:
History:

Pregnancy NOS (LMP = Unknown)Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

282645-1

25-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
22-Jun-2007

Received Date

Prex Vax Illns:

UNK
MMR
HPV4

UNKNOWN MANUFACTURER
MERCK & CO. INC.
MERCK & CO. INC.

NULL
NULL
NULL

Unknown
Unknown
Unknown

Unknown
Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jun-2007
Vaccine Date

01-Jun-2007
Onset Date

0
Days

25-Jun-2007
Status Date

--
State

WAES0706USA02781
Mfr Report Id

Information has been received from a physician's assistant concerning an 11 year old female who on 01-JUN-2007 was vaccinated with Gardasil (lot #
657736/0389U) (doses # unspecified) injection. Concomitant therapy included "T-Dap", and Menactra both also given on 01-JUN-2007. On 01-JUN-2007,
approximately 20 minutes after receiving the Gardasil, the patient passed out in the reception area of the physician's office. Medical attention was sought. The
patient was fasting and did not have anything to eat before receiving the vaccine. The patient was treated with oxygen and fluids at the physician's office. She
was not taken to the emergency room. On 01-JUN-2007, the patient recovered. The reporting physician's assistant felt that the event was serious because the
patient was given oxygen (Other Important Medical Event). Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

282646-1

25-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Fluid replacement, Loss of consciousness, Oxygen supplementation

 ER VISIT, NOT SERIOUS

Other Vaccine
22-Jun-2007

Received Date

Prex Vax Illns:

TDAP
HPV4
MNQ

UNKNOWN MANUFACTURER
MERCK & CO. INC.
SANOFI PASTEUR

NULL
0389U
NULL

Unknown
Unknown
Unknown

Unknown
Unknown
Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Mar-2007
Vaccine Date

20-Mar-2007
Onset Date

0
Days

25-Jun-2007
Status Date

FR
State

WAES0706USA02449
Mfr Report Id

Information has been received from a gynecologist's assistant concerning a 21 year old female who on 20-MAR-2007 was vaccinated intramuscularly with a
first dose of Gardasil. The patient subsequently experienced mild injection site inflammation post vaccination with the first dose. The patient recovered from
injection site inflammation within an unspecified time. On 30-MAY-2007, the patient was vaccinated intramuscularly in the upper arm with a second dose of
Gardasil (batch NE35170, lot 654948/0903F). A half an hour later, already at home, the patient experienced severe dyspnea. She presented at the family
physician who administered corticosteroids IV. Lung capacity was measured and was reduced to 2 liters. Shortly after administration of corticosteroids, she
recovered (exact duration not reported). Booster dose will not be administered. The patient's dyspnea and total lung capacity low were considered other
important medical events. Other business partner numbers included E2007-03784 and E2007-03792. Additional information is not expected. Case is closed.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

282647-1

25-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dyspnoea, Injection site inflammation, Total lung capacity decreased

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-Jun-2007

Received Date

injection site inflammation~HPV (Gardasil)~0~21~In PatientPrex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
17-May-2007
Vaccine Date

Unknown
Onset Date Days

02-Jul-2007
Status Date

--
State Mfr Report Id

Reporting of expiration dates. Gardasil exp date is reported as 06 Feb 10. Nurse confused is this 2/10/06 or 2/6/2010. If 2/10/06, administration would have led
to an exp med given to an adolescent. If 2/06/2010 nurse may have improperly disposed of unexpired med. Another way to report the expiration date to a more
standardized fashion will decrease confusion associated with exp dates on medications.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

282659-1

02-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Expired drug administered

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Jun-2007
Vaccine Date

13-Jun-2007
Onset Date

1
Days

02-Jul-2007
Status Date

NE
State Mfr Report Id

L arm 4-5 inch area of warmth, redness, mildly indurated - non-tender - Non- itchy, developed approximately 24 hours after injections - treated with ice,
Ibuprofen.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

282662-1

02-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site induration, Injection site warmth

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-Jun-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2228AA
0387U

0
0

Left arm
Left arm

Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jun-2007
Vaccine Date

18-Jun-2007
Onset Date

0
Days

02-Jul-2007
Status Date

NY
State Mfr Report Id

Fine unraised pink rash immediately after Gardasil injection on her right deltoid. Rash resolved in 10 minutes. No other complaints. #3 Gardasil - No prior
reactions.

Symptom Text:

noneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
Penicillin

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

282664-1

02-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site discolouration, Injection site rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0523U 2 Right arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jun-2007
Vaccine Date

18-Jun-2007
Onset Date

0
Days

02-Jul-2007
Status Date

NY
State Mfr Report Id

Pt developed red unraised rash immediately after vaccine was given on her left deltoid. Rash completely resolved after 10 min. No reaction after first dose.
Tested other arm for sensitivity to alcohol without reaction.

Symptom Text:

Yasmin 28Other Meds:
Lab Data:
History:

NonePrex Illness:

None
Penicillin

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

282665-1

02-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site rash, No reaction on previous exposure to drug

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0523U 1 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-May-2007
Vaccine Date

18-May-2007
Onset Date

1
Days

02-Jul-2007
Status Date

CA
State

CA070023
Mfr Report Id

Patient developed hyperventilation; cold, mottled hands. Normal vital signs normal blood sugar. Halfway through Albuterol treatment, patient looked tired --->
sent to ER via EMS.

Symptom Text:

Benzyl peroxide, Retin-AOther Meds:
Lab Data:
History:

AcnePrex Illness:

Random blood sugar = 109
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

282701-1

02-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Fatigue, Hyperventilation, Livedo reticularis, Peripheral coldness

 ER VISIT, NOT SERIOUS

Other Vaccine
22-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0243U 0 Left arm Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Jun-2007
Vaccine Date

19-Jun-2007
Onset Date

0
Days

02-Jul-2007
Status Date

CA
State Mfr Report Id

Redness, heat and mild swelling to left upper arm at injection site. Denies pain.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
10.0

282710-1

02-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site swelling, Injection site warmth

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-Jun-2007

Received Date

Prex Vax Illns:

VARCEL
UNK
TDAP

HPV4

MERCK & CO. INC.
UNKNOWN MANUFACTURER
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

1250F
NULL
AC52B009AA

0171U

2

0

Left arm
Left arm
Left arm

Right arm

Subcutaneously
Unknown

Intramuscular

Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Jun-2007
Vaccine Date

05-Jun-2007
Onset Date

1
Days

02-Jul-2007
Status Date

IA
State

IA07008
Mfr Report Id

6/4/07 Eve - felt fatigued, mild achy then 6/5/07 awoke with extreme achiness, mild dyspnea with exertion and swelling of face. 6/4/07 Eve had been outdoors
fishing, one bug bite found on her hand. ER Visit attached. Recovered in 1 day.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

CXR negative, Mono spot negative, CBC unremarkable, Strep negative
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

282712-1

02-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthropod bite, Dyspnoea exertional, Fatigue, Pain, Swelling face

 ER VISIT, NOT SERIOUS

Other Vaccine
22-Jun-2007

Received Date

Prex Vax Illns:

HPV4
HEP

MERCK & CO. INC.
MERCK & CO. INC.

0211U
1213R

1
1

Right arm
Left arm

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Jun-2007
Vaccine Date

22-Jun-2007
Onset Date

0
Days

26-Jun-2007
Status Date

PA
State Mfr Report Id

syncopal episode immediately after injection.  patient quickly recovered and felt fine after about 15 seconds.  no nausea, vomiting.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

EEG and echocardiogram have been ordered-patient has not had completed yet.
Amoxicillin

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

282724-1

27-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0524U 0 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Jun-2007
Vaccine Date

23-Jun-2007
Onset Date

0
Days

26-Jun-2007
Status Date

IL
State Mfr Report Id

After 3 minutes of the application, the patient  got paleness, weakness, shakeness, generalized stiffness. She asked then "What happened? The BP went down
to 80/60, and heart rate around 50's. The situation resolved in 15 minutes. No aditional treatment was given.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

282734-1

27-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Blood pressure decreased, Heart rate decreased, Musculoskeletal stiffness, Pallor, Tremor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
23-Jun-2007

Received Date

Prex Vax Illns:

VARCEL
MNQ
HPV4

MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.

1501F
U2183AA
0012U

0
0
0

Left arm
Left arm

Right arm

Subcutaneously
Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Jun-2007
Vaccine Date

21-Jun-2007
Onset Date

0
Days

26-Jun-2007
Status Date

IL
State Mfr Report Id

Patient received Gardasil. Three minutes after the vaccine was given she said: "I don't feel good" Then she went pale, stiff, fainted. She didn't recall what
happened. She came back after 5 minutes. Her BP was low, 60/40 and received epi 0.3 mg.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

282735-1

27-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypotension, Malaise, Musculoskeletal stiffness, Pallor, Syncope

 NO CONDITIONS, NOT SERIOUS

Related reports:   282735-2

Other Vaccine
23-Jun-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2183AA
0012U

0
0

Left arm
Right arm

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Jun-2007
Vaccine Date

21-Jun-2007
Onset Date

0
Days

05-Jul-2007
Status Date

IL
State

WAES0706USA04707
Mfr Report Id

Information has been received from a certified medical assistant (CMA), concerning an 18 year old female patient, who on 21-JUN-2007 was vaccinated IM,
with the first dose, 0.5ml, of Gardasil (Lot #655503/0012U). Concomitant therapy included MENACTRA. Five minutes after the vaccination, the patient
"developed syncope," while she was in the process of making another appointment. The CMA reported that the patient also experienced weakness, low blood
pressure (value not specified), and paleness. Treatment involved administered epinephrine 0.3mg. The patient felt better after 10-15 minutes, and was
released with instructions to call the office if she had any further problems. The CMA reported that the patient had not called the office, but indicated the
outcome of the events was unknown. The CMA considered one or more of the events to be serious as an other significant medical event, as intervention to
prevent serious criteria was required. The CMA indicated episodes of syncope for 2 additional patients following vaccination with Gardasil (0706USA04697,
0706USA04722). Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

282735-2

05-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Hypotension, Pallor, Syncope

 ER VISIT, NOT SERIOUS

Related reports:   282735-1

Other Vaccine
03-Jul-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
0012U 0

Unknown
Unknown

Unknown
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-May-2007
Vaccine Date

11-Jun-2007
Onset Date

19
Days

27-Jun-2007
Status Date

NC
State Mfr Report Id

Urinary tract infection moved into kidneys and caused kidney infection resulting in hospitalization and IV antibiotics.  7/6/07 Received hospital medical records
which reveal patient experienced fever,  back pain & vomiting while away from home on mission trip.  Exam revealed bilat CVA tenderness. Admitted 6/22-
6/23/07.  D/C to f/u for outpatient oral antibiotics. FINAL DX: Pyelonephritis, resolving. 8/14/07 Received vax record which confirms HPV dose & lot # as
reported.

Symptom Text:

Other Meds:
Lab Data:

History:
Prex Illness:

Developed Urinary Tract infection that went to her kidneys and resulted in hospitalization for kidney infection. LABS: UA had 50-100 WBCs, c/s revealed gram
neg bacilli.  WBC max 31.4, granulos 89.2, monos 8.4, lymphs 5.8. Blood c/s was ne
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

282736-1 (S)

16-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Back pain, Kidney infection, Pyelonephritis, Pyrexia, Urinary tract infection, Vomiting

 HOSPITALIZED, SERIOUS

Other Vaccine
23-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0388U 0 Right arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-May-2007
Vaccine Date

23-May-2007
Onset Date

2
Days

27-Jun-2007
Status Date

CA
State Mfr Report Id

Received first Gardasil HPV vaccine on 3/19/07, received second vaccine on 5/21/07 by 5/23/07 had a rash on upper arms and shins (front bottom legs),
worsened and spread as each week went on. Took Claritin, went to Urgent Care on 6/13/07 received steroid shot in rear and 6 day Predizone pack, rash
continued to spread and worsen all over body (arms, legs, stomach, back, butt, hands, neck etc. (not currently on face or feet)- thousands of small bumps,
circular patches, hive type bumps (raised and dry) - very itchy and red) went to primary care physican on 6/22/07 told to continue with Claritin during the day
and Benedryl at night, also applying Coritizone Cream and Cortaid sent to lab for blood work and urine sample will have results on 6/25/07.

Symptom Text:

Ortho tri cyclen loOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

282740-1

27-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Injection site rash, Pruritus, Rash generalised, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
25-Jun-2007

Received Date

Prex Vax Illns:

HPV4HPV4 MERCK & CO. INC. NULL 1 Left arm Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Oct-2006
Vaccine Date

16-Nov-2006
Onset Date

17
Days

26-Jun-2007
Status Date

KS
State

WAES0611USA04683
Mfr Report Id

Information has been received through the Merck pregnancy registry and from a 26 year old female with a sulfonamide allergy who on 30-OCT-2006 was
vaccinated with the first dose of Gardasil (Lot#653735/0688F). Concomitant therapy included prenatal vitamins. On 16-NOV-2006 the patient had an ultrasound
which confirmed she was pregnant. No adverse event was noted. Additional information received from a pediatrician indicated that on 04-JUN-2007 the patient
gave birth by c-section due to pre-eclampsia to a 4lb 4oz female. The patient was 35.6 weeks from LMP. On 16-JAN-2007, laboratory diagnostic studies
included tetra-screening at 16 weeks and was reported to be normal. The infant was reported to be normal. Upon internal review, pre-eclampsia was
considered to an other important medical event. Additional information is not expected.

Symptom Text:

vitamins (unspecified)Other Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 9/28/2006); Sulfonamide allergyPrex Illness:

ultrasound 11/16/06 - normal, ACTH stimulation 01/16/07 - negative

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

282745-1

26-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Pre-eclampsia

 ER VISIT, NOT SERIOUS

Other Vaccine
25-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0688F Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
26-Jun-2007
Status Date

--
State

WAES0706USA02027
Mfr Report Id

Information has been received from a health professional at a health department concerning a patient who was vaccinated with a dose of Gardasil.
Concomitant vaccinations included a dose of hepatitis A vaccine (inactive (manufacturer unknown) Menactra. Subsequently the patient experienced guillain-
barre syndrome. No further information was available. Upon internal review, guillain-barre syndrome was considered an other important medical event.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

282746-1

26-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Guillain-Barre syndrome

 ER VISIT, NOT SERIOUS

Other Vaccine
25-Jun-2007

Received Date

Prex Vax Illns:

MNQ
HPV4
HEPA

SANOFI PASTEUR
MERCK & CO. INC.
MERCK & CO. INC.

NULL
NULL
NULL

Unknown
Unknown
Unknown

Unknown
Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
26-Jun-2007
Status Date

--
State

WAES0706USA02351
Mfr Report Id

Information has been received from a physician who attended a conference that mentioned two patients who were vaccinated with Gardasil. Subsequently the
patients died. The cause of death not reported. Attempts are being made to obtain additional identifying information to distinguish the individual patients
mentioned in this report. Additional information will be provided if available. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

282747-1 (D)

26-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Death

 DIED, SERIOUS

Other Vaccine
25-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2580
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Jun-2007
Vaccine Date

Unknown
Onset Date Days

03-Jul-2007
Status Date

WA
State Mfr Report Id

2 Hours after vaccine - spreading erythema from site across chest, face. No wheezing; Rx; Benadryl 25mg.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

282764-1

05-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Injection site erythema

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
25-Jun-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2107AA
0171U

0
0

Right arm
Left arm

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Jun-2007
Vaccine Date

11-Jun-2007
Onset Date

2
Days

03-Jul-2007
Status Date

CA
State Mfr Report Id

Swollen right arm, asthma attack on 6-13-07.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

NKDA

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

282768-1

05-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthma, Oedema peripheral

 ER VISIT, NOT SERIOUS

Other Vaccine
25-Jun-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
MNQ

MERCK & CO. INC.
MERCK & CO. INC.
SANOFI PASTEUR

0600U
0210U
U2227AA

1
0
0

Right arm
Right arm
Left arm

Subcutaneously
Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jun-2007
Vaccine Date

18-Jun-2007
Onset Date

0
Days

03-Jul-2007
Status Date

VA
State Mfr Report Id

Became lightheaded, fell backwards and caught by mom. Placed on exam table where she became diaphoretic, pale, BP decrease 50/36, HR 40. Given fluids,
Recovered after 15 minutes, Hct 13.5, VS stable after 1/2 hr.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

282769-1

05-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure decreased, Dizziness, Fall, Heart rate decreased, Hyperhidrosis, Pallor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
25-Jun-2007

Received Date

Prex Vax Illns:

TDAP
MNQ
HPV4

SANOFI PASTEUR
SANOFI PASTEUR
MERCK & CO. INC.

C264AA
U2234AA
0384U

0
0
0

Left arm
Left arm

Right arm

Intramuscular
Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Apr-2007
Vaccine Date

24-Apr-2007
Onset Date

1
Days

03-Jul-2007
Status Date

TN
State Mfr Report Id

Pain in arm where received Gardasil x 1 month waking up at night with arm and shoulder pain. Sent to orthopedic doctor and has MRI - found 8 mm fluid pocket
in left deltoid. Go back to Ortho in 1 month.

Symptom Text:

ZOLOFTOther Meds:
Lab Data:
History:

NonePrex Illness:

MRI- 8MM pocket of fluid found in arm
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

282770-1

05-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Fluid retention, Musculoskeletal pain, Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
25-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0637F 0 Left arm Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Jan-2007
Vaccine Date

16-Jan-2007
Onset Date

0
Days

05-Jul-2007
Status Date

NY
State Mfr Report Id

Significant exacerbation of wheezing. Pt had 2nd HPV 6/12/07 - Merck 0587V. Similar symptoms.Symptom Text:

Albuterol M 02 prnOther Meds:
Lab Data:
History:

nonePrex Illness:

Asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

282771-1

05-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Vaccine positive rechallenge, Wheezing

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
25-Jun-2007

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

0962F
AHANB124BA

0
0

Left arm
Right arm

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Jun-2007
Vaccine Date

12-Jun-2007
Onset Date

0
Days

05-Jul-2007
Status Date

PA
State Mfr Report Id

None statedSymptom Text:

Albuterol PRN, Zyrtec PRNOther Meds:
Lab Data:

History:
NONEPrex Illness:

Patient also received Menactra vaccine same day 7/11/07-spoke with reporter's office-patient became dizzy, fell in parking lot-returned to office BP 98/56.
Appeared to be vasovagal reaction to immunization. Observed and recovered.
Environmental allergies

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

282772-1

11-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure decreased, Dizziness, Fall, Syncope vasovagal

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
25-Jun-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2004AA
0955F

0
0

Right arm
Right arm

Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Jun-2007
Vaccine Date

19-Jun-2007
Onset Date

0
Days

05-Jul-2007
Status Date

OH
State Mfr Report Id

After administering vaccine, patient passed out. After being eased to floor body became stiff and head twitched slightly. Patient was given fluids by mouth and
crackers. Patient sent home.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

282773-1

05-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness, Muscle twitching, Musculoskeletal stiffness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
25-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0389U 0 Right arm Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Jun-2007
Vaccine Date

15-Jun-2007
Onset Date

0
Days

05-Jul-2007
Status Date

CA
State Mfr Report Id

Vomited x 4, dizzy (light-headed) starting at 1 p.m.Symptom Text:

Adderall 40 mg day ApriOther Meds:
Lab Data:
History:

nonePrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

282775-1

05-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
25-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0389U 2 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2588
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Jun-2007
Vaccine Date

14-Jun-2007
Onset Date

0
Days

05-Jul-2007
Status Date

CA
State Mfr Report Id

Pt had near syncopal episode. Pt became pale, diaphoretic, dizzy, nauseous.Symptom Text:

Other Meds:
Lab Data:
History:

nonePrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

282776-1

05-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Hyperhidrosis, Nausea, Pallor, Presyncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
25-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0387U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2589
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-May-2007
Vaccine Date

30-May-2007
Onset Date

0
Days

02-Aug-2007
Status Date

NV
State Mfr Report Id

Blotchy rash and puffiness on face, muscle twitching face, arms, legs, felt tight, twitching feeling and tightness resolved with Benadryl all Sx resided with in 2
days.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

282801-1

02-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Muscle twitching, Rash macular, Swelling face

 ER VISIT, NOT SERIOUS

Other Vaccine
25-Jun-2007

Received Date

Prex Vax Illns:

TDAP

HPV4

GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

AC52B014AA

U2114AA

0

0

Right arm

Left arm

Unknown

Unknown



10 JUN 2008 06:27Report run on: Page 2590
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Jun-2007
Vaccine Date

13-Jun-2007
Onset Date

0
Days

27-Jun-2007
Status Date

FL
State Mfr Report Id

My daughter was given the HPV vaccination on 6-13-07. The lot # is 063U and the manufacturer is Merck & Co. She received her shot at the Health
Department. She has never had a reaction to a shot. Immediately after receiving the shot said her head hurt badly than she passed out falling to the floor
fortunately I was behind her and caught her. She was out for a bit probably 2-3 minutes and the nurse immediately called the paramedics and the doctor or
another nurse came in and gave her smelling salts which did not wake her.  Not too long afterward she woke up and said she could not see or hear. Both her
vision an hearing came back shortly afterward and then she said her body was burning inside that eventually went away as well. Nurse gave patient 50mg of
Benedryl in her fanny to help and the paramedics arrived and took her blood pressure.  We stayed for about 1/2 hour and came home she feels okay now but a
few days after the shot she has been loosing some of her hair. I am not going to take her for anymore of the HPV shots and would like to know if you have had
any other reactions and to make you aware of this information as it my help another child down the road. Anything you can do to help would be greatly
appreciated.  If you would like to call.

Symptom Text:

Other Meds:
Lab Data:
History:

nonePrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

282812-1

27-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Alopecia, Blindness, Burning sensation, Deafness, Headache, Immediate post-injection reaction, Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
25-Jun-2007

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

063U
NULL

0 Left arm
Unknown

Intramuscular
Unknown



10 JUN 2008 06:27Report run on: Page 2591
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Jun-2007
Vaccine Date

15-Jun-2007
Onset Date

0
Days

26-Jun-2007
Status Date

WI
State Mfr Report Id

She received 3 vaccines, the last of which was HPV.  After the third vaccination, she had a syncopal episode and it took approximately 3 minutes to regain
consciousness.  She was mentally alert and feeling fine by the time she left the clinic 15 minutes later.  We elevated her feet and gave her something to drink.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

nonePrex Illness:

Patient has a very small stature.  She is 15.5 years old and is 4ft 10.5 inches and weighs 76 pounds.
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

282822-1

27-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
25-Jun-2007

Received Date

Prex Vax Illns:

VARCEL
MNQ
HPV4

MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.

0336U
U2228AA
0522U

0
0
0

Right arm
Left arm
Left arm

Subcutaneously
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 2592
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Feb-2007
Vaccine Date

27-Feb-2007
Onset Date

0
Days

27-Jun-2007
Status Date

CA
State

WAES0706USA03288
Mfr Report Id

Information has been received from a physician, via a company representative, concerning a 17 year old female patient, who on 27-FEB-2007 was vaccinated
IM, with the first dose of Gardasil (Lot # not provided). There was no concomitant medication. On approximately 27-FEB-2007 ("after getting her first dose"), the
patient reported feeling a "little woozy." Later on (onset date not specified), she experienced depression that was significant enough to require counseling. With
counseling, the depression cleared (date not specified). On approximately 25-MAY-2007, she was vaccinated IM with the second dose of Gardasil (Lot # not
provided). On 25-MAY-2007, following the vaccination, she felt lightheaded, and again "went into depression (onset date not reported); counseling was
reinitiated. At the time of this report, the outcome of feeling woozy, feeling lightheaded, and the second episode of depression were unknown. The physician
considered the episodes of depression to be significantly disabling or incapacitating. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

282848-1 (S)

27-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Depression, Dizziness, Similar reaction on previous exposure to drug

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Other Vaccine
26-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2593
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jun-2007
Vaccine Date

18-Jun-2007
Onset Date

0
Days

06-Jul-2007
Status Date

NC
State Mfr Report Id

Dizzy, stomach cramping, Rt arm pain down from deltoid to elbow. Immediate warmth around injection site. Temp 99.2, BP 90/60Symptom Text:

ConcertaOther Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

282858-1

30-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain upper, Blood pressure decreased, Body temperature increased, Dizziness, Injection site pain, Injection site warmth

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
26-Jun-2007

Received Date

Prex Vax Illns:

MNQ
HEPA
HPV4

SANOFI PASTEUR
MERCK & CO. INC.
MERCK & CO. INC.

U2172AA
0018U
0181U

0
0
0

Left arm
Right arm
Right arm

Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 2594
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Apr-2007
Vaccine Date

24-Apr-2007
Onset Date

0
Days

06-Jul-2007
Status Date

IL
State Mfr Report Id

Shortly after receiving Gardasil on 4/24/07. Pt became "dizzy and lightheaded and heart was racing" - was reported to us today 6-25-07 also headache.Symptom Text:

Depo ProveraOther Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

282859-1

06-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Headache, Palpitations

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
26-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0244U 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2595
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Jun-2007
Vaccine Date

14-Jun-2007
Onset Date

0
Days

02-Jul-2007
Status Date

--
State Mfr Report Id

Shortly after receiving Gardasil, pt blacked out and fell off exam table where she had been sitting. Her forehead struck the exam table stirrup, breaking it off, her
left thigh scrapped against broken metal from stirrup and pt landed on the floor, where was found the the nurse

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

healthy female

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

282867-1 (S)

11-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Fall, Head injury, Loss of consciousness

 LIFE THREATENING, SERIOUS

Related reports:   282867-2

Other Vaccine
26-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0524U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2596
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Jun-2007
Vaccine Date

14-Jun-2007
Onset Date

0
Days

10-Sep-2007
Status Date

--
State

WAES0708USA02064
Mfr Report Id

Information was obtained on request by the Company from the FDA under the Freedom of Information Act concerning an 18 year old female patient who on 14-
JUN-2007 was vaccinated IM with a dose of Gardasil, lot #658094/0524U. Shortly after, the patient blacked out and fell off exam table where she had been
sitting. Her forehead struck the exam table stirrup, breaking it off, her left thigh scraped against broken metal from stirrup and patient landed on the floor, where
she was found by the nurse. Her outcome was not reported. The reporter considered loss of consciousness, head injury and fall to be immediately life-
threatening. The original reporting source was not provided. A standard lot check was performed. All in-process quality checks for the lot number in question
were satisfactory. In addition, an expanded lot check investigation was performed. The testing performed on the batch prior to release met all release
specifications. The lot met the requirements and was released. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

282867-2 (S)

25-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Fall, Head injury, Loss of consciousness

 LIFE THREATENING, SERIOUS

Related reports:   282867-1

Other Vaccine
07-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0524U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2597
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Jun-2007
Vaccine Date

14-Jun-2007
Onset Date

1
Days

06-Jul-2007
Status Date

NM
State Mfr Report Id

On 6/13/07 client was given Gardasil and VAR vaccines at public health office. Family reports client began to have reaction to VAR on 6/14, came to this office
6/15 reporting pain, swelling, itching around site of Varicella vaccine (L) arm-This area, reddened, hot with swelling noted by nurse. They returned that
afternoon, reaction somewhat larger, client had headache, itching arm pain. Referred to MD, began antibiotics that eve. soon improved. Resolved by 6/19/07.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

282875-1

06-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Injection site erythema, Injection site pain, Injection site pruritus, Injection site swelling, Injection site warmth

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
26-Jun-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

0339U
0960F

1
1

Left arm
Right arm

Subcutaneously
Intramuscular



10 JUN 2008 06:27Report run on: Page 2598
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Jun-2007
Vaccine Date

22-Jun-2007
Onset Date

0
Days

27-Jun-2007
Status Date

OR
State Mfr Report Id

Approx 5 minutes after receiving vaccines which included Tdap, HPV#1 and Menactra, pt had syncopal episode, falling to the floor and hitting her head.  She
was unconscious for approx 10-15 seconds, then groggy but oriented x 3.  She was unable to remember the day's events and kept asking the same questions
repeatedly.  Was observed in outpatient clinic x 2 hours with no improvement.  Transported via ambulance to ER, CT of head was normal, was observed 2
more hours and discharged home.

Symptom Text:

noneOther Meds:
Lab Data:
History:

Cough x 5 daysPrex Illness:

CT of the head
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

282901-1

27-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Fall, Head injury, Loss of consciousness, Somnolence, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
26-Jun-2007

Received Date

Prex Vax Illns:

TDAP

MNQ
HPV4

GLAXOSMITHKLINE
BIOLOGICALS
SANOFI PASTEUR
MERCK & CO. INC.

C2610AA

U2235AA
0389U

0

0
0

Left arm

Right arm
Left arm

Intramuscular

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 2599
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Jan-2007
Vaccine Date

16-Jan-2007
Onset Date

0
Days

28-Jun-2007
Status Date

AZ
State

waes0705usa03252
Mfr Report Id

Information has been received from a physician's assistant through the Merck Pregnancy registry concerning a 15 year old female patient with asthma who on
16-JAN-2007, was vaccinated IM with a second dose of Gardasil (Lot# 655617/1447F). Concomitant therapy included albuterol MDI. After the second dose, it
was discovered that she was pregnant. No adverse events were noted. On 24-MAY-2007, the patient elected to terminate the pregnancy. The patient was 21
weeks from last menstrual period. On 20-MAY-2007 and 22-MAY-2007, an ultrasound was performed and the results were unknown. At the time of this report,
the patient's outcome was unknown. It was also reported on 16-NOV-2006, the patient was vaccinated with a first dose of Gardasil (Lot# 653736/0868F). No
product quality complaint was involved. Upon internal review, elective termination was considered to be an other important medical event. Additional
information is not to be expected.

Symptom Text:

albuterolOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 1/1/2007) asthmaPrex Illness:

Ultrasound 05/20/07 - unknown results, ultrasound 05/22/07 - unknown results

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

282909-1

28-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion induced, Drug exposure during pregnancy, No adverse effect

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
27-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1447F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2600
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Jun-2007
Vaccine Date

14-Jun-2007
Onset Date

2
Days

28-Jun-2007
Status Date

--
State

WAES0706USA02740
Mfr Report Id

Information has been received from a registered nurse concerning an 18 year old female with no allergies and with a urinary tract infection who on 12-JUN-
2007 was vaccinated intramuscularly with the third 0.5 mL dose of Gardasil, (Lot number known by the reporter). Concomitant therapy included "birth control"
"antibiotic" (unspecified) and sulfamethoxazole/trimethoprim (BACTRIM). On 14-JUN-2007, approximately 36 hours after vaccination, the patient developed
severe neck pain and spasms on the same side (unspecified) of her injection. The patient was seen and her neck was described as "crooked" and "off center".
The back of the patient's neck was palpitated up to the skull and the patient expressed severe pain. Also, the site of injection was warm to the touch with signs
of inflammation. The patient lost a day of work. The patient sought unspecified medical attention. It was reported that ice was used along with ibuprofen
(MOTRIN) for the symptoms. On the morning of 15-JUN-2007, the patient felt a little better but her neck was still "crooked". The patient had an appointment
with an orthopedist. No further information was available. At the time of the report, the patient had not recovered. The reporter considered the patient's neck
pain, spasms, neck described as "crooked" and "off center" and injection was warm to the touch with signs of inflammation to be disabling. Additional
information has been requested.

Symptom Text:

antimicrobial (unspecified), hormonal contraceptives, BactrimOther Meds:
Lab Data:
History:

Urinary tract infectionPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

282910-1 (S)

28-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site inflammation, Injection site warmth, Muscle spasms, Neck deformity, Neck pain

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Other Vaccine
27-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2601
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Apr-2007
Vaccine Date

25-Apr-2007
Onset Date

5
Days

28-Jun-2007
Status Date

TN
State

WAES0706USA02796
Mfr Report Id

Information has been received from a physical therapist concerning a 19 year old female with an allergy to "vicryl sutures" who on approximately 20-APR-2007
was vaccinated with a dose of Gardasil. On approximately 25-APR-2007, five days after vaccination, the patient developed shoulder pain on the side where the
vaccination was given. She saw her pediatrician, and was referred to an orthopedic physician. Magnetic resonance imaging was performed and showed an 8
mm in diameter fluid filled sack underneath the deltoid. The patient can not use the arm due to the pain in her shoulder. The patient's shoulder pain and fluid-
filled sack underneath the deltoid have persisted. The physician considered the shoulder pain and fluid-filled sack underneath the deltoid to be disabling
events. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

HypersensitivityPrex Illness:

magnetic resonance 05/11/07 - 8 mm in diameter fluid filled sack underneath the deltoid

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

282911-1 (S)

26-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Effusion, Hypokinesia, Injected limb mobility decreased, Musculoskeletal pain

 PERMANENT DISABILITY, SERIOUS

Other Vaccine
27-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2602
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Jun-2007
Vaccine Date

16-Jun-2007
Onset Date

0
Days

28-Jun-2007
Status Date

NY
State

WAES0706USA03141
Mfr Report Id

Information has been received from a physician and a registered nurse concerning a 15 year old female with a drug sensitivity to SEPTRA and a  history of
seeing a neurologist and cardiologist for neurocardio syncope (Vasovagal) who on 26-MAR-2007 was vaccinated IM with a 0.5 ml first dose of Gardasil. On
approximately, 16-JUN-2007 the patient was vaccinated IM with a 0.5 ml second dose of Gardasil (lot # 657868/0523U). There was no concomitant
medications. On 16-JUN-2007, while in the physicians office, the patient fainted and then had a grand mal seizure. The patient was given oxygen. The office
called for an ambulance and the patient was taken to the emergency room and released. There were no laboratory or diagnostic test performed. On 16-JUN-
2007, the patient recovered from fainting and the grand mal seizure. On 18-JUN-2007, the patient was seen in the physicians office and was referred to a
neurologist. Upon internal review, grand mal seizure was considered to be an other important medical event. The registered nurse is requesting a lot check.
Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Syncope vasovagal; Drug hypersensitivityPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

282912-1

30-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Grand mal convulsion, Oxygen supplementation, Syncope

 ER VISIT, NOT SERIOUS

Related reports:   282912-2;  282912-3

Other Vaccine
27-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0523U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2603
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Jun-2007
Vaccine Date

16-Jun-2007
Onset Date

0
Days

29-Jun-2007
Status Date

NY
State

WAES0706USA02753
Mfr Report Id

Information has been received from a physician concerning a 15 year old female with a history of syncopal attacks (NOS) who had been previously evaluated
for the syncopal attacks on unspecified dates by a neurologist and cardiologist. On 26-MAR-2007 the patient was vaccinated IM with the first dose of Gardasil
(lot# not provided). On 16-JUN-2007 the patient received the second dose of Gardasil (Lot#6578681/0523U). On the same day she also received a vaccination
of Havrix. Post vaccination the patient was sitting in the physician's waiting room where she experienced a syncopal episode followed by a tonic clonic seizure
which lasted approximately three minutes and included urinary incontinence. After the seizure resolved the patient was treated with oxygen in the physicians
office, was alert and oriented and was then transported to the emergency room for further evaluation. It was reported that after being evaluated in the ER, she
had residual, and was feeling well. It was also reported that the patient did not have any difficulties after her first vaccination. The patient was scheduled to
follow up with a neurologist as a precaution. Upon internal review the tonic clonic seizure was felt to be an other medical event. Additional information has been
requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Syncopal attack

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

282912-2

29-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Condition aggravated, Grand mal convulsion, Oxygen supplementation, Syncope, Urinary incontinence

 ER VISIT, NOT SERIOUS

Related reports:   282912-1;  282912-3

Other Vaccine
28-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0523U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2604
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Jun-2007
Vaccine Date

16-Jun-2007
Onset Date

0
Days

10-Jul-2007
Status Date

NY
State Mfr Report Id

Patient received Hep A and HPV vaccines and was in waiting room she called out to mother and mom called for help. Drs went to child - she was having a
generalized tonic-clonic seizure with mild perioral cyanosis, urinary incontenance - lasted about 3 min. O2 was given VS after seizure 1 AP 88, R:16, O2 sat:
100%, BP 92/62. During seizure sz no RRR chest CTA bilat. EMS activated during seizure and pt transported to ER.

Symptom Text:

Other Meds:
Lab Data:
History:

Resolved sinusitisPrex Illness:

Taken by ambulance to ER (referred to neurology for final eval/tentative DX anoxic seizure, vasovagal syncope.
Septra (hives 3/18/93)

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

282912-3

30-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cyanosis, Grand mal convulsion, Urinary incontinence

 ER VISIT, NOT SERIOUS

Related reports:   282912-1;  282912-2

Other Vaccine
29-Jun-2007

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

0523U
AHAVB163AB

1
5

Left arm
Left arm

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 2605
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Jun-2007
Vaccine Date

14-Jun-2007
Onset Date

0
Days

28-Jun-2007
Status Date

IL
State

WAES0706USA03415
Mfr Report Id

Information has been received from a physician concerning a 14 year old female, with no pertinent medical history, who on 14-JUN-2007 was vaccinated IM,
with a first dose of Gardasil (lot # "02630"). There was no concomitant medication. Approximately, on 14-JUN-2007 it was reported the patient was "light-
headed", "out of it", and lethargic. On 15-JUN-2007 the patient had to be carried into the physicians office. Her sugar level was at 176 (hyperglycemic). She
was tested for diabetes but it came back "negative". It was reported that by 16-JUN-2007 the patient "was feeling much better." The physician considered "light-
headed", "out of it", lethargic, and a sugar level at 176 to be disabling. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory 06/15/07 - not diabetic, fasting blood glucose 06/15/07 176
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

282913-1 (S)

28-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Feeling abnormal, Hyperglycaemia, Lethargy

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Other Vaccine
27-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2606
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Jan-2007
Vaccine Date

07-May-2007
Onset Date

97
Days

28-Jun-2007
Status Date

FR
State

WAES0706PER00010
Mfr Report Id

Information has been received from a physician concerning a 24 year old female who on 30-JAN-2007 was vaccinated with Gardasil. There was no
concomitant medication. On 07-MAY-2007 the patient experienced spontaneous abortion and was hospitalized. Subsequently, the patient recovered from
spontaneous abortion. No further information is available.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

NONE
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

282914-1 (S)

28-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous

 HOSPITALIZED, SERIOUS

Other Vaccine
27-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2607
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-May-2007
Vaccine Date

02-Jun-2007
Onset Date

4
Days

28-Jun-2007
Status Date

NH
State

WAES0706USA02113
Mfr Report Id

Initial and follow-up information has been received from a nurse and a physician concerning a 24 year old female assistant manager with a drug allergy to
DILANTIN who was vaccinated intramuscularly into the left deltoid with the first dose of Gardasil (lot # 657617/0684U) on 29-MAY-2007. Concomitant therapy
included LEXAPRO and YASMIN. On 02-JUN-2007, the patient "became sick" and went to the emergency room (ER). It was reported that she experienced
headache, elevated liver enzymes, fever, severe back pain and a complete blood count that revealed infectious process. The nurse reported that the patient
had a variety of tests performed on her in the ER, including a liver function test (LFT) which showed that the patient's liver enzymes were high. On 06-JUN-
2007, the patient underwent the following laboratory test: Lyme disease enzyme-linked immunosorbent assay, negative; absolute blood band neutrophil count,
2.35 K/uL, blood lymphocyte count, 10%; mean corpuscular volume, 75 fL, serum Epstein-Barr viral capsid antigen immunoglobulin G antibody test, positive;
serum alanine aminotransferase test (ALT (SGPT), 486 U/L; serum aspartate aminotransferase test (AST (SGOT), 311 U/L; mean corpuscular hemoglobin
(MCH), 26 pg. On 06-JUN-2007, the patient also underwent an abdominal ultrasound. The physician's impression was that there was no evidence of gallstones
or dilated intra-, extrahepatic biliary ducts and there was a stable splenic cyst present. On 11-JUN-2007, the patient underwent the following laboratory tests:
MCH, 26 pg, WBC count, 10.8 x 10E3/uL; AST (SGOT), 49 IU/L; ALT (SGPT), 147 IU/L. The nurse reported that the patient was doing better, but her liver
enzyme levels were still elevated. At the time of the report, the outcome of severe back pain, headache, infectious process and fever were unknown. The
reporting physician considered elevated liver enzymes, severe back pain, headache, fever, and complete blood count revealing infectious process to be other
important medical events. Additional information is not

Symptom Text:

Yasmin, LexaproOther Meds:
Lab Data:

History:
Contraception; Drug hypersensitivityPrex Illness:

abdominal ultrasound 06/06/07 - stable splenic cyst; no evidence of gallstones or dilated intra-, extrahepatic biliary ducts, serum alanine 06/06/07 486 U/L 0-65,
mean corpuscular volume 06/06/07 75 fl 80-100, mean corpuscular 06/06/07 26 p

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

282915-1

28-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Back pain, Headache, Hepatic enzyme increased, Infection, Malaise, Neutrophil count decreased, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
27-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0384U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2608
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
M

Gender
17-Apr-2007
Vaccine Date

17-Apr-2007
Onset Date

0
Days

02-Jul-2007
Status Date

MI
State Mfr Report Id

anaphylactic reaction.  7/17/07 Received ER med records from hospital which reveal patient seen 4/19/07 after seen by pcp for vax same day.  Developed
facial swelling, rash & periorbital edema.  Tx at pcp office then transported to ER by EMS.  Edema improved by arrival in ER per parents but still noted to by
significant by ER.  Tx w/additional steroids & antihistamines & observed in ER.  Improved & was d/c to home. FINAL DX: acute allergic reaction.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
4.0

282920-1 (S)

20-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anaphylactic reaction, Hypersensitivity, Inappropriate schedule of drug administration, Periorbital oedema, Rash, Swelling face

 ER VISIT, LIFE THREATENING, SERIOUS

Related reports:   282920-2

Other Vaccine
27-Jun-2007

Received Date

Prex Vax Illns:

PNC
IPV
HPV4
DTAP

WYETH PHARMACEUTICALS, INC
SANOFI PASTEUR
MERCK & CO. INC.
SANOFI PASTEUR

B068699F
20547
1391F
C2605AA

0
3
0
4

Right leg
Left leg

Right leg
Left leg

Unknown
Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 2609
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
M

Gender
17-Apr-2007
Vaccine Date

17-Apr-2007
Onset Date

0
Days

17-Sep-2007
Status Date

--
State

200703032
Mfr Report Id

This case was received from another manufacturer under the reference number WAES 0708USA01648 on 05 September 2007. The following is verbatim from
that report: "This report was identified from a line listing obtained on request by the Company from the FDA under the Freedom of Information Act. A 4 year old
male patient was vaccinated on 17-APR-2007 with Gardasil in the right leg. Concomitant suspect therapy included the fourth dose of Daptacel (lot #C2605AA),
in the left leg, the third dose of IPOL (lot #20547) in the left leg and the first dose of Prevnar (lot #BO68699F) in the right leg." On 17-APR-2007, the patient
experienced anaphylactic reaction, hypersensitivity, inappropriate schedule of drug administered, periorbital oedema, rash and swelling face. Subsequently, the
patient recovered from anaphylactic reaction, hypersensitivity, inappropriate schedule of drug administered, periorbital oedema, rash and swelling face. The
listing indicated that one or more of the events were considered to be immediately life-threatening." "Follow-up information has been received from the FDA on
27-AUG-2007. On 17-JUL-2007, ER medical records were received from the hospital which revealed that the patient was seen on 19-APR-2007 after being see
by their PCP for vaccination that same day. The patient developed facial swelling, rash and periorbital edema. The patient was treated at the PCPs office and
then transported to the ER by EMS. The edema improved by arrival in the ER per the patient's parents but still noted to be significant by ER. The patient was
treated with additional steroids and antihistamines and observed in the ER. The patient's status improved and he was discharged to home. The final diagnosis
reported was acute allergic reaction." "No further information is available."

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
4.0

282920-2 (S)

25-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anaphylactic reaction, Drug administered at inappropriate site, Hypersensitivity, Periorbital oedema, Rash, Swelling face, Wrong drug administered

 LIFE THREATENING, SERIOUS

Related reports:   282920-1

Other Vaccine
14-Sep-2007

Received Date

Prex Vax Illns:

PNC
DTAP
HPV4
IPV

WYETH PHARMACEUTICALS, INC
SANOFI PASTEUR
MERCK & CO. INC.
SANOFI PASTEUR

B068699F
C2605A
NULL
20547

0
3

2

Unknown
Left leg

Unknown
Left leg

Unknown
Intramuscular

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 2610
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Jun-2007
Vaccine Date

26-Jun-2007
Onset Date

0
Days

28-Jun-2007
Status Date

SC
State Mfr Report Id

Apparent Hematuria (pink-red urine) approximately 6 hours after administration of 3 vaccines.  Continued through the evening, tea-colored urine in morning and
then cleared. No other symptoms noted. NOrmal UA at the exam earlier in the day.

Symptom Text:

Motrin and TylenolOther Meds:
Lab Data:
History:

nonePrex Illness:

none done
thyroglossal cyst and inguinal hernias as a child

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

282927-1

28-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Haematuria, Urine analysis abnormal

 NO CONDITIONS, NOT SERIOUS

Related reports:   282927-2

Other Vaccine
27-Jun-2007

Received Date

Prex Vax Illns:

TDAP

MNQ
HPV4

GLAXOSMITHKLINE
BIOLOGICALS
SANOFI PASTEUR
MERCK & CO. INC.

AC52B006BA

UE518AA
0515U

0

0
0

Right arm

Left arm
Right arm

Intramuscular

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 2611
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Jun-2007
Vaccine Date

26-Jun-2007
Onset Date

0
Days

22-Feb-2008
Status Date

SC
State

WAES0801USA00956
Mfr Report Id

Information has been received from a physician concerning a 17 year old female who on 26-JUN-2007 was vaccinated with her first dose of GARDASIL (Lot #
657872/0515U). Concomitant therapy included MENACTRA. On 26-JUN-2007 the patient experienced blood in urine. The patient sought unspecified medical
attention. On 27-JUN-2007, the patient recovered from having blood in urine. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

282927-2

25-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Blood urine present

 NO CONDITIONS, NOT SERIOUS

Related reports:   282927-1

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0515U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2612
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Jun-2007
Vaccine Date

26-Jun-2007
Onset Date

0
Days

28-Jun-2007
Status Date

IN
State Mfr Report Id

blisters both upper arms and upper back that began approx 4 hours after injection...pt says the blisters went away and recurred todaySymptom Text:

DesogenOther Meds:
Lab Data:
History:

none knownPrex Illness:

none
none known

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

282941-1

28-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blister

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
27-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0387U 2 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2613
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Apr-2007
Vaccine Date

13-Apr-2007
Onset Date

0
Days

28-Jun-2007
Status Date

FR
State

WAES0706USA04634
Mfr Report Id

Information has been received from a physician (a gynecologist), concerning a 13 year old female patient, who on 13-APR-2007 was vaccinated IM in the
upper arm, with the first dose, of Gardasil (Lot # not provided). On 13-APR-2007, immediately following vaccination, she had an episode of convulsive syncope;
she was helped to lay down with her legs raised, and recovered within a short time. On 15-JUN-2007, the reporting confirmed that the patient was vaccinated
with the second dose of Gardasil (Lot #655671/1024F; Batch NE51790), and the vaccination was well tolerated. This file is closed. Upon internal review,
convulsive syncope was considered to be serious as an other significant medical event. Other business partner numbers include: E2007-03766.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

282949-1

28-Jun-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
28-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2614
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Jun-2007
Vaccine Date

26-Jun-2007
Onset Date

0
Days

09-Jul-2007
Status Date

PA
State Mfr Report Id

Fainted after receiving injections. Per mom this is normal response after receiving injections occurs 10-15 min after that pt faints. Vital signs were stable.Symptom Text:

Other Meds:
Lab Data:
History:

nonePrex Illness:

none
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

282952-1

09-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
27-Jun-2007

Received Date

Fainting~Vaccine not specified (no brand name)~~10~In PatientPrex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2276BA
0388U

0
0

Left arm
Left arm

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 2615
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
09-Jul-2007
Status Date

IL
State Mfr Report Id

Few minutes after inj with Gardasil pt's mother reported that pt feels dizzy, looks pale and had stiffening of UE and LE. NO L.O.C, no seizures, Pt was observed
20 minutes and discharged in good condition.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
Hx of seizure disorder

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
10.0

282953-1

09-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Musculoskeletal stiffness, Pallor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
27-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0012U Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2616
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Jun-2007
Vaccine Date

Unknown
Onset Date Days

09-Jul-2007
Status Date

MI
State Mfr Report Id

NoneSymptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

282959-1

27-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
27-Jun-2007

Received Date

Prex Vax Illns:

MNQ
HPV4
DTAP

SANOFI PASTEUR
MERCK & CO. INC.
SANOFI PASTEUR

U2224AA
1208F
C261005AA

0
0
5

Left arm
Right arm
Right arm

Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 2617
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Jun-2007
Vaccine Date

16-Jun-2007
Onset Date

0
Days

09-Jul-2007
Status Date

NJ
State Mfr Report Id

Received 1st Gardasil shot in office around 11AM Later that day broke out with hives all over her torso and arms. Mom called Dr - Dose of Benadryl was
administered. Hives faded no other reaction reported. Spoke with mom on 6/18/07 child was fine.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

282963-1

09-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
27-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0525U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2618
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jun-2007
Vaccine Date

18-Jun-2007
Onset Date

0
Days

09-Jul-2007
Status Date

MA
State Mfr Report Id

Syncopal episode approx 5 min after administrationSymptom Text:

on Ortho-tri-cyclen 1 tab PO QDOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

282964-1

09-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
27-Jun-2007

Received Date

Prex Vax Illns:

TD
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

C2720AA
05220

0
0

Left arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 2619
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Apr-2007
Vaccine Date

02-Apr-2007
Onset Date

0
Days

09-Jul-2007
Status Date

NY
State Mfr Report Id

Hives on legs, asthma started bothering ptSymptom Text:

Paxil, Zyrtec, SingularOther Meds:
Lab Data:
History:

AsthmaPrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

282965-1

09-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthma, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
27-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0384U Left arm Unknown



10 JUN 2008 06:27Report run on: Page 2620
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Jun-2007
Vaccine Date

19-Jun-2007
Onset Date

0
Days

09-Jul-2007
Status Date

CA
State Mfr Report Id

Pt received vaccine and then sat for about 7-8 minutes. Upon checking out pt stated that she didn't feel right and fainted. Pt came around a minute later sat for
awhile and was released

Symptom Text:

MultivitaminOther Meds:
Lab Data:
History:
Prex Illness:

Dizziness & lightheadedness

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

282966-1

09-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Feeling abnormal, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
27-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0523U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2621
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Jun-2007
Vaccine Date

19-Jun-2007
Onset Date

0
Days

09-Jul-2007
Status Date

KY
State Mfr Report Id

Pt vomited 1 hr after getting vaccine 2nd several times during day, mom said and she though pt ran a fever but had no thermometer-2nd day pt. feeling betterSymptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

282970-1

09-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pyrexia, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
27-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0962F 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2622
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jun-2007
Vaccine Date

19-Jun-2007
Onset Date

1
Days

09-Jul-2007
Status Date

AZ
State Mfr Report Id

Large erythematous, indurated area at site of vaccination. Area about 5 cm diameter today, was larger on 6/19/07 per mom.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
9.0

282973-1

09-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site induration

 ER VISIT, NOT SERIOUS

Other Vaccine
27-Jun-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

0308U
L425F

1
0

Unknown
Unknown

Subcutaneously
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Jun-2007
Vaccine Date

20-Jun-2007
Onset Date

0
Days

09-Jul-2007
Status Date

MI
State Mfr Report Id

Client fainted after receiving HPV4 vaccine. Fl up done by RN and staff. Client recovered after 15"-20".Symptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

282975-1

09-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
27-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0962F 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2624
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
M

Gender
25-Jun-2007
Vaccine Date

25-Jun-2007
Onset Date

0
Days

09-Jul-2007
Status Date

PA
State Mfr Report Id

Starting 6 hrs post immunization, pt has urticaria on trunk and extremities and face, no breathing issues, examined 24 hr later still had scattered urticaria, no
joint swelling no mucosal.

Symptom Text:

Other Meds:
Lab Data:
History:

nonePrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
8.1

282980-1

30-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
27-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0522U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2625
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Jun-2007
Vaccine Date

13-Jun-2007
Onset Date

1
Days

09-Jul-2007
Status Date

WA
State Mfr Report Id

redness pain and swelling around Tdap site R deltoidSymptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

283082-1

09-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site pain, Injection site swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
28-Jun-2007

Received Date

Prex Vax Illns:

TDAP

HEPA
HPV4
MNQ

GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
MERCK & CO. INC.
SANOFI PASTEUR

AC52B015BA

00014U
0171U
U2115AA

0

0
0
0

Right arm

Left arm
Left arm

Right arm

Intramuscular

Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 2626
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Jun-2007
Vaccine Date

27-Jun-2007
Onset Date

0
Days

07-Jul-2007
Status Date

TN
State Mfr Report Id

Within minutes of receiving the HPV vaccination and a DTaP booster yesterday afternoon, my daughter complained of numbness extending down her right arm
(HPV vaccination site) to her finger tips.  She then noted tingling in her other hand and both of her feet.  She was sitting in the waiting area at this time.  I noted
that her lips looked pale.  I had her put her head in her lap.  After a minute or so, she sat back up and her lips were redder.  She remained a bit woozy for the
following hour or so.  Pain and discomfort in her right arm continued over the next several hours.  I treated her with 400mg advil when we got home about 2
hours after the vaccine.  She continued to complain of pain and stiffness in her right arm throughout the evening last night.  Today her right arm is better and
her left arm (DTaP site) is more painful.  As a pediatrician myself (MD, FAAP), I was very concerned when I saw the incidence of syncope being reported with
the HPV vaccine.  I spoke with a friend who has her PhD in child psychology.  She does not think "adolescence" is an appropriate excuse for this adverse
reaction.  I won't be giving my daughter the remaining doses until more has been studied regarding this reaction.

Symptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

283098-1

09-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Hypoaesthesia, Limb discomfort, Musculoskeletal stiffness, Pain in extremity, Pallor, Paraesthesia, Wrong drug administered

 NO CONDITIONS, NOT SERIOUS

Related reports:   283098-2

Other Vaccine
28-Jun-2007

Received Date

Prex Vax Illns:

HPV4
DTAP

MERCK & CO. INC.
UNKNOWN MANUFACTURER

NULL
NULL

0 Right arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 2627
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Jun-2007
Vaccine Date

27-Jun-2007
Onset Date

0
Days

13-Sep-2007
Status Date

--
State

WAES0707USA00975
Mfr Report Id

Information has been received from a registered nurse concerning a 11 year old white female with no pre-existing allergies, birth defects or medical conditions
weighing 33.5 kg and 148.5 cm in height who on 27-JUN-2007 was vaccinated in the right deltoid with the first dose of Gardasil (lot# 658094/0524U) and in the
left deltoid with a dose of BOOSTRIX (lot# AC52B018AB). On 27-JUN-2007 the patient felt dizzy and experienced numbness, pain and tingling of right arm and
later left arm and both legs, and pale lips. The patient did not pass out. The symptoms started a few minutes after shots were given and lasted for about one
hour. On 27-JUN-2007, the patient recovered. There were no illness at the time of vaccination and no laboratory diagnostic tests performed. No further
information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

283098-2

18-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Hypoaesthesia, Pain in extremity, Pallor, Paraesthesia

 NO CONDITIONS, NOT SERIOUS

Related reports:   283098-1

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

TDAP

HPV4

GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

AC52B018AB

0524U

0

0

Unknown

Unknown

Unknown

Unknown



10 JUN 2008 06:27Report run on: Page 2628
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Jun-2007
Vaccine Date

25-Jun-2007
Onset Date

0
Days

07-Jul-2007
Status Date

MD
State Mfr Report Id

child received Havrix Im in left deltoid, and then was given Gardasil .5ml IM.  Immediately after Gardasil, pt experienced arm tingling, followed by flushing,
diaphoresis, "Couldn't see", nausea and emesis x1.  Symptoms resolved within < 5 minutes and left office feeling "perfectly fine"  No treatment necessary.  Felt
tired the following day but otherwise no residual symptoms, nor any vaccine site localized rash/swelling.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

283107-1

09-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Fatigue, Flushing, Hyperhidrosis, Nausea, Paraesthesia, Visual acuity reduced, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
28-Jun-2007

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

0962F
AHAVB110AA

0
0

Left arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 2629
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Jun-2007
Vaccine Date

27-Jun-2007
Onset Date

0
Days

07-Jul-2007
Status Date

CA
State Mfr Report Id

Received her 2nd (In the set of three) IM injection in her left upper arm while standing in the doctor's office.  She was unaffected initialy and left the office
walking and talking and in no apparent distress.  Immediately upon exiting the docor's office however she lost consciousness and collapsed in the hallway,
striking her head on the tile floor.  She regained consciousness immediately but complained of dizziness and head pain.  She was removed back to the doctor's
office where her vital and neuro signs were assessed. Her vital signs were BP 110/70, pulse 72, resp 20; there were no postural changes to her blood
pressure.Her neuro exam was also unremarkable; PERLA, hand grasps equal and she was completely orientated to person, time and place.  As she is
diagnosed with a rare bleeding disorder, Factor 7 deficiency, a call was placed to her hemotologist to determine further treatment.  This physician felt that a CT
scan of her head was in order due to her continued complaints of head pain and dizziness.  She was then taken to another hospital where the CT scan was
performed. She was then directed back to the pediatrician's office where we waited for her test results.  The radiologist called to report a negative finding and
was discharged home with 48 hour head trauma precautions.  24 hours later her headache was much improved and the dizziness has disappeared.

Symptom Text:

Zoloft 50mg qdOther Meds:
Lab Data:
History:

NonePrex Illness:

Head Ct scan negative.
Depression; Asthma, Factor 7 deficiency

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

283115-1

09-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Head injury, Headache, Loss of consciousness, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
28-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2630
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jun-2007
Vaccine Date

18-Jun-2007
Onset Date

0
Days

10-Jul-2007
Status Date

TX
State Mfr Report Id

After 1st dose - 1 episode pallor and clamminess, After 2nd dose - 2 episodes pallor and clamminess symptoms self - resolved.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
Over nutrition, high cholesterol, poor vision.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

283124-1

10-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cold sweat, Pallor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
28-Jun-2007

Received Date

pallor and clamminess~HPV (Gardasil)~1~13~In PatientPrex Vax Illns:

HPV4 MERCK & CO. INC. 1208F 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2631
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Jun-2007
Vaccine Date

22-Jun-2007
Onset Date

0
Days

09-Jul-2007
Status Date

MA
State Mfr Report Id

Within minutes of receiving Gardasil vaccine turned green and became lightheaded. After laying down for 20 minutes sat up and became nauseous. Patient
able to leave after being observed for 45 minutes - 1 hour.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

283126-1

09-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Nausea, Skin discolouration

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
29-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0524U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2632
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Jun-2007
Vaccine Date

25-Jun-2007
Onset Date

0
Days

09-Jul-2007
Status Date

PA
State Mfr Report Id

Patient near syncope, felt faint, upset, pale in color.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

283274-1

09-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Pallor, Presyncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
29-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0522U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2633
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
09-Jul-2007
Status Date

MO
State Mfr Report Id

Light headed felt as though she might pass out.Symptom Text:

GLUCOPHAGE, PHENTAMINEOther Meds:
Lab Data:
History:

DM Type IIPrex Illness:

DM, Hypothyroid, Sulfa

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

283279-1

09-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
29-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2634
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Jun-2007
Vaccine Date

Unknown
Onset Date Days

09-Jul-2007
Status Date

MT
State Mfr Report Id

NoneSymptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

283280-1

09-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Unevaluable event

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
29-Jun-2007

Received Date

Prex Vax Illns:

MNQ
HEPAB

HPV4

SANOFI PASTEUR
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

U2232AA
AHABB080AB

0389U

0
0

0

Right arm
Left arm

Right arm

Intramuscular
Intramuscular

Intramuscular



10 JUN 2008 06:27Report run on: Page 2635
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Mar-2007
Vaccine Date

29-Mar-2007
Onset Date

6
Days

07-Jul-2007
Status Date

TX
State Mfr Report Id

On 3-24-07 this patient developed acute pain (arthralgias) of her L shoulder, L elbow, L knee, L shin, and L ankle (without frank arthritis, per se). Injection site
was the L arm. All resolved within 3-4 days without sequelae.

Symptom Text:

only topical Gynazole Vaginal CreamOther Meds:
Lab Data:
History:

nonePrex Illness:

Normal Inflammatory Panel ( Nl CBC, - ANA, - RA, nl esr of 4)
only seasonal allergic rhinitis / acne

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

283286-1

09-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
29-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0244U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2636
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Jun-2007
Vaccine Date

29-Jun-2007
Onset Date

7
Days

09-Jul-2007
Status Date

UT
State Mfr Report Id

Right sided face pain and touch sensitivity consisted with herpes zoster prodrome for which Acyclovir was started today.Symptom Text:

ZYRTEC DOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

283314-1

09-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Facial pain, Herpes zoster, Hyperaesthesia

 ER VISIT, NOT SERIOUS

Other Vaccine
29-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0384U 1 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 2637
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Jun-2007
Vaccine Date

20-Jun-2007
Onset Date

1
Days

09-Jul-2007
Status Date

MO
State Mfr Report Id

Nasal congestion and cough 1-2 days after vaccine x 3 - Dx URI/ Sinusitis, Treatment Z-Pak.Symptom Text:

Yaz birth control pillOther Meds:
Lab Data:
History:
Prex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

283319-1

09-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cough, Nasal congestion, Sinusitis, Upper respiratory tract infection

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
29-Jun-2007

Received Date

URI~HPV (Gardasil)~2~0~In PatientPrex Vax Illns:

HPV4 MERCK & CO. INC. 0524U 2 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2638
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
03-Jul-2007
Status Date

FR
State

WAES0706PHL00010
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with Gardasil. Subsequently the patient experienced anaphylactic
shock. Outcome, causality and other patient demographics were unknown. Anaphylactic shock was considered as an other important medical event. No further
information is available at the time of report. Contact details of physician was not available. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

283518-1

03-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anaphylactic shock

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
02-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
03-Jul-2007
Status Date

FR
State

WAES0706PHL00011
Mfr Report Id

Information has been received from a physician concerning 2 female patients who were vaccinated with Gardasil. Subsequently the patients experienced
anaphylactic shock. Outcome, causality and other patient demographics were unknown. Anaphylactic shock was considered an other important medical event.
No further information is available at the time of report. Contact details of reporting physician was not available. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

283519-1

03-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anaphylactic shock

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
02-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2640
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Mar-2007
Vaccine Date

06-Mar-2007
Onset Date

0
Days

03-Jul-2007
Status Date

MI
State

WAES0706USA04112
Mfr Report Id

Information has been received from the Merck Pregnancy Registry from a physician concerning a 17 year old female with no pertinent medical history who on
06-MAR-2007 was vaccinated intramuscularly with the first dose of Gardasil (Lot # 656049/0187U). The patient was prescribed ethinyl estradiol (+)
norgestimate (ORTHO TRI-CYCLEN) on the day she received the vaccination, but the reporter did not have any information regarding whether the patient was
taking them or not. It was later learned that the patient was pregnancy when she received the vaccination. On 07-APR-2007, the patient experienced shortness
of breath. On 14-APR-2007, she was hospitalized due to shortness of breath. It was later determined that the patient was experiencing a blood clot in her left
leg, deep vein thrombosis (DVT). On 16-APR-2007, the hospital determined that the patient was 11 weeks and 1 day pregnant. The estimated date of delivery
was 04-NOV-2007. Subsequently, the patient had an abortion performed for personal reasons not related to the vaccine. On 14-JUN-2007, the patient had not
recovered from the blood clot and the reporter indicated that an unspecified blood thinner was recommended as treatment. At the time of the report, the blood
clot persisted. The physician considered shortness of breath, abortion and blood clot in left leg to be other important medical events. The physician considered
shortness of breath and blood clot in left leg to be immediately life threatening events. Additional information has been requested. 7/11/07-ER records received
for DOS 4/14/07-DX: Recently diagnosed deep venous thrombosis. Possible pulmonary embolism. DX of blood clot 2 weeks prior. 4/14/07-attempted to
terminate pregnancy, 12 weeks pregnant. Procedure not performed. C/O dyspnes on exertion. RX with Lovenox. No chest pain. Left let swelling and tenderness
especially in popliteal fossa this has been ongoing for 2-3 weeks.  8/24/07-records received for DOS 04/07-04/10/07- DC DX: Deep venous thrombosis, left
lower extremity. Intrauterine pregna

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Pregnancy NOS (LMP = 1/28/2007)Prex Illness:

diagnostic laboratory - results not provided  7/11/07-records received Labs: Sticky platelet syndrome epinephrine response mildly increased ADP response
normal amplitutde. PTT 25.3, PT 12.6. INR 1.1. D-Dimer 8706 high. Antithrombin III low

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

283520-1 (S)

20-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion, Deep vein thrombosis, Drug exposure during pregnancy, Dyspnoea, Fall, Injury, Thrombosis

 ER VISIT, HOSPITALIZED, LIFE THREATENING, SERIOUS

Other Vaccine
02-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0187U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2641
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
03-Jul-2007
Status Date

ME
State

WAES0706USA04134
Mfr Report Id

Information has been received from a physician, via a company representative, concerning a 12 year old female patient, who was vaccinated (date not
specified) with the first dose of Gardasil, and following vaccination, felt like she was going to faint. The physician confirmed that the patient did not actually faint,
though she had dilated pupils and she "lost sight" for approximately 10 minutes. The patient was instructed to lie down for 10 minutes, and then reported "she
was okay." Upon internal review, "lost sight for approximately 10 minutes," was determined to be serious as an other important medical event. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

283521-1

03-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blindness transient, Dizziness, Mydriasis

 ER VISIT, NOT SERIOUS

Other Vaccine
02-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2642
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Oct-2006
Vaccine Date

28-Oct-2006
Onset Date

12
Days

09-Jul-2007
Status Date

FL
State Mfr Report Id

The patient was an athlete in peak condition. She was being treated for amenorrhea in Aug 2006 with PROVERA followed by YASMIN at the time of the first
administration of Gardasil. After 10/16/06 administration of Gardasil she dropped from 120 lbs to 88 lbs by 1/15/07. She was hospitalized 2/14/07 for one week.
Her condition was never diagnosed. Unexplained weight loss. 10/18/07-records received for DOS 2/12-2/26/07- DC DX: Weight Loss. Absence of Menstruation.
30 pound weight loss since October 2006, denies appetite changes. No nausea no vomiting, no abdominal pain, no headache. Denies being depressed.
Stopped taking pills in September 2006 and has had no periods since that day.

Symptom Text:

Provera, YasminOther Meds:
Lab Data:

History:

AmenorrheaPrex Illness:

See Endocrinologist, Gastroenterologist 10/18/07-records received-Colonoscopy 2/9/07 revealed colonic focal cryptitis. Creatinine 1.1, BUN 20. MRI brain
pineal gland cysts. Follicle stimulating hormone increased.
none 10/18/07-PMH: significant for endocrime and gynecological evaluation and follow up due to amenorrhea and since then in 2005 patient has been treated
with oral contraception.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

283525-1 (S)

18-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Weight decreased

 HOSPITALIZED, SERIOUS

Other Vaccine
02-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 06040F 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2643
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Jun-2007
Vaccine Date

12-Jun-2007
Onset Date

7
Days

10-Jul-2007
Status Date

VA
State Mfr Report Id

4 x 4 cutaneous reaction at site of HPV injection.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

283528-1

10-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site reaction

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
02-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0522U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2644
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Jun-2007
Vaccine Date

16-Jun-2007
Onset Date

1
Days

10-Jul-2007
Status Date

MA
State Mfr Report Id

Sore throat, palpitations, nausea, anxietySymptom Text:

AvianOther Meds:
Lab Data:
History:
Prex Illness:

Throat culture - neg
Anxiety D/O, obesity

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

283531-1

10-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anxiety, Nausea, Palpitations, Pharyngolaryngeal pain

 ER VISIT, NOT SERIOUS

Other Vaccine
02-Jul-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2278AA
0522U

0
0

Left arm
Left arm

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 2645
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Jun-2007
Vaccine Date

26-Jun-2007
Onset Date

0
Days

10-Jul-2007
Status Date

AZ
State Mfr Report Id

After receiving Gardasil at about 920am the pt stated R arm felt weird then turned pale, eyes dilated and fainted. Dr was called into the room immediately and
examined pt and observed her for 45-50 min, then pt acted normal and went home.

Symptom Text:

Other Meds:
Lab Data:
History:

nonePrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

283534-1

10-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Feeling abnormal, Mydriasis, Pallor, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
02-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0960F 2 Right arm Unknown



10 JUN 2008 06:27Report run on: Page 2646
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Jun-2007
Vaccine Date

15-Jun-2007
Onset Date

1
Days

10-Jul-2007
Status Date

CO
State Mfr Report Id

Has a raised, red area on fatty area of Lt arm. Measures approximately 2" wide x 1 1/2" high - Probably where Varicella given - also outside with mosquito's?Symptom Text:

Advair for asthma, Albuterol meds for allergiesOther Meds:
Lab Data:
History:
Prex Illness:

Molds, pollens, dust, peanuts ?cats/dogs.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

283541-1

10-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
02-Jul-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
TDAP

MERCK & CO. INC.
MERCK & CO. INC.
SANOFI PASTEUR

0534U
1427F
C2631AA

1
0
0

Left arm
Right arm
Left arm

Subcutaneously
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 2647
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Jun-2007
Vaccine Date

25-Jun-2007
Onset Date

0
Days

10-Jul-2007
Status Date

MO
State Mfr Report Id

Gardasil given 6/25/07. Patient reports flu-like symptoms, nausea temperature 102 during night of 6/25/07- 6/26/07 flu-like symptom. Nausea continued, loss of
consciousness "few minutes" at work. Has bad headaches, abdominal pain "feels like some one has hit me". C/O fatigue.

Symptom Text:

LO-OVRALOther Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

283547-1

11-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Body temperature increased, Fatigue, Headache, Influenza like illness, Loss of consciousness, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
02-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 03884 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2648
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Jun-2007
Vaccine Date

21-Jun-2007
Onset Date

0
Days

10-Jul-2007
Status Date

PA
State Mfr Report Id

Near syncopal episode, dizzy, lightheadedSymptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

283548-1

11-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Presyncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
02-Jul-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2227AA
0523U

0
0

Left arm
Right arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 2649
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Jun-2007
Vaccine Date

Unknown
Onset Date Days

08-Jul-2007
Status Date

GA
State Mfr Report Id

twinrx given to a 16 yr oldSymptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

283598-1

09-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
02-Jul-2007

Received Date

Prex Vax Illns:

TDAP
HEPAB

HPV4
MNQ

SANOFI PASTEUR
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
SANOFI PASTEUR

C2572AA
AHABB0686AA

0389U
U2137AA

0
0

0
0

Right arm
Right arm

Left arm
Left arm

Intramuscular
Intramuscular

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 2650
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Jul-2007

Vaccine Date
02-Jul-2007
Onset Date

0
Days

08-Jul-2007
Status Date

NC
State Mfr Report Id

Nausea, dizziness, weakness, faintedSymptom Text:

Generic Birth ControlOther Meds:
Lab Data:
History:

noPrex Illness:

Normal blood pressure, pulse
no

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

283605-1

09-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Dizziness, Nausea, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
02-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. ? 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2651
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Jun-2007
Vaccine Date

11-Jun-2007
Onset Date

4
Days

08-Jul-2007
Status Date

FL
State Mfr Report Id

Administered dose of Gardasil 06/07/07 to right gluteus. Notified office, via telephone, on 06/11/07 of 3 episodes numbness in RLE and site rash since
injection. Went to ER 06/12/07 w/c/o RUE, RLE numbness.

Symptom Text:

NoncontributoryOther Meds:
Lab Data:
History:

NonePrex Illness:

Noncontributory
Noncontributory

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

283607-1

09-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Injection site rash

 ER VISIT, NOT SERIOUS

Related reports:   283607-2

Other Vaccine
02-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0522U 0 Gluteous maxima Intramuscular



10 JUN 2008 06:27Report run on: Page 2652
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Jun-2007
Vaccine Date

11-Jun-2007
Onset Date

4
Days

09-Aug-2007
Status Date

--
State Mfr Report Id

Injection of Gardasil given to rt gluteus, as per office policy, on 06/07/07. On 06/11/07 notified office, via telephone, of rash at site and intermittent RLE
numbness -x 3 occasions- since injection. Told to f/u in office if persisted or go to ER for eval if worsened. Went to ER 06/12/07 w/c/o RUE and RLE pain,
numbness. Told by staff there that it could be related to recent injection and referred to Neuro for further evaluation.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Noncontributory
Noncontributory

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

283607-2

09-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug administered at inappropriate site, Injection site anaesthesia, Injection site rash, Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Related reports:   283607-1

Other Vaccine
06-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0522U 0 Gluteous maxima Intramuscular



10 JUN 2008 06:27Report run on: Page 2653
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-May-2007
Vaccine Date

26-Mar-2007
Onset Date

-45
Days

05-Jul-2007
Status Date

--
State

WAES0705USA02762
Mfr Report Id

Initial and follow up information has been received through the Merck pregnancy registry, from a 31 year old female healthcare professional, who on 10-MAY-
2007 (previously reported as 30-APR-2007), was vaccinated intramuscularly with the second dose of Gardasil (Lot #657736/0389U), and recently found out
she was pregnant. The date of the LMP was reported as 26-MAR-2007, with an estimated delivery date on 31-DEC-2007. Unspecified medical attention was
sought. It was not known if the patient had been seen by OB/GYN. Follow up information from the healthcare professional, stated that she "had a miscarriage."
No further information or details were provided. Upon internal review, "had a miscarriage" was considered to be serious as an other significant medical event.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 3/26/2007)Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
31.0

283644-1

27-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy, Inappropriate schedule of drug administration

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
03-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0389U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2654
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
05-Jul-2007
Status Date

PA
State

WAES0706USA04875
Mfr Report Id

Information has been received from a nurse concerning a 14 year old female who was vaccinated with the second dose of the Gardasil (Lot # 658094/0524U)
on an unspecified date. It was reported that the patient experienced seizure like activity after receiving the vaccine. Her eyes rolled back in her head and briefly
lost consciousness. The patient sought unspecified medical attention. She recovered 40 minutes after injection. The nurse also reported that the refrigerator
where the vaccine was stored was "4 degrees colder than it should have been". Upon internal review, seizure-like activity was considered to be an other
important medical event. This report is one of two reports from the same source. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

283645-1

05-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Eye rolling, Loss of consciousness, Poor quality drug administered

 ER VISIT, NOT SERIOUS

Other Vaccine
03-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0524U Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2655
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
05-Jul-2007
Status Date

PA
State

WAES0706USA05087
Mfr Report Id

Information has been received from a nurse concerning a 17 year old female who was vaccinated with the third dose of Gardasil on an unspecified date. It was
reported that the patient experienced seizure like activity after receiving the vaccine. Her eyes rolled back in her head and briefly lost consciousness. The
patient sought unspecified medical attention. She recovered 40 minutes after injection. The nurse also reported that the refrigerator where the vaccine was
stored was "4 degrees colder than it should have been". Upon internal review, seizure-like activity was considered to be an other important medical event. This
report is one of two reports from the same source. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

283646-1

05-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Eye rolling, Loss of consciousness, Poor quality drug administered

 ER VISIT, NOT SERIOUS

Other Vaccine
03-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2656
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Jun-2007
Vaccine Date

06-Jun-2007
Onset Date

0
Days

05-Jul-2007
Status Date

MD
State

WAES0706USA05185
Mfr Report Id

Information has been received from a healthcare professional concerning a 26 year old female who received a first dose of Gardasil (lot # 657005/0314U) IM
into the left deltoid on 06-Jun-2007. Five minutes later she felt lightheaded and experienced a tonic-clonic seizure and urinary incontinence that lasted 1-2
minutes in duration. She was awake, alert and oriented X 3 post event. Upon internal review tonic clonic seizure was considered to be an other important
medical event. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

283647-1

05-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Grand mal convulsion, Urinary incontinence

 ER VISIT, NOT SERIOUS

Other Vaccine
03-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0314U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2657
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Jun-2007
Vaccine Date

21-Jun-2007
Onset Date

0
Days

05-Jul-2007
Status Date

CT
State

WAES0706USA04917
Mfr Report Id

Information has been received from a medical assistant concerning an 18 year old female with no pertinent medical history who on 16-APR-2007 was
vaccinated with 0.5 ml of the first dose of the Gardasil. On 21-JUN-2007 at 8:45 am, the patient was vaccinated intramuscularly with 0.5 ml of the second dose
of Gardasil (Lot # 658100/0525U). There was no concomitant medication. A laboratory pregnancy test was performed and the result was negative. On 21-JUN-
2007, at noon, the patient experienced shortness of breath, intermittent tingling of the lips and the feeling of her arm being heavy and difficult to lift. The motion
of the patient's arm had gotten worse since 21-JUN-2007 and she found it difficult to do her hair because of the arm. Patient was scheduled to be evaluated at
her physician's office on 26-JUN-2007. At the time of the report, the patient's shortness of breath, intermittent tingling of the lips, and feeling of her arm being
heavy and difficult to lift persisted. The medical assistant considered the shortness of breath, intermittent tingling of the lips and feeling of her arm being heavy
and difficult to lift to be a disabling event. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

beta-human chorionic 06/21?/07 - negative
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

283648-1 (S)

05-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dyspnoea, Mobility decreased, Paraesthesia oral, Sensation of heaviness

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Other Vaccine
03-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0525U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2658
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Jun-2007
Vaccine Date

23-Jun-2007
Onset Date

1
Days

11-Jul-2007
Status Date

CA
State Mfr Report Id

Swelling and itching and pain 5/10Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

283658-1

12-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pain, Pruritus, Swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
03-Jul-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
TDAP

MERCK & CO. INC.
MERCK & CO. INC.
SANOFI PASTEUR

0455U
0469U
C2731AA

1 Left arm
Left arm

Right arm

Subcutaneously
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 2659
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-May-2007
Vaccine Date

11-May-2007
Onset Date

0
Days

08-Jul-2007
Status Date

NY
State Mfr Report Id

Within hours of receiving the first HPV Gardasil shot, my daughter experienced irregular menstrual bleeding for 7 days. She had just had her regular menstrual
cycle 2 weeks prior to the vaccination.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

283665-1

09-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Menorrhagia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
03-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0187U 0 Gluteous maxima Intramuscular



10 JUN 2008 06:27Report run on: Page 2660
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Jun-2007
Vaccine Date

11-Jun-2007
Onset Date

0
Days

08-Jul-2007
Status Date

NC
State Mfr Report Id

Intense pain and burning sensation at injection site that occurred 3 hours after vaccination was given. Pain and burning made me dizzy and nauseated. The
discomfort lasted about 30 minutes and the injection site remained sore for 4 days.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

allergic to sulfa

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

283672-1

08-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Discomfort, Dizziness, Injection site irritation, Injection site pain, Nausea

 NO CONDITIONS, NOT SERIOUS

Related reports:   283672-2

Other Vaccine
03-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 00000 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2661
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Jun-2007
Vaccine Date

11-Jun-2007
Onset Date

0
Days

12-Oct-2007
Status Date

NC
State Mfr Report Id

Patient states about 2 hrs after receiving Gardasil on 6/11/07 experienced severe burning at injection site and became nauseated. States 4 hives symptoms
lasted about 20 minutes.

Symptom Text:

Other Meds:
Lab Data:
History:

NoPrex Illness:

N/A
Sulfa allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

283672-2

08-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site irritation, Nausea, Urticaria

 NO CONDITIONS, NOT SERIOUS

Related reports:   283672-1

Other Vaccine
10-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0389U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2662
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Jul-2007

Vaccine Date
03-Jul-2007
Onset Date

0
Days

16-Jul-2007
Status Date

SC
State Mfr Report Id

Sore knees swollen right hand and hives on the arms to ER and got Epi. Patient was put on Benadryl 50 mg q 6 hr for 12 hours. Patient just returned from trip
to Africa. Patient was taking Malarone 250-100 mg tablet. Patient had right eye chalazion (stye)

Symptom Text:

Eye drops, Malarone Polytrim OpthalmicOther Meds:
Lab Data:
History:

Chazlion Allergic RhinitisPrex Illness:

patient has sore knees Rheumatoid Factor C3, C4 and ANA were down
Allergic Rhinitis

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

283673-2

17-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Hordeolum, Oedema peripheral, Urticaria

 ER VISIT, NOT SERIOUS

Related reports:   283673-1

Other Vaccine
06-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1208F 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2663
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Mar-2007
Vaccine Date

19-Mar-2007
Onset Date

0
Days

19-Feb-2008
Status Date

WV
State

WAES0703USA03643
Mfr Report Id

Information has been received from a health professional concerning a 16 year old white female student (142 lbs., 61.25 in.) who on 19-FEB-2007 was
vaccinated with Gardasil. The patient was vaccinated with the second dose of Gardasil on 19-MAR-2007, which was only one month post dose one. The patient
had no illness on the day of vaccine administration. On 22-MAR-2007 the patient experienced symptoms of hives and feeling dizzy and sought unspecified
medical attention. No laboratory/diagnostic tests were performed. Subsequently, the patient recovered from symptoms of hives and feeling dizzy. Additional
information is  expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

283730-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Inappropriate schedule of drug administration, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0945F 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2664
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jan-2007
Vaccine Date

18-Jan-2007
Onset Date

0
Days

18-Feb-2008
Status Date

CO
State

WAES0703USA03786
Mfr Report Id

Initial and follow up information has been received from an office manager in a physician's office, concerning a 16 year old black female patient with no known
drug allergies, oral herpes and asthma who on 18-JAN-2007 at approximately 3:30pm, was vaccinated IM in the right gluteal, with the first dose of Gardasil (Lot
#654540/1163F). The patient experienced some pain during the administration of the vaccine (previously reported as no symptoms), but subsequently
recovered (date unspecified). The patient's mother, who was a nurse, had questioned the office3 about the effectiveness of the vaccine, after she received
training of correct Gardasil administration. On 19-MAR-2007, at approximately 3:45pm, the patient received the second dose, IM in the right deltoid, of Gardasil
(Lot #654702/0011U), with no problems reported. No further information is expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Oral herpes; AsthmaPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

283731-1

18-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug administered at inappropriate site, Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1163F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2665
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Mar-2007
Vaccine Date

10-Mar-2007
Onset Date

2
Days

20-Jul-2007
Status Date

NY
State

WAES0703USA03940
Mfr Report Id

Information has been received from a registered nurse in a physician's office concerning a 20 year old patient with an allergy to sulfamethoxazole (+)
trimethoprim who on 08-MAR-2007 was vaccinated with a first dose of Gardasil (lot # 655618/0186U) in the left deltoid at 11:00 AM. The nurse reported that the
patient had received the second dose late (second dose was given on "01-OCT-2007"). No adverse experience is related to this event. No other information
was available at the time of reporting. Additional information was received. Conflicting information was received regarding the number of doses of vaccine that
the patient had received. The reporter indicated that this was the first dose of vaccine. On 10-MAR-2007, the patient experienced hives. On an unspecified
date, the patient recovered. The reporter felt that the hives were serious medical intervention was required (Other Important Medical Event). No additional
information is expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Sulfonamide allergyPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

283732-1

20-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0186U 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 2666
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Feb-2008
Status Date

PA
State

WAES0704USA04318
Mfr Report Id

Information has been received from a physician concerning a several female patients who were vaccinated with a dose of Gardasil. Subsequently, within ten
minutes of vaccine, the patient experienced dizziness and syncope. Subsequently, they regained consciousness after fainting and were "fine". Unspecified
medical attention was sought. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

283733-1

18-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2667
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Feb-2008
Status Date

--
State

WAES0705USA00298
Mfr Report Id

Information has been received from a physician concerning a patient who was vaccinated with a dose of Gardasil. A week later the patient experienced swelling
of the wrist, ankles and feet with edema and extreme sensitivity. The patient was seen in the ER and was given NAPROSYN. The patient's outcome was
unknown. No product quality complaint was involved. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

283734-1

18-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hypersensitivity, Joint swelling, Oedema peripheral

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2668
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Jan-2007
Vaccine Date

12-Jan-2007
Onset Date

0
Days

18-Feb-2008
Status Date

IN
State

WAWES0705SUA00322
Mfr Report Id

Information has been received from a licensed practical nurse concerning a 13 year old female with sulfonamide allergy who on 12-JAN-2007 was vaccinated
with Gardasil (Lot number 653937/0637F) intramuscularly in the left arm. On approximately 12-JAN-2007 the patient experienced red bumpy rash, rash on
arms, rash around breast and mouth also burned. On 14-MAR-2007, the patient was vaccinated with Gardasil vaccine (Lot number 655617/1447F)
intramuscularly in the left arm. On 16-MAR-2007 the patient experienced red bumpy rash. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Sulfonamide allergyPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

283735-1

18-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Oral discomfort, Rash, Skin burning sensation

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4HPV4 MERCK & CO. INC. 1447F 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2669
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Feb-2008
Status Date

OK
State

WAES0705USA00404
Mfr Report Id

Information has been received from a nurse concerning a female with an allergy to aluminum hydroxyphosphate who was vaccinated with Gardasil. The patient
developed blood in urine after receiving her second dose. It was unknown if she had any problems after her first dose. An ultrasound and tests to rule out
urinary tract infection and kidney infection were performed. The patient did not have a kidney or urinary tract infection. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

HypersensitivityPrex Illness:

diagnostic laboratory no UTI or kidney infection; ultrasound no UTI or kidney infection

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

283736-1

18-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Blood urine present

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2670
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Apr-2007
Vaccine Date

28-Apr-2007
Onset Date

3
Days

18-Feb-2008
Status Date

NJ
State

WAES0705USA00465
Mfr Report Id

Information has been received from a registered nurse concerning a 19 year old female with pertinent medical history and drug reactions/allergies reported as
none who on 25-APR-2007 was vaccinated with the first dose of Gardasil (lot #657621/03857U), 0.5 ml, IM. Concomitant therapy included amoxicillin and
hormonal contraceptives (unspecified). On approximately 28-APR-2007 or 29-APR-2007 (nurse was not sure which date), the following weekend, the patient
developed an itchy rash. The rash developed first on the patient's arms and then on her legs. The patient sought unspecified medical attention. The patient took
BENADRYL for the symptoms. There has been no improvement so the patient will be seeing a dermatologist. Additional information has been requested.

Symptom Text:

amoxicillin; hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

283737-1

18-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash pruritic

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0387U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2671
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Apr-2007
Vaccine Date

19-Apr-2007
Onset Date

0
Days

18-Feb-2008
Status Date

--
State

WAES0705USA00501
Mfr Report Id

Information has been received via a company representative, from a 22 year old female nursing assistant, who on 19-APR-2007 was vaccinated IM in the
deltoid, with the first dose of Gardasil. The nursing assistant report she experienced pain in her deltoid muscle at the injections site, and pain that was radiating
down her arm. At the time of this report, the nursing assistant had not recovered. The patient did not seek medical attention. No further information is expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

283738-1

18-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2672
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Feb-2008
Status Date

--
State

WAES0705USA00504
Mfr Report Id

Information has been received from a nurse practitioner, via a company representative, concerning a female patient who was vaccinated (date unspecified) with
a dose, 0.5ml, of Gardasil. Subsequently the patient "developed a localized reaction after getting (Gardasil)." At the time of this report, the patient had
recovered from the reaction. The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

283739-1

18-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Local reaction

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2673
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Feb-2007
Vaccine Date

01-Feb-2007
Onset Date

0
Days

19-Feb-2008
Status Date

--
State

WAES0705USA00508
Mfr Report Id

Information has been received from a consumer concerning her 20 year old daughter with a history of warts on her hands (approximately August 2006), who in
February or march 2007, was vaccinated with a first dose of Gardasil, intramuscularly. Approximately two weeks after this dose, the patient developed genital
warts. Subsequently, the patient received her second dose of Gardasil, intramuscularly (date not reported). Subsequently, the patient developed a bladder
infection. The patient sought unspecified medical attention. The patient's genital warts and bladder infection persisted. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Wart

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

283740-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anogenital warts, Cystitis

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2674
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Feb-2008
Status Date

--
State

WAES0705USA00533
Mfr Report Id

Information has been received from a female with no known drug allergies who was vaccinated with a 0.5 mL first dose of Gardasil. There was no concomitant
medication. Subsequently the patient experienced nausea and pain on injection site after getting the Gardasil. The patient sought unspecified medical
attention. Subsequently, the patient recovered from nausea and pain on injection site. Additional information is not expected.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

283741-1

18-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2675
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Feb-2007
Vaccine Date

08-Feb-2007
Onset Date

0
Days

18-Feb-2008
Status Date

--
State

WAES0705USA00538
Mfr Report Id

Information has been received for a physician's "office staff" concerning a 26 year old female who on 08-FEB-2007 was vaccinated with a 0.5 ml dose of
Gardasil (lot 654702/0011U). On 08-FEB-2007 the patient experienced burning and pain in the arm and the injection site, so much so that she could not move
her arm. The patient sought unspecified medical attention. Subsequently, the patient recovered from burning and pain in arm an injection site so much so she
could not move her arm. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

283742-1

18-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injected limb mobility decreased, Injection site irritation, Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0011U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2676
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-May-2007
Vaccine Date

02-May-2007
Onset Date

1
Days

18-Feb-2008
Status Date

--
State

WAWES0705USA00541
Mfr Report Id

Information has been received from a registered nurse concerning a female who on 01-MAY-2007 was vaccinated with a dose of Gardasil (lot # not provided). It
was unknown if the dose was a first dose or if a previous dose had been given. The morning after vaccination, on 02-MAY-2007, the patient woke up with a
swollen face and red spots on her legs. The patient sought unspecified medical attention. The Patient's swollen face and red spots on her legs persisted.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

283743-1

18-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Rash, Swelling face

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2677
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Apr-2007
Vaccine Date

09-Apr-2007
Onset Date

3
Days

18-Feb-2008
Status Date

--
State

WAES0705USA00564
Mfr Report Id

Information has been received from a physician concerning a 16 year old female relative with no pertinent medical history or drug reactions/allergies, who on
06-APR-2007 was vaccinated with a first dose of Gardasil, 0.5 ml, intramuscularly. Concomitant therapy included (YAZ). On 09-APR-2007 the patient
experienced sweats, chills and diarrhea. Since this initial episode the patient experienced three to four similar incidences. All of the incidences have occurred
one hour after eating meat. No laboratory tests were performed. The patient's sweats and chills and diarrhea after eating meat have persisted. Additional
information has been requested.

Symptom Text:

YAZOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

283744-1

18-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Chills, Diarrhoea, Hyperhidrosis

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2678
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Feb-2008
Status Date

--
State

WAES0705USA00565
Mfr Report Id

Information has been received from a licensed practical nurse concerning a female patient in her 20's who was vaccinated with a dose of Gardasil and
experienced mild soreness at the injection site after the vaccination was given. The same source reported that another patient had the same reaction (WAES #
0706USA01310). Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

283745-1

18-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2679
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-May-2007
Vaccine Date

02-May-2007
Onset Date

0
Days

18-Feb-2008
Status Date

NY
State

WAES0705USA00613
Mfr Report Id

Information has been received from a nurse practitioner concerning a 20 year old female with no known drug allergies and a history of dizziness, nausea and
sweating following blood draws, who on 02-MAY-2007 at 14:45 was vaccinated IM into the left deltoid with a second 0.5 ml dose of Gardasil (lot
655205/1426F). There was no concomitant medication. On 02-MAY-2007 at 14:45, the patient experienced dizziness, paleness, sweating, nausea and ringing
in ears. It was noted that the reaction appeared to be a vasovagal response to the injection. The patient sought unspecified medical attention. No diagnostic
studies were performed. Within one minute, the patient recovered from the ringing in ears. Within a few minutes the rest of the symptoms resolved. it was also
reported that the patient was seen for another reason on 08-MAY-2007. Additional information is not expected.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
Dizziness; Nausea, Sweating

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

283746-1

18-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Hyperhidrosis, Nausea, Pallor, Syncope vasovagal, Tinnitus

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1426F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2680
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-May-2007
Vaccine Date

02-May-2007
Onset Date

0
Days

18-Feb-2008
Status Date

--
State

WAES0705USA00643
Mfr Report Id

Information has been received from a registered nurse (school nurse), via an agency, concerning a 17 year old female student, who at 9:00am on 02-MAY-
2007 was vaccinated with a dose of Gardasil. Thirty minutes after the vaccine was administered, the patient experienced nausea, dizziness, headache,
stomach ache and blurred vision. The patient reported to the school nurse, who made the call to the agency to question if the symptoms had been previously
reported after vaccination with Gardasil. At the time of this report, four and one half hours after receiving the vaccination, the patient had not recovered and was
referred to her primary physician. Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

283747-1

18-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain upper, Dizziness, Headache, Nausea, Vision blurred

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2681
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Feb-2008
Status Date

--
State

WAES0705USA00651
Mfr Report Id

Information has been received from a licensed practical nurse (LPN), concerning a 24 year old female patient who was vaccinated (dose and date unspecified)
with the first dose of Gardasil. Subsequently the patient experienced nausea for approximately 24-48 hours after the vaccination was administered. At the time
of this report, the LPN confirmed that the patient had recovered (date not specified). The patient sought unspecified medical attention. Additional information
has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

283748-1

18-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2682
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Feb-2008
Status Date

--
State

WAES0705USA00657
Mfr Report Id

Information has been received from a licensed practical nurse (LPN), concerning a female patient who was vaccinated (date and dose unspecified) with the
second dose of Gardasil. The nurse reported that the patient experienced nausea for approximately 24 hours after the vaccination was administered, though
she had not experienced nausea with the first dose. At the time of this report, the nurse confirmed that the patient had recovered. The patient sought
unspecified medical attention. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

283749-1

18-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Nausea, No reaction on previous exposure to drug

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2683
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Feb-2008
Status Date

IN
State

WAES0705USA00679
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with Gardasil. After the third dose the patient's menstrual cycle
became irregular. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

283750-1

18-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Menstruation irregular

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2684
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Feb-2008
Status Date

--
State

WAES0705USA00668
Mfr Report Id

Information has been received from a health professional concerning a female who was vaccinated with Gardasil. Subsequently the patient experienced
bronchospasm after receiving the first dose of Gardasil. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

283751-1

18-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Bronchospasm

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2685
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Apr-2007
Vaccine Date

04-Apr-2007
Onset Date

0
Days

18-Feb-2008
Status Date

OH
State

WAES0705USA00723
Mfr Report Id

Information has been received from a physician, via a company representative, concerning an 18 year old female patient, who on 30-JAN-2007 was vaccinated
IM, with the first dose of Gardasil, and on 04-APR-2007 with the second dose of Gardasil. Concomitant therapy included hormonal contraceptives (unspecified).
On 04-APR-2007, following the vaccination, the patient developed "band-like swelling around her arm at the injection site," which continued for two days and
then resolved. On approximately 25-APR-2007, the swelling around her arm returned; the patient had been applying cold compresses to relieve the swelling
around her arm returned; the patient had been applying cold compresses to relieve the swelling. On 27-APR-2007, the physician saw the patient and reported
there was no visible discoloration or bruising of the arm, though the swelling was still present. At the time of this report, it was unknown if the patient had
recovered from the recurrent swelling of her arm. Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

283752-1

18-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2686
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Feb-2008
Status Date

--
State

WAES0705USA00727
Mfr Report Id

Information has been received from a health professional, via a company representative, concerning the health professional's 15 year old daughter, who was
vaccinated with the first dose (date unspecified), the second dose (date unspecified) and the third dose (date unspecified) of Gardasil. The mother stated that
her daughter had arm soreness in the area of the injection site following each vaccination; the arm soreness lasted for approximately one week and then
resolved. It was unknown if the patient sought medical attention. No further information is expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

283753-1

18-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2687
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Feb-2008
Status Date

--
State

WAES0705USA00757
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with Gardasil. Following the first injection, the patient developed pain,
swelling and redness. She was not hospitalized and has recovered fine. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

283754-1

18-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Pain, Swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2688
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Apr-2007
Vaccine Date

29-Apr-2007
Onset Date

2
Days

18-Feb-2008
Status Date

WA
State

WAES0705USA00831
Mfr Report Id

Information has been received from a health care professional concerning her female co-worker, who on 27-APR-2007 was vaccinated with a dose, 0.5ml, IM
of Gardasil. On 29-APR-2007, two days after the vaccination, the patient experienced an asthma attack, and visited the emergency room. The patient was not
admitted to the hospital, and treatment was not specified. At the time of this report, it was unknown if the patient had recovered from the asthma attack.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

283755-1

18-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Asthma

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2689
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Dec-2006
Vaccine Date

26-Dec-2006
Onset Date

11
Days

18-Feb-2008
Status Date

CA
State

WAES0705USA00839
Mfr Report Id

Initial and follow up information has been received concerning a 19 year old female student who on 15-DEC-2006 was vaccinated with her second dose of 0.5
ml IM Gardasil (lot # 653650/0702F, also reported as lot # 653978/0955F). Vaccination on the same day included a second dose of Vaqta (lot #
655090/0651F). Concomitant therapy included unspecified birth control. On 26-DEC-2006 the patient tested positive for HPV on PAP testing with atypical cells.
As of 03-MAY-2007 she had not recovered. Additional information was not available.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

Pap test 12/26/06 abnormal/ + HPV
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

283756-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Papilloma viral infection

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
MERCK & CO. INC.

0702F
0651F

1
1

Unknown
Unknown

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 2690
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Apr-2007
Vaccine Date

17-Apr-2007
Onset Date

0
Days

18-Feb-2008
Status Date

--
State

WAES0705USA00858
Mfr Report Id

Information has been received from a physician via a company representative concerning a 17 year old female patient with an unremarkable medical history
and no known drug reactions/allergies who on 17-APR-2007 was vaccinated with Gardasil (Lot #654510/0962F). Concomitant therapy included Menactra and
"T-DEP vaccines". On 17-APR-2007 the patient experienced pain at injection site and felt faint right after receiving this initial dose. The patient felt fine upon
observation by the health care provider about 20 minutes after receiving the injection. It was noted the patient received her vaccine injection on an empty
stomach. Subsequently, the patient recovered from pain at injection site and felt faint right after receiving initial dose. It was also noted the patient will receive
future doses of Gardasil. No further information is available.

Symptom Text:

[therapy unspecified]; MENACTRAOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

283757-1

18-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0962F Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2691
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Mar-2007
Vaccine Date

29-Mar-2007
Onset Date

0
Days

19-Feb-2008
Status Date

WA
State

WAES0705USA00889
Mfr Report Id

Information has been received from a female registered nurse with no known drug allergies and no pertinent medical history, who on 29-MAR-2007 was
vaccinated with Gardasil (Lot #656051/0244U) vaccine.  There was no concomitant medication.  The nurse reported she noted a pea sized lump at the injection
site a day or so post vaccination and that the area continues to be painful.  The nurse reported that she did seek medical attention.  As of 03-MAY-2007, the
nurse was recovering.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

283758-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site mass, Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0244U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2692
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Apr-2007
Vaccine Date

24-Apr-2007
Onset Date

0
Days

18-Feb-2008
Status Date

FL
State

WAES0705USA00910
Mfr Report Id

Information has been received from a licensed practical nurse concerning a 26 year old female patient who on 24-APR-2007 was vaccinated with her third dose
of Gardasil. On 24-APR-2007 the patient experienced shooting pains in her arm. In addition, she had no range of motion with her arm. She did not have this
experience with the first two doses. As of 03-MAY-2007, the patient's shooting pains in her arm and no range of motion with her arm persisted. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

283759-1

18-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Joint range of motion decreased, No reaction on previous exposure to drug, Pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2693
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Feb-2008
Status Date

TN
State

WAES0705USA00926
Mfr Report Id

Information has been received from a physician concerning a 17 year old female who was vaccinated with Gardasil. Subsequently the patient experienced
arrhythmia after receiving a dose of Gardasil. It was not known which dose this was in the series. Outcome was unknown. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

283760-1

18-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arrhythmia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2694
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Feb-2008
Status Date

--
State

WAES0705USA00962
Mfr Report Id

Information has been received from a physician concerning a female patient who was vaccinated with Gardasil.  Subsequently the patient experienced severe
swelling and redness at the injection site.  Subsequently, the patient recovered.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

283761-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2695
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Feb-2007
Vaccine Date

20-Feb-2007
Onset Date

0
Days

18-Feb-2008
Status Date

--
State

WAES0705USA00971
Mfr Report Id

Information has been received from a registered nurse concerning a 17 year old white female nurse's aid who on 20-FEB-2007 was vaccinated with Gardasil
(Lot 654702/0011U).  On 20-FEB-2007 the patient experienced malaise, slight fever and vomited x2 later that day.  The patient went to bed and on 21-FEB-
2007, she had recovered from malaise, slight fever and vomiting.  On 23-APR-2007, the patient received her second dose of Gardasil (Lot 657622/0388U) and
had no adverse effects.  Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

283762-1

18-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Malaise, Pyrexia, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0011U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2696
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Feb-2008
Status Date

--
State

WAES0705USA01010
Mfr Report Id

Information has been received from a registered nurse concerning college-aged females who received Gardasil at her clinic.  The nurse reported that they all
experienced pain upon injection as well as burning pain after receiving the vaccination.  The nurse found that the thinner patients experienced more pain.
There was pain resolution by the time the patients left the office or by the following day.  This is one of several reports received from the same source.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

283763-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site irritation, Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2697
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Jan-2007
Vaccine Date

26-Jan-2007
Onset Date

0
Days

18-Feb-2008
Status Date

--
State

WAES0705USA01053
Mfr Report Id

Information has been received from a nurse practitioner concerning a 24 year old white female who on 26-JAN-2007 at 1:45 PM was vaccinated IM in the
deltoid with the first dose of Gardasil (lot # 653736/0014U).  On 26-JAN-2007, at 1:45 PM, during the first injection, the patient complained of tingling and dead
arm.  It lasted only a short time and was better the same day.  On 04-APR-2007 at 10:00 AM, the patient was vaccinated IM in the deltoid with the second dose
of Gardasil (lot # 657617/0384U).  On 04-APR-2007, at approximately 10:00 AM, with the second injection, the patient experienced the same exact complaints.
The patient recovered on the same day.  No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

283764-1

18-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Limb immobilisation, Paraesthesia, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0014U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2698
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Mar-2007
Vaccine Date

16-Mar-2007
Onset Date

0
Days

19-Feb-2008
Status Date

--
State

WAES0705USA01060
Mfr Report Id

Information has been received from a medical assistant concerning a 31 year old female who on 16-MAR-2007 was vaccinated with Gardasil (Lot
#656049/0187U), intramuscular, in the left deltoid.  On 16-MAR-2007 the patient experienced shortness of breath beginning 2 hours after the vaccination.  It
lasted a couple hours and then resolved without treatment.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
31.0

283765-1

06-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dyspnoea

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0187U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2699
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Apr-2007
Vaccine Date

11-Apr-2007
Onset Date

0
Days

19-Feb-2008
Status Date

IL
State

WAES0705USA01113
Mfr Report Id

Information has been received from a nurse practitioner concerning an 18 year old white female who on 11-APR-2007 at 15:00 was vaccinated, intramuscularly
in the right deltoid, with a first 0.5 ml dose of Gardasil (Lot #655324/0089U).  Concomitant therapy included medroxyprogesterone acetate (DEPO-PROVERA)
and metronidazole (FLAGYL).  On 11-APR-2007, several hours after the vaccination, the patient developed a blister-like reaction at the injection site and at
15:00 experienced prolonged injection site pain (for three weeks).  At the time of this report the patient's outcome for blister-like reaction at injection site was
unknown.  No product quality complaint was involved.  Additional information is not expected.

Symptom Text:

DEPO-PROVERA; FLAGYLOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

283766-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Injection site vesicles

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0089U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2700
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Feb-2008
Status Date

--
State

WAES0705USA01127
Mfr Report Id

Information has been received from a health professional concerning a two patients who were vaccinated with Gardasil. Subsequently, the patients developed
a lump at the injection site. Subsequently, the patients recovered. Both patients plan to continue the series of injections. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

283767-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site mass

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2701
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Mar-2007
Vaccine Date

12-Mar-2007
Onset Date

0
Days

19-Feb-2008
Status Date

--
State

WAES0705USA01138
Mfr Report Id

Information has been received from a nurse concerning a 22 year old female who on 08-JAN-2007 was vaccinated with Gardasil. On 12-Mar-2007 the patient
received her second dose of Gardasil (lot #653938/0954F). On 12-MAR-2007 the patient experienced swelling at the injection site and pain at the injection site.
It was reported that she sought unspecified medical attention. The events lasted about two weeks and subsequently she recovered from swelling and pain at
the injection site. No further information is available at this time. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

283768-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Injection site swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0684F Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2702
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Feb-2008
Status Date

--
State

WAES0705USA01146
Mfr Report Id

Information has been received from a health professional concerning a female who was vaccinated, intramuscularly in the arm, with Gardasil. Subsequently,
the patient developed a site rash and experienced a warm feeling throughout her body approximately a half hour after receiving the second vaccination. The
patient experienced a similar reaction after the first vaccination. Subsequently, the patient recovered. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

283769-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Feeling hot, Injection site rash, Vaccine positive rechallenge

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2703
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Apr-2007
Vaccine Date

06-Apr-2007
Onset Date

0
Days

19-Feb-2008
Status Date

--
State

WAES0705USA01152
Mfr Report Id

Information has been received from a nurse concerning an 18 year old female who on 06-APR-2007 was vaccinated with her second dose of Gardasil.
Concomitant therapy included NUVARING. On 06-APR-2007, right after receiving the vaccination, the patient experienced a lot of pain and 2 days later
developed a hematoma on her left deltoid arm of 3.5 cm in size. It was reported that the patient sought unspecified medical attention. The patient's pain and
hematoma persisted. No further details were provided. Additional information has been requested.

Symptom Text:

NUVARINGOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

283770-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Haematoma, Immediate post-injection reaction, Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2704
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Apr-2007
Vaccine Date

03-May-2007
Onset Date

20
Days

19-Feb-2008
Status Date

MI
State

WAES0705USA01186
Mfr Report Id

Information has been received from a physician concerning a 21 year old female with no known drug reactions or allergies and a history of papilloma viral
infection and loop electrosurgical excision procedure (2005) who on 13-APR-2007 was vaccinated with Gardasil.  Concomitant therapy included NUVARING.
On 03-MAY-2007 the patient developed condyloma on her vulva and vagina.  A biopsy of the condyloma was taken (results pending).  The Gardasil was not
reintroduced.  Additional information has been requested.

Symptom Text:

NUVARINGOther Meds:
Lab Data:
History:
Prex Illness:

biopsy, condyloma
Papilloma viral infection; loop electrosurgical excision procedure

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

283771-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anogenital warts

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1427F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2705
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Feb-2008
Status Date

MI
State

WAES0705USA01211
Mfr Report Id

Information has been received from an infectious disease physician concerning an approximately 13 year old female who was vaccinated with Gardasil.
Subsequently the patient experienced genital ulcers 24 hours after the vaccination. The patient sought medical attention. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

283772-1

20-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Genital ulceration

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2706
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Feb-2008
Status Date

--
State

WAES0705USA01218
Mfr Report Id

Information has been received from a nurse practitioner concerning a female in her "mid teens" who, on an unspecified date, was vaccinated with Gardasil.
Concomitant therapy included hepatitis B virus vaccine (unspecified). Subsequently the patient developed a rash all over her body. The patient went to the
emergency room but hospitalization is unspecified. Subsequently, the patient recovered from the rash all over her body. Additional information has been
requested. The product quality complaint unit was not involved.

Symptom Text:

Hepatitis B virus vaccineOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

283773-1

20-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash generalised

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2707
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Feb-2008
Status Date

--
State

WAES0705USA01232
Mfr Report Id

Information has been received from a physician concerning a female (age not reported) who on April 2007, was vaccinated with Gardasil.  Subsequently the
patient experienced an outbreak of genital warts.  The patient's outbreak of genital warts persisted.  Additional information has been requested.  The product
quality complaint unit was not involved.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

283774-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anogenital warts

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Oct-2006
Vaccine Date

Unknown
Onset Date Days

19-Feb-2008
Status Date

MN
State

WAES0705USA01256
Mfr Report Id

Information has been received from a registered nurse concerning a 13 year old female who on 03-OCT-2006 was vaccinated with Gardasil.  The nurse
reported that the patient had received the first and second doses of Gardasil and experienced swelling of the injection site arm.  Additional information has
been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

283775-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site swelling, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2709
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Feb-2008
Status Date

--
State

WAES0705USA01287
Mfr Report Id

Information has been received concerning a 21 year old female with penicillin allergy who was vaccinated with Gardasil. Concomitant therapy included
hormonal contraceptives (unspecified). Subsequently the patient experienced pain in the arm she was administered Gardasil. The pain radiated up her
shoulder an into her back. She was not able to lift her arm without pain. She tried using a heating pad and an ice pack but neither helped. Additional information
has been requested.

Symptom Text:

Hormonal contraceptivesOther Meds:
Lab Data:
History:

Penicillin allergyPrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

283776-1

20-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Back pain, Injected limb mobility decreased, Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Feb-2008
Status Date

NY
State

WAES0705USA01309
Mfr Report Id

Initial information has been received from a physician and follow up information has been received from a nurse concerning a female patient between the ages
of 11 and 19 who was vaccinated with a first dose of Gardasil.  It was reported that the patient sat for a minute (after receiving the injection) and when she got
up to leave she fainted in the hallway.  Her outcome was not reported.  The physician reported that lot numbers were not available, however, the physician will
forward other information including the lot numbers.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

283777-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2711
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Apr-2007
Vaccine Date

01-May-2007
Onset Date

1
Days

19-Feb-2008
Status Date

--
State

WAES0705USA01317
Mfr Report Id

Information has been received from an approximately 21 year old female who on 30-APR-2007 was vaccinated with Gardasil.  There was no concomitant
medication.  On 01-MAY-2007 the patient experienced small bumps which spread across her upper torso (not red or itchy) approximately 12 hours after her 1st
dose.  As of 05-MAY-2007, the patient was not recovered.  At the time of this report, the patient had not sought medical attention.  No further information is
available.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

283778-1

20-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2712
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Apr-2007
Vaccine Date

04-Apr-2007
Onset Date

0
Days

19-Feb-2008
Status Date

OH
State

WAES0705USA01337
Mfr Report Id

Information has been received from a physician concerning an 18 year old female stude3nt who on 30-JAN-2007 was vaccinated with her first dose of Gardasil
there were no symptoms after the first dose. On 04-APR-2007 the patient was vaccinated with her second dose of Gardasil. On approximately 04-APR-2007
patient had swelling for 2 days and then resolved. On 25-APR-2007 when the patient experienced induration at injection site. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

283779-1

20-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site induration, Swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2713
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Feb-2008
Status Date

--
State

WAES0705USA01348
Mfr Report Id

Information has been received from a registered nurse concerning a college-aged female who was vaccinated with Gardasil in the past in the gluteal area from
another provider and there was less pain.  The patient also experienced burning pain after vaccination.  This is one of several reports received from the same
source.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

283780-1

20-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Burning sensation, Drug administered at inappropriate site, Pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2714
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Feb-2008
Status Date

PA
State

WAES0705USA01451
Mfr Report Id

Information has been received from a physician and a nurse concerning her 12 year old daughter who in early February 2007 was vaccinated IM with 0.5 ml of
Gardasil.  There was no concomitant medication.  In early April 2007, the patient was vaccinated IM, in the left deltoid, with a second dose of Gardasil.  A
couple days after the patient's second vaccination, she experienced "high abdominal pain" and an upset stomach.  The patient was taken to the emergency
room because the pain had not subsided however she was not admitted.  She was diagnosed with a high level of bilirubin.  Subsequently, she was treated with
Zantac and recovered from the events.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory, 02/??/07, high level of bilirubin
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

283781-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Stomach discomfort

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2715
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Feb-2008
Status Date

--
State

WAES0705USA01500
Mfr Report Id

Initial and follow-up information has been received from a registered nurse concerning a college-aged female who in the past was vaccinated with a dose of
Gardasil in the gluteal area from another provider and there was less pain.  It was reported that the patient experienced burning pain after receiving the
vaccination.  This is one of several reports received from the same source.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

283782-1

20-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug administered at inappropriate site

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2716
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Apr-2007
Vaccine Date

04-May-2007
Onset Date

32
Days

19-Feb-2008
Status Date

WA
State

WAES0705USA01517
Mfr Report Id

Information has been received from a nurse practitioner concerning a 17 year old female with allergies to penicillin and amoxicillin who on 02-APR-2007 was
vaccinated IM with a second dose of 0.5 ml of Gardasil (Lot # 654702/0011U). Concomitant therapy included EFFEXOR and ORTHO TRI-CYCLEN. On 04-
MAY-2007 the patient developed lesions, which manifested as circular with white spots, on her hands and at the achilles tendon of the feet after she received
the second dose of Gardasil. Additional information has been requested.

Symptom Text:

Ortho Tri-Cyclen; EffexorOther Meds:
Lab Data:
History:

Penicillin allergyPrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

283783-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Skin lesion

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0011U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2717
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Feb-2007
Vaccine Date

01-Feb-2007
Onset Date

0
Days

19-Feb-2008
Status Date

--
State

WAES0705USA01608
Mfr Report Id

Information has been received from a physician concerning his 15 year old daughter with no drug reactions/allergies and no reported medical history who in
approximately February 2007, was vaccinated in the left arm with the first dose of Gardasil. there was no concomitant medication. Three days post-vaccination,
the patient developed supraclavicular adenopathy on her left side and a fever of 100.5F. She was treated with ibuprofen and acetaminophen. Subsequently, the
patient recovered in two weeks. Additional information has been requested. This is one of two reports received from the same source.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

283784-1

20-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Lymphadenopathy, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 2718
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-May-2007
Vaccine Date

02-May-2007
Onset Date

0
Days

19-Feb-2008
Status Date

CA
State

WAES0705USA01610
Mfr Report Id

Information has been received from a nurse concerning a 13 year old female who on 02-MAY-2007 was vaccinated with the first dose of Gardasil. Ten minutes
after receiving the vaccination, the patient passed out. Subsequently, the patient recovered on 02-MAY-2007 and was noted to be fine. Additional information
has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

283785-1

20-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2719
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-May-2007
Vaccine Date

03-May-2007
Onset Date

1
Days

19-Feb-2008
Status Date

NY
State

WAES0705USA01638
Mfr Report Id

Information has been received from a nurse practitioner concerning a 21 year old female who on 27-FEB-2007 and 02-MAY-2007 was vaccinated with her first
and second doses of Gardasil (lots 655619/1427F and 657621/0387U).  There was no concomitant medication.  There was no adverse experience following
the first dose.  On 03-MAY-2007, 16 hours after the second dose, the patient experienced flu like symptoms, chills, muscle aches, joint aches, headache, and
nausea.  The patient was treated with Tylenol and rest and was recovering, but on 07-MAY-2007 she still reported lethargy and muscle spasms, right arm
(injection arm).  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

283786-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Chills, Headache, Influenza like illness, Lethargy, Muscle spasms, Myalgia, Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0387U 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2720
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Nov-2006
Vaccine Date

Unknown
Onset Date Days

19-Feb-2008
Status Date

PA
State

WAES0705USA01642
Mfr Report Id

Information has been received from the mother of a 13 year old female who on 17-NOV-2006 was vaccinated with her second dose of Gardasil.  There was no
concomitant medication.  It was reported that starting in January 2007, the patient had not menstruated.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

283787-1

20-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Amenorrhoea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2721
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Feb-2008
Status Date

OK
State

WAES0705USA01651
Mfr Report Id

Information has been received from a health professional concerning a female who was vaccinated with Gardasil.  Subsequently the patient experienced
tingling down in her arm and she fainted shortly thereafter.  The healthcare worker also reported on another patient (WAES# 0705USA03439).  No further
information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

283788-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Paraesthesia, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2722
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Apr-2007
Vaccine Date

20-Apr-2007
Onset Date

0
Days

19-Feb-2008
Status Date

MD
State

WAES0705USA01657
Mfr Report Id

Information has been received from a registered nurse concerning a 23 year old female who on 20-APR-2007 was vaccinated with the second dose of
Gardasil, lot# 657622/0388U.  There was no concomitant medication.  On 20-APR-2007 within a few minutes after the vaccination the patient felt light headed
and dizzy and had to lie down.  She was monitored at the physician's office for 25 minutes and hydrated with water, and she recovered and felt she was able to
drive home.  While the patient was driving home, she developed a severe headache, vertigo and lower abdominal pain.  She felt she had to pull off the road
and fell asleep.  When she awoke, she felt well enough to drive home but the symptoms had not fully recovered.  That same day, approximately 6 hours later,
the patient developed abdominal cramps, back pain, was nauseous and felt like she had a low grade fever.  The patient took IBUPROFEN and OTC TYLENOL
which was effective and she slept.  The next day, on 22-APR-2007 the patient had a very mild case of nausea, but no back pain and no abdominal pain.  The
nurse stated that the patient called the office sometime the week of 30-APR-2007 on an unrelated issue and then mentioned the adverse event she
experienced when she arrived home.  It was reported that within 24 hours all the symptoms had resolved and the patient had recovered.  The nurse indicated
that she previously reported a similar adverse event for another patient (reference WAES# 0612USA02247).  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

283789-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Abdominal pain lower, Back pain, Dizziness, Headache, Nausea, Pyrexia, Vertigo

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0388U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2723
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Feb-2008
Status Date

OH
State

WAES0705USA01676
Mfr Report Id

Information has been received from a registered nurse concerning several females who were vaccinated with Gardasil.  Subsequently all the patients
experienced stinging at site.  Subsequently, the patients recovered.  On 14-MAY-2007 the nurse indicated that she could not confirm a number of patients but
that she had given over 100 shots and all of the female patients "complain after receiving it."  She also reported that "it did not matter what shot in the series it
was."  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

283790-1

20-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2724
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Jan-2007
Vaccine Date

15-Jan-2007
Onset Date

0
Days

19-Feb-2008
Status Date

NY
State

WAES0705USA01682
Mfr Report Id

Information has been received from a physician's assistant concerning a 17 year old white female (132 lbs, 5'4") with an amoxicillin allergy who on 15-JAN-
2007 was vaccinated by a nurse with Gardasil, lot # 655617/1447F in the left arm.  On 15-JAN-2007 the patient experienced severe dizziness and arm pain for
2 days.  On 18-JAN-2007 the patient recovered.  No treatment was sought.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Penicillin allergyPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

283791-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1447F 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 2725
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-May-2007
Vaccine Date

07-May-2007
Onset Date

0
Days

19-Feb-2008
Status Date

TN
State

WAES0705USA01729
Mfr Report Id

Information has been received from a health professional concerning a 30 year old female with no pertinent medical history who on 07-MAY-2007 was
vaccinated intramuscularly with Gardasil (lot #657736/0389U).  Concomitant therapy included ethinyl estradiol (+) etonogestrel (NUVARING).  On 07-MAY-
2007, five hours after receiving the first dose of the vaccination, the patient experienced a feeling like her throat was swollen and nausea.  On 08-MAY-2007 the
patient experienced swelling of the face, swelling of both hands, tiny bumps on both hands and low grade fever of 100.9F.  The patient was examined by a
physician and prescribed oral diphenhydramine hydrochloride (Benadryl).  At the time of the report the patient had not recovered.  There were no laboratory or
diagnostic tests performed.  Additional information has been requested.

Symptom Text:

NuvaringOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
30.0

283792-1

20-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, Nausea, Oedema peripheral, Pharyngeal oedema, Pyrexia, Rash, Swelling face

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0389U 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Apr-2007
Vaccine Date

24-Apr-2007
Onset Date

0
Days

19-Feb-2008
Status Date

NC
State

WAES0705USA01737
Mfr Report Id

Information has been received from a physician concerning a female who "a couple of weeks ago" on approximately 24-APR-2007 was vaccinated with
Gardasil and Varivax, 0.5 ml on the same day.  A few days later, the patient was still experiencing pain in the arm she got the injection in.  It was not reported
whether or not this was the first shot of either vaccine.  The patient sought medical attention (not further specified).  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

283793-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Unknown
Intramuscular



10 JUN 2008 06:27Report run on: Page 2727
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Feb-2008
Status Date

--
State

WAES0705USA01743
Mfr Report Id

Information has been received from a pharmacist concerning a female who was vaccinated with Gardasil.  Subsequently the patient experienced a fever of 102
F.  No further information was available.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

283794-1

20-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Feb-2007
Vaccine Date

19-Feb-2007
Onset Date

14
Days

19-Feb-2008
Status Date

--
State

WAES0705USA01751
Mfr Report Id

Information has been received from a health professional concerning a 24 year old female who on 05-FEB-2007 was vaccinated with Gardasil.  Concomitant
therapy included DEPO-PROVERA.  On approximately 19-FEB-2007 the patient experienced blurry vision.  The patient's vision "was negative 600 and is now
negative 700."  The nurse practitioner reported that Gardasil would not be reintroduced.  Additional information has been requested.

Symptom Text:

DEPO-PROVERAOther Meds:
Lab Data:
History:
Prex Illness:

visual acuity test, 02/19?/07, negative 600; visual acuity test, 05?/??/07, negative 700
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

283795-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Vision blurred

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2729
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-May-2007
Vaccine Date

05-May-2007
Onset Date

4
Days

19-Feb-2008
Status Date

--
State

WAES0705USA01804
Mfr Report Id

Information has been received from a nurse practitioner concerning a 19 year old female with no pertinent medical history or a history of drug reactions or
allergies who on 01-MAY-2007 was vaccinated with her first dose of Gardasil, 0.5 ml, IM, left deltoid.  There was no concomitant medication.  On 05-MAY-2007
the patient developed hives.  The patient was instructed to take diphenhydramine (BENADRYL).  No laboratory tests were done.  As of 08-MAY-2007, the
patient was recovering.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

283796-1

20-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Apr-2007
Vaccine Date

Unknown
Onset Date Days

19-Feb-2008
Status Date

--
State

WAES0705USA01870
Mfr Report Id

Information has been received from a certified medical assistant concerning a 17 year old female who on 14-APR-2007 was vaccinated with the second
Gardasil (date of first dose not reported). Subsequently, the patient experienced breast pain. The patient sought unspecified medical attention. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

283797-1

20-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Breast pain

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2731
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Apr-2007
Vaccine Date

20-Apr-2007
Onset Date

0
Days

19-Feb-2008
Status Date

--
State

WAES0705USA01871
Mfr Report Id

Information has been received from a certified medical assistant concerning a 13 year old female who on 20-APR-2007 was vaccinated with the second
Gardasil (date of first vaccine not reported). Subsequently, the patient developed three fluid-filled cysts in her breast. The cysts were then drained. The results
of the drainage and the patient's outcome were not reported. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

283798-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Breast cyst

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2732
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Feb-2008
Status Date

--
State

WAES0705USA01872
Mfr Report Id

Information has been received from a physician and a nurse concerning a 17 year old female who in April 2007, was vaccinated with Gardasil (lot number
unknown).  Right after administration of the vaccine, the patient experienced hot flashes, reddening of the face, dizziness and sweating on her head.  The
patient had an unspecified blood test performed (results not provided) and sought unspecified medical attention.  Subsequently, the patient recovered from hot
flashes, reddening of the face, dizziness and sweating on her head the same day as the vaccination.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

283799-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Erythema, Hot flush, Hyperhidrosis, Immediate post-injection reaction

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2733
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Mar-2007
Vaccine Date

29-Mar-2007
Onset Date

2
Days

19-Feb-2008
Status Date

--
State

WAES0705USA01953
Mfr Report Id

Information has been received from a registered nurse concerning a female (age not reported) who on 27-MAR-2007 was vaccinated intramuscularly with a 0.5
mL dose of Gardasil. On 29-MAR-2007 (2 days after vaccination) the patient developed hives on her chest, back and upper extremities. The patient sought
unspecified medical attention. The registered nurse reported that the patient had used a tanning bed earlier on the same day as the reaction. On an
unspecified date, the patient recovered. There was no product quality complaint involved. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

283800-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2734
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Mar-2007
Vaccine Date

Unknown
Onset Date Days

19-Feb-2008
Status Date

--
State

WAES0705USA01957
Mfr Report Id

Information has been received from a licensed practical head nurse concerning a female who in March 2007, was vaccinated with Gardasil. Almost immediately
after the vaccination, the patient experienced pain, tingling and numbness down the arm. Subsequently, the patient recovered from pain, tingling and
numbness by the time and the patient left the office. this is one of two reports from the same source. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

283801-1

20-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Pain in extremity, Paraesthesia

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2735
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-May-2007
Vaccine Date

09-May-2007
Onset Date

0
Days

19-Feb-2008
Status Date

--
State

WAES0705USA01976
Mfr Report Id

Information has been received from a nurse concerning a female (age not reported) who on 09-MAY-2007 was vaccinated with a 0.5 mL dose of Gardasil (lot
unavailable).  Concomitant vaccination included unspecified "tetanus vaccine".  On 09-MAY-2007 the patient "got dizzy after receiving Gardasil.  The patient
sought unspecified medical attention.  On 09-MAY-2007, the patient recovered.  There was no product quality complaint.  Additional information has been
requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

283802-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2736
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Feb-2007
Vaccine Date

Unknown
Onset Date Days

19-Feb-2008
Status Date

--
State

WAES0705USA01987
Mfr Report Id

Information has been received from a medical assistant and a 23 year old medical secretary concerning herself who on 18-SEP-2006 was vaccinated
intramuscularly with the first 0.5 mL dose of Gardasil (lot #"069F").  On 28-SEP-2006, the patient was vaccinated intramuscularly with the second 0.5 mL dose
of Gardasil (lot #653937/0637F).  On 22-FEB-2007 the patient was vaccinated with the third dose of Gardasil (lot #653937/0637F).  The patient reported that
she "experienced a 20 minute period of parasthesia (numbness and tingling) in the arm after the first and second dose of the vaccine were administered."
Patient stated she "did not have the same experience after receiving the third dose."  The patient sought unspecified.  The patient recovered.  There was no
product quality complaint.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

283803-1

20-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, Paraesthesia

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0637F 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2737
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Mar-2007
Vaccine Date

07-Mar-2007
Onset Date

2
Days

19-Feb-2008
Status Date

OH
State

WAES0705USA02020
Mfr Report Id

Information has been received from a physician and an LPN concerning a 14 year old female who on 05-MAR-2007 at 10:45 a.m. was vaccinated in the right
deltoid with the first 0.5 mL dose of Gardasil (lot# 655619/1427F). Concomitant vaccination given in the right deltoid on 05-MAR-2007 included MENACTRA (lot
# U1947AA). It was reported that the patient was vaccinated on day 4 of her menses. Her menses stopped for 2 days and re-started on 07-MAR-2007 and
continued through 13-MAR-2007 (described as a normal cycle. During this time she had normal cramps and no treatment was given. Her cycle returned to
normal occurring 28 days later. The patient reported that she is on a normal 28-day menstrual cycle since the age of 13 years. The patient was not on birth
control. No further information is expected.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

283804-1

20-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Menstruation irregular

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U1947AA
1427F

0
0

Right arm
Right arm

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 2738
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Feb-2008
Status Date

--
State

WAES0705USA02022
Mfr Report Id

Information has been received from an office staff concerning her 14 year old daughter who was vaccinated with the first 0.5 mL dose of Gardasil and two days
later had her first menstrual cycle. The patient had no menses in between shots and had her second menstrual cycle after receiving the second dose of
Gardasil. The patient also experienced injection site pain. The patient sought unspecified medical attention. The patient's status was not reported. There was
no product quality complaint involved. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

283805-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Menstruation irregular

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2739
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Feb-2008
Status Date

--
State

WAES0705USA02023
Mfr Report Id

Information has been received from a medical assistant concerning a female (age not reported) with a history of migraines who was vaccinated with a dose of
Gardasil.  The medical assistant reported that 48 to 72 hours after vaccination was administered, the patient experienced migraine.  The patient sought
unspecified medical attention.  The patient's status was not reported.  There was no product quality complaint involved.  Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Migraine

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

283806-1

20-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Condition aggravated, Migraine

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2740
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Feb-2008
Status Date

MI
State

WAES0705USA02034
Mfr Report Id

Information has been received from a physician concerning a teenage female who received her first and second doses of Gardasil in the buttocks.
Subsequently the patient experienced pain at the site for a unspecified duration. Subsequently, the patient recovered from pain. Unspecified medical attention
was sought. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

283807-1

20-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Incorrect route of drug administration, Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2741
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Feb-2008
Status Date

CA
State

WAES0705USA02039
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with Gardasil. Subsequently the patient experienced vomiting.
Unspecified medical attention was sought. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

283808-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2742
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Feb-2008
Status Date

TN
State

WAES0705USA02042
Mfr Report Id

Information has been received from a physician, via a company representative, concerning teenage female patient with a history of fainting when given
injections, who was vaccinated (date unspecified) with the first dose, 0.5ml, of Gardasil. The physician reported that the patient fainted after the vaccine was
administered, but at the time of this report had recovered (dates not specified). The patient sought unspecified medical attention. No further information is
available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Syncope

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

283809-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2743
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Feb-2007
Vaccine Date

12-Feb-2007
Onset Date

0
Days

21-Feb-2008
Status Date

SC
State

WAES0705USA02045
Mfr Report Id

Information has been received from a health professional, a female receptionist, who on 12-FEB-2007 was vaccinated with the first dose of Gardasil (Lot
#654885/1424F). Concomitant therapy included hormonal contraceptives (unspecified). Following the vaccination, on 12-FEB-2007, the patient developed a
red bumpy rash that was in the shape of the latex-free band-aid that she had used, and was painful to the touch. On approximately 26-FEB-2007 ("two weeks"
later), the patient recovered from the events. On 13-APR-2007, the patient was vaccinated with the second dose of Gardasil (Lot #654885/1424F). Once again,
on the day of vaccination, the patient experienced the red bumpy rash, painful to the touch, and in the shape of the band aid she had used. As with the first
occurrence, on approximately 27-APR-2007 ("two weeks" later), the patient recovered from the rash. The patient sought unspecified medical attention.
Additional information has been requested.

Symptom Text:

Hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

283810-1

21-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Hyperaesthesia, Pain, Rash, Skin reaction

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1424F 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2744
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Apr-2007
Vaccine Date

01-Apr-2007
Onset Date

0
Days

19-Feb-2008
Status Date

NM
State

WAES0705USA02050
Mfr Report Id

Information has been received from a physician concerning a 15 year old female who in April 2007, was vaccinated intramuscularly with a 0.5 mL dose of
Gardasil. There was no concomitant medication. Approximately 6 to 8 hours after vaccination, the patient experienced shortness of breath. Her symptoms
lasted "all night long" and resolved by the next morning. Unspecified medical attention was sought. Subsequently, the patient recovered from shortness of
breath. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

283811-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dyspnoea

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2745
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Mar-2007
Vaccine Date

Unknown
Onset Date Days

19-Feb-2008
Status Date

--
State

WAES0705USA02074
Mfr Report Id

Information has been received from a physician concerning a female (age not reported) with pertinent medical history and drug reactions/allergies reported as
none who on 09-MAR-2007 was vaccinated with the first dose of Gardasil (lot #655849/0263U), 0.5 ml, IM in the deltoid. Concomitant therapy included
montelukast sodium (MSD). Subsequently on an unspecified date, the patient experienced hair loss after her first dose of Gardasil. The patient sought
unspecified medical attention. The patient's hair loss persisted. Additional information has been requested.

Symptom Text:

SingulairOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

283812-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Alopecia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0263U 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Feb-2007
Vaccine Date

Unknown
Onset Date Days

21-Feb-2008
Status Date

--
State

WAES0705USA02075
Mfr Report Id

Information has been received from a licensed visiting nurse concerning a 17 year old female who in February 2007 was vaccinated with the first dose of
Gardasil. A second dose of Gardasil was received on an unspecified date. Concomitant medication was not reported. In 2007, the patient experienced injection
site redness. The patient sought unspecified medical attention. The outcome of the event was not reported. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

283813-1

21-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
08-May-2007
Onset Date Days

21-Feb-2008
Status Date

--
State

WAES0705USA02081
Mfr Report Id

Information has been received from a registered nurse concerning a female (age not reported) who on an unspecified date was vaccinated with the first dose of
Gardasil. Concomitant medication was not reported. The evening of 08-MAY-2007, the patient experienced fever. On 09-MAY-2007, the patient experienced
ear ache but was afebrile. The patient sought unspecified medical attention. The outcome of the event was not reported. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

283814-1

21-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Ear pain, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2748
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Feb-2008
Status Date

--
State

WAES0705USA02113
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated in the left arm with Gardasil. Subsequently, the patient developed
adenopathy on the left side of her neck and a fever of 102F. She was treated with ibuprofen and acetaminophen. She missed one day of school as a result of
her symptoms. Subsequently, the patient received in two weeks. Additional information has been requested. This is one of two reports received from the same
source.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

283815-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Activities of daily living impaired, Lymphadenopathy, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2749
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-May-2007
Vaccine Date

26-May-2007
Onset Date

1
Days

06-Jul-2007
Status Date

FR
State

WAES0706USA05283
Mfr Report Id

Information has been received from a health professional concerning a 13 year old female who on 25-MAY-2007 was vaccinated with a first dose of Gardasil.
On 26-MAY-2007 the patient experienced severe fatigue that was still ongoing one month after vaccination. It was also reported that the girl slept a lot and
sometimes fell asleep during the day. The girl used to have a lively character. It was also reported that according to the GP it was not likely that the vaccination
caused the fatigue however it could not be ruled out. Other underlying causes were under investigation and test for Lyme's disease and Pfiffer's disease were
negative. At the time of this report, the patient had not recovered. Fatigue and slept a lot were considered to be other important medical events. Other business
partner numbers include: E200704170. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory test Pfieffer's disease negative, Lyme disease assay negative
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

283825-1

06-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Fatigue, Hypersomnia, Somnolence

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
05-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-May-2007
Vaccine Date

21-May-2007
Onset Date

18
Days

06-Jul-2007
Status Date

KS
State

WAES0705USA04344
Mfr Report Id

Information has been received from a registered nurse through the Merck pregnancy registry concerning a 17 year old female patient with folliculitis, genital
condyloma and no medical history or allergies, who on 07-MAR-2007 was vaccinated IM with a first 0.5ml dose of Gardasil (Lot# 655618/0186U). On 03-MAY-
2007 the patient received a second dose of Gardasil (Lot# 657621/0387U). Concomitant therapy included, AUGMENTIN and trichloroacetic acid. The patient
stated her last menstrual period was 15-APR-2007. The nurse reported that the patient kept changing the date at each visit. The patient was sent to an
OB/GYN and it was determined that she was 4 weeks pregnant as of 21-MAY-2007. Diagnostic laboratory studies performed were an ultrasound on 21-MAY-
2007 due to clotting/spotting which resulted as 5 week gestational sac. On 25-MAY-2007 and 30-MAY-2007, HCG quantitative test were performed which
resulted as 2231 and 118, respectively. The nurse mentioned that the patient has not experienced any difficulties with the pregnancy as this time. On 27-MAY-
2007, it was reported that the patient had a spontaneous abortion. She was 6 weeks from LMP. Unspecified medical attention was sought. At the time of this
report, the patient's outcome was unknown. No product quality complaint was involved. Upon internal review, spontaneous abortion was considered to be an
other important medical event. Additional information is not expected.

Symptom Text:

AUGMENTIN mg, trichloroacetic acidOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 4/15/2007) Folliculitis; Genital wartPrex Illness:

Ultrasound 05/21/07 - 5 week gestational sac Reason for test was clotting/spotting, total serum human 05/25/07 - 2231, total serum human 05/30/07 - 118

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

283826-1

06-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy, Metrorrhagia, Thrombosis

 ER VISIT, NOT SERIOUS

Other Vaccine
05-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0387U 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2751
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Jun-2007
Vaccine Date

14-Jun-2007
Onset Date

1
Days

06-Jul-2007
Status Date

FR
State

WAES0706USA05134
Mfr Report Id

Information has been received from a physician (general practitioner), concerning a 16 year old female patient, who on 13-JUN-2007 was vaccinated IM in the
left deltoid, with the first dose of Gardasil (Batch NF13760). On 14-JUN-2007, one day following vaccination, the patient developed facial paralysis. On 18-JUN-
2007, she was hospitalized for evaluation and diagnostics; serology testing including borrelia, was negative. At the time of this report the patient had not
recovered, but it was noted that on 22-JUN-2007, she had only "discrete symptoms." No further information is available. Other business partner number
included: E2007-04121.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

clinical serology test 18?Jun07 negative
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

283827-1 (S)

06-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Borrelia burgdorferi serology negative, Facial palsy

 HOSPITALIZED, SERIOUS

Other Vaccine
05-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2752
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Jun-2007
Vaccine Date

Unknown
Onset Date Days

12-Jul-2007
Status Date

GA
State Mfr Report Id

6/26/07 Child received booster Varicella vaccine on 6/28/07 RTC for red swollen L arm at injection site 1 1/2 cm ecchymosis around site, 2" redness around
site. Advised to ice area and take Ibuprofen

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

283838-1

12-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site haemorrhage, Injection site swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
05-Jul-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

0639U
0525U

1
0

Left arm
Right arm

Subcutaneously
Intramuscular



10 JUN 2008 06:27Report run on: Page 2753
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Jun-2007
Vaccine Date

27-Jun-2007
Onset Date

0
Days

12-Jul-2007
Status Date

PA
State Mfr Report Id

Warmth, swelling, rash of face within minutes of receiving HPV vaccine. Reported there signs and symptoms about 2 hours later. Appearance at time of RX
facial redness, swelling, urticaria. Treated with Benadryl PO, Prednisone PO, ranitidine PO.

Symptom Text:

B complex tabs, Yasmin, Lactaid, TopicortOther Meds:
Lab Data:
History:

NonePrex Illness:

Lactose intolerance, environmental allergen, Xerosis

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

283840-1

12-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Rash, Skin warm, Swelling face, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
05-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0961F 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2754
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Jul-2007
Status Date

WV
State Mfr Report Id

No adverse event occurred. Advised by CDC phone contact to report that she had received additional vaccine at another facility.Symptom Text:

Other Meds:
Lab Data:
History:

nonePrex Illness:

none
No allergies

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

283841-1

12-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Incorrect dose administered, No adverse effect

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
05-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1447F 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2755
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Jun-2007
Vaccine Date

28-Jun-2007
Onset Date

0
Days

12-Jul-2007
Status Date

NH
State Mfr Report Id

Pt was noted to be pale, pt fainted. Brought in room in lay. BP checked, Pulse checked. MD notified and checked Pt after resting BP elevated to normal. Pt
released with mother to drive.

Symptom Text:

Other Meds:
Lab Data:
History:

nonePrex Illness:

Vitals
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

283844-1

12-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pallor, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
05-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0522U Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2756
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Jun-2007
Vaccine Date

27-Jun-2007
Onset Date

0
Days

12-Jul-2007
Status Date

CO
State Mfr Report Id

Within a couple minutes of admin, she verbalized she felt faint, slumped and hit head against exam table mirror, became pale, clonic arm movements x 4 per
mom. Administered O2, elevated feet gave water, pretzels. Hypotensive in ER where she was sent with 1 hour in office.

Symptom Text:

Singulair, AlbuterolOther Meds:
Lab Data:
History:
Prex Illness:

CBC WNL, EKG WNL, D-Dimer <.22 WNL
Stable exercise induced asthma, Allergic garamycin

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

283845-1

12-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Clonus, Dizziness, Head injury, Hypotension, Pallor

 ER VISIT, NOT SERIOUS

Other Vaccine
05-Jul-2007

Received Date

Prex Vax Illns:

TDAP
HPV4
HEPA

SANOFI PASTEUR
MERCK & CO. INC.
MERCK & CO. INC.

C2734AA
0524C
0442U

5
0
0

Left arm
Right arm
Left arm

Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 2757
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Jun-2007
Vaccine Date

21-Jun-2007
Onset Date

1
Days

12-Jul-2007
Status Date

CA
State Mfr Report Id

10-12 cm of erythema, mildly swollen and warm at site of Varicella injectionSymptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

283846-1

12-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site swelling, Injection site warmth

 ER VISIT, NOT SERIOUS

Other Vaccine
05-Jul-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
TDAP

MERCK & CO. INC.
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

0534U
0522U
AC52B009AA

1
0
5

Left arm
Right arm
Left arm

Subcutaneously
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 2758
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Jun-2007
Vaccine Date

25-Jun-2007
Onset Date

0
Days

12-Jul-2007
Status Date

MI
State Mfr Report Id

After administering the HPV vaccine, the patient lost her hearing, became dizzy and broke out in a sweat, pale. I had to wait to give the rest of the vaccines.
Patient laid down on exam table - drank some water and had cool cloth to the head. After 10 min - she was ok.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

283850-1

12-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Deafness, Dizziness, Hyperhidrosis, Pallor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
05-Jul-2007

Received Date

Prex Vax Illns:

VARCEL
TDAP
MNQ
HPV4

MERCK & CO. INC.
SANOFI PASTEUR
SANOFI PASTEUR
MERCK & CO. INC.

0364U
C2492BA
U2139AA
0962F

Left arm
Right arm
Right arm
Left arm

Subcutaneously
Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 2759
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Jun-2007
Vaccine Date

02-Jul-2007
Onset Date

21
Days

12-Jul-2007
Status Date

ME
State Mfr Report Id

papules on back noted on 07/02/07 low grade fever.Symptom Text:

Other Meds:
Lab Data:
History:

nonePrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

283856-1

12-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pyrexia, Rash papular

 ER VISIT, NOT SERIOUS

Other Vaccine
05-Jul-2007

Received Date

Prex Vax Illns:

VARCEL
MNQ
HEPA
HPV4

MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.
MERCK & CO. INC.

0362U
U2327AA
0246U
0387U

1
0
0
0

Left arm
Right arm
Right arm
Left arm

Subcutaneously
Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 2760
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Jun-2007
Vaccine Date

29-Jun-2007
Onset Date

0
Days

12-Jul-2007
Status Date

MA
State Mfr Report Id

Pt became pale, diaphoretic, after vaccine administered was given, sitting down, had not eaten all day BP 102/68 - 112/80 O2 98-100%.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

283857-1

12-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hyperhidrosis, Pallor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
05-Jul-2007

Received Date

Prex Vax Illns:

TDAP
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

C2720
0524V

0
0

Left arm
Right arm

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 2761
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Jun-2007
Vaccine Date

15-Jun-2007
Onset Date

1
Days

08-Jul-2007
Status Date

NC
State Mfr Report Id

Guillain-Barre Syndrome. Within 24 hours of receiving HPV shot, patient experienced headache and extreme fatigue and weakness. Muscle weakness began
in legs and progressed to arms, head and neck. Tingling in hands and feet. Intense muscle pain in thighs, hips, and arms. By ninth day, patient's facial muscles
were drooping, experiencing rapid heartbeat and dragging right foot when trying to walk. By end of week 2 muscle function had returned and patient was
recovering.  Extreme fatigue still remains. 7/10/07-records received-Seen in PCP office with 3 day C/O fatigue and bilateral leg pain. Tingling sensation in feet
when she stands. Walks normally. Headache comes and goes. No numbness or tingling in hands. PE: sensation intact on both feet. Assessment:fatigue, leg
pain and numbness in feet. At mom's request referred to neurologist for evaluation of Gullain Barre syndrome.  8/21/07-records received from facility for DOS
7/25-7/26/07 DC DX: Guillain-Barre syndrome.  Symptoms began approximately 5 weeks ago after receiving 3rd HPV vaccine. Began to experience
generalized fatigue. Progressed to numbness and tingling sensations at tips of fingers and toes and progressed proximally. Low back pain and hip pain.
Symptoms after 2 weeks began to improve and she went on a trip. Returned with profound fatigue and worsening paresthesias on her feet. Treated with IVIG.
2/26/08-After follow up with the patient's neurologist, the condition was found to not be GBS.

Symptom Text:

CymbaltaOther Meds:
Lab Data:

History:

nonePrex Illness:

EMS, 1 abnormal nerve response in right leg. 8/21/07-records received-MRI no intracranial abnormality.NCV essentially normal except for slight prolongation of
right peroneal nerve.
none 8/21/07-records received-Secondary DX: HX of complex regional pain syndrome. HX of herpes zoster at age 10. Obsessive-compulsive disorder and mild
depression. Status post removal of osteoma of right great toe.HX of chronic pain syndrome affecting chest and was treated with physical therapy last year.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

283893-1

26-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Back pain, Facial palsy, Fatigue, Gait disturbance, Headache, Heart rate increased, Muscular weakness, Myalgia, Pain in extremity, Paraesthesia

 ER VISIT, NOT SERIOUS

Related reports:   283893-2

Other Vaccine
05-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0387U 2 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2762
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Jun-2007
Vaccine Date

18-Jun-2007
Onset Date

4
Days

22-Oct-2007
Status Date

NC
State

WAES0710USA01512
Mfr Report Id

Information has been received from a physician concerning a 19 year old female who was vaccinated intramuscularly with the third dose of Gardasil. The
physician reported that the patient experienced numbness in her feet after receiving her third dose of Gardasil. The physician stated that the patient had
Guillain-barre syndrome. It was reported that the patient was one of a set of triplets and all three received the three doses of Gardasil at the same time.
However, only this patient experienced numbness. The physician did not provide any lot numbers. The patient sought unspecified medical attention. No
additional information was provided. Upon internal review, it was determined that Guillain-barre syndrome was an other important medical event. In follow-up it
was reported by a nurse that the patient received the first dose of Gardasil (Lot # 654389/0961F) on 27-DEC-2006. The patient received the second dose of
Gardasil from the college student health center on 28-FEB-2007, (Lot # not known by physician). It was reported that the patient received the third dose of
Gardasil (Lot # 657621/0387U) on 14-JUN-2007. ON 18-JUN-2007, the patient was seen in the office and complained of fatigue, headache, leg pain in both
legs, and tingling in both feet and was referred to a neurology practice. It was reported that the chart notes indicated that the patient was admitted to the
hospital on 25-JUN-2007 and was discharged on 26-JUN-2007 and received intravenous immunoglobulin (IVIG) 30 grams. No further information was available
in the patient's chart. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

283893-2 (S)

08-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Fatigue, Guillain-Barre syndrome, Headache, Hypoaesthesia, Immunoglobulins, Pain in extremity, Paraesthesia

 ER VISIT, HOSPITALIZED, SERIOUS

Related reports:   283893-1

Other Vaccine
19-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0387U 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2763
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Jul-2007

Vaccine Date
04-Jul-2007
Onset Date

1
Days

08-Jul-2007
Status Date

GA
State Mfr Report Id

6CM AREA OF ERYTHEMA, TENDERNESS TO LEFT ARM.  SLIGHT NECK PAIN, BUT FULL RANGE OF MOTIONSymptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

283896-1

09-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Neck pain, Tenderness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
05-Jul-2007

Received Date

Prex Vax Illns:

VARCEL
TDAP

MNQ
HPV4

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
SANOFI PASTEUR
MERCK & CO. INC.

0115U
AC52B0118BA

U2B2UAA
0525U

1
0

0
0

Left arm
Left arm

Right arm
Right arm

Subcutaneously
Intramuscular

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 2764
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-May-2007
Vaccine Date

01-Jun-2007
Onset Date

15
Days

08-Jul-2007
Status Date

AR
State Mfr Report Id

Two weeks after the Gardasil vaccine was administered, began complaining of tingling in her feet.  It rapidly progressed to numbness in the feet, and now it is
tingling all the way up to her waist.  We are worried sick.  We have visited our primary care physician and done blood work and a nerve conduction test, all with
"normal" results.  Our next step will be to consult a neurologist.

Symptom Text:

None, although Pamela did have a UTI infection the week before, and had her wisdom teeth out 5/30/07, and was on an antibiotic for this as well.Other Meds:
Lab Data:
History:

NonePrex Illness:

Nerve conduction testBlood work (not sure what was done)
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

283903-1

08-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Paraesthesia

 ER VISIT, NOT SERIOUS

Related reports:   283903-2;  283903-3

Other Vaccine
05-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2765
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-May-2007
Vaccine Date

01-Jun-2007
Onset Date

15
Days

10-Aug-2007
Status Date

AR
State Mfr Report Id

diagnosed with Guillian Barre by neurologist after 1 doses of Gardasil no hospitalization required. 8/15/07-note from neurologist for DOS 6/26/07-Over past two
weeks had numbness that started in her feet. States that this is especially prominent in her heels and now has migrated up to hip area. Denies pain denies
traums. No weakness but does report a decrease in sensation.  PE: extremties she has 2+ dorsalis pedes and posterior tibial pulses. DTR's are symmetrical
and 3+ at the achilles and patella. She has 5/5 muscle strength at hip, knee and ankle. Does report minimal decrease in sensation. Assessment: paraesthesias
of lower extremities, etiology unknown. No evidence for the above medications to support paraesthesia. EMG and NCV to be performed.  9/26/07-neurology
note received for DOS 7/12/07- Assessment: mild case of Guillain-Barre related to Gardisil vaccination.

Symptom Text:

NONEOther Meds:
Lab Data:

History:
NOPrex Illness:

No pregnancy records received 9/26/07-EMG and nerve conduction studies of both lower extremities essentially negative although there was a soft finding to
suggest a possible L5 or S1 nerve root problem on right side. No evidence of this on
NO 8/15/07-records received:PMH: Dental surgery treated with Clindamycin. UTI treated with Bactrim, birth control.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

283903-2

26-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Guillain-Barre syndrome, Hypoaesthesia, Paraesthesia

 ER VISIT, NOT SERIOUS

Related reports:   283903-1;  283903-3

Other Vaccine
20-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0388U 0 Left arm Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-May-2007
Vaccine Date

01-Jun-2007
Onset Date

15
Days

10-Aug-2007
Status Date

AR
State

WAES0707USA03494
Mfr Report Id

Initial and follow up information has been received from a nurse concerning an 18 year old female with no pertinent medical history who on 17-MAY-2007 was
vaccinated with a first dose of Gardasil (lot #657622/0388U). Subsequently, the patient developed unspecified paralysis and was referred to a local neurologist.
The patient's symptoms were severe enough that the patient felt she needed immediate care. The patient wanted to be seen sooner so she found a different
neurologist who diagnosed the patient with Guillain Barre Syndrome (GBS). GBS onset date was on 01-JUN-2007. At the time of the report the patient was
recovering. Upon internal review GBS and paralysis were considered to be another important medical event. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

283903-3

13-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Guillain-Barre syndrome, Paralysis

 ER VISIT, NOT SERIOUS

Related reports:   283903-1;  283903-2

Other Vaccine
09-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0388U 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Jun-2007
Vaccine Date

Unknown
Onset Date Days

16-Jul-2007
Status Date

MA
State Mfr Report Id

Patient and parent noticed right arm swelling after immunization.Symptom Text:

NoneOther Meds:
Lab Data:
History:

Well child examPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
10.0

283917-1

16-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
05-Jul-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

0606U
0188U

1
0

Right arm
Right arm

Subcutaneously
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Apr-2007
Vaccine Date

23-Apr-2007
Onset Date

0
Days

21-Feb-2008
Status Date

NJ
State

WAES0705USA02126
Mfr Report Id

Information has been received from a registered nurse concerning a 24 year old white female teacher (weight 133#, height 62") who on 23-APR-2007 was
vaccinated with the first dose of Gardasil (lot #657617/0384U), IM in the deltoid.  Concomitant medication was not reported.  On 23-APR-2007 approximately 5
minutes after vaccine was administered, the patient fainted.  The patient was treated with a cold pack to her head and she was instructed to lie down.  The
patient's blood pressure was 130/70.  Subsequently that same day, the patient recovered from fainting and left the physicians office unassisted.  Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Blood pressure 04/23/07 130/70
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

283930-1

21-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0384U 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Feb-2008
Status Date

--
State

WAES0705USA02176
Mfr Report Id

Information has been received from a secretary concerning a female who was vaccinated with her 3rd dose of Gardasil.  Subsequently the patient experienced
severe body aches, rash on face and arms, and numbness.  Unspecified medical attention was sought.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

283931-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Pain, Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Apr-2007
Vaccine Date

01-May-2007
Onset Date

30
Days

19-Feb-2008
Status Date

--
State

WAES0705USA02180
Mfr Report Id

Information has been received from a certified medical assistant and a physician (patient's dermatologist) concerning a 14 year old female student who was
vaccinated in April 2007 with her third dose of Gardasil in the left arm and developed an injection site reaction. There was no concomitant medication. In May
20007 the patient developed left arm swelling, redness, tenderness and warm and firm to touch. The patient noted this did not happen with the first and second
injections. The patient had recovered three weeks post injection. The patient's OB/GYN office who administered the Gardasil was not concerned. The patient's
mother was concerned and took her to a dermatologist. Cool compresses were recommended for the patient. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

283932-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site induration, Injection site pain, Injection site reaction, Injection site swelling, Injection site warmth

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2771
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-May-2007
Vaccine Date

10-May-2007
Onset Date

2
Days

19-Feb-2008
Status Date

PA
State

WAES0705USA02192
Mfr Report Id

Initial and follow up information has been received from a registered nurse concerning a Caucasian 24 year old female student with sulfonamide allergy, drug
hypersensitivity and surgical tape allergy who on 08-MAY-2007 at PM was vaccinated IM in the right deltoid with her second dose of Gardasil (Lot
#657617/0384U).  On 10-MAY-2007 at AM the patient experienced pain and developed swelling at the injection site, patient also had a fever and felt nauseous
after receiving Gardasil.  The nurse recommended TYLENOL and BENADRYL and to use an ice pack at the injection site.  In follow up it was reported that on
10-MAY-2007 at AM the patient also developed redness at the injection site and took BENADRYL and TYLENOL and ice to the injection site.  On 11-MAY-2007
it was reported that the patient's condition improved.  Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Sulfonamide allergy; drug hypersensitivity; adhesive tape allergyPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

283933-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site pain, Injection site swelling, Nausea, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0384U 1 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2772
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-May-2007
Vaccine Date

02-May-2007
Onset Date

0
Days

21-Feb-2008
Status Date

FL
State

WAES0705USA02200
Mfr Report Id

Information has been received from a registered nurse concerning a 27 year old female with sulfa, penicillin, amoxicillin, lidocaine and Ceclor allergies who on
02-NOV-2006 was vaccinated IM with the first dose of Gardasil. She received the second dose on 04-JAN-2007 and the third dose on 02-MAY-2007 (Lot#
653938/0954F). Concomitant therapy included "Quersatin". On 02-MAY-2007 the patient experienced prolonged injection site pain and decreased range of
motion in her arm. The pain began on the day of the vaccination and had become more severe since that time. The patient was seen in the office on 09-MAY-
2007. No inflammation or edema was noted at that time. No labs were performed. As of 10-MAY-2007, the patient had not recovered from the events.
Additional information has been requested.

Symptom Text:

[therapy unspecified]Other Meds:
Lab Data:
History:

Sulfonamide allergy; Penicillin allergy; Drug hypersensitivity; Allergic reaction to antibioticsPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
27.0

283934-1

21-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, Injected limb mobility decreased, Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0954F 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2773
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-May-2007
Vaccine Date

09-May-2007
Onset Date

0
Days

21-Feb-2008
Status Date

NC
State

WAES0705USA02203
Mfr Report Id

Information has been received from a physician concerning a 16 year old female with an unspecified drug allergy who on 09-MAY-2007 was vaccinated IM with
the first dose of Gardasil. Within an hour, the patient experienced shortness of breath and possibly hives. The physician sent the patient to the ER. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Drug hypersensitivityPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

283935-1

21-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dyspnoea, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2774
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-May-2007
Vaccine Date

08-May-2007
Onset Date

0
Days

19-Feb-2008
Status Date

NY
State

WAES0705USA02220
Mfr Report Id

Information has been received from a nurse concerning a 19 year old female with no drug reactions/allergies and no reported medical history who on 08-MAY-
2007 was vaccinated IM with the first dose of Gardasil.  Concomitant therapy included hormonal contraceptives (unspecified).  On th evening of 08-MAY-2007
the patient experienced headache, sore throat, swollen glands and felt lethargic.  She had no fever.  The events persisted as of 10-MAY-2007.  Additional
information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

283936-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Lethargy, Lymphadenopathy, Pharyngolaryngeal pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2775
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-May-2007
Vaccine Date

08-May-2007
Onset Date

1
Days

21-Feb-2008
Status Date

HI
State

WAES0705USA02227
Mfr Report Id

Information has been received from a physician and follow up information from a health care professional concerning a 21 year old female patient with no drug
reactions/allergies who on 07-MAY-2007 was vaccinated IM in the right deltoid with the third dose of Gardasil (Lot #657617/0384U).  Concomitant therapy
included ethinyl estradiol (+) etonogestrel (NUVARING).  On 08-MAY-2007 the patient experienced an injection site reaction of redness, swelling and the area
was hot to the touch.  There were three red blotches near the injection site including the injection site.  No labs were performed.  Her outcome was not
reported.  Additional information is not expected.

Symptom Text:

NUVARINGOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

283937-1

21-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site swelling, Injection site warmth, Rash macular

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0384U 2 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2776
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Apr-2007
Vaccine Date

25-Apr-2007
Onset Date

8
Days

19-Feb-2008
Status Date

--
State

WAES0705USA02258
Mfr Report Id

Information has been received from a physician concerning her 17 year old daughter who on 17-APR-2007 was vaccinated with Gardasil.  On 25-APR-2007 the
patient experienced pain in her upper right arm.  The physician noted there was no redness or swelling in the injection site area.  Subsequently, on 29-APR-
2007, the patient recovered from pain in her upper right arm.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

283938-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2777
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
15-Feb-2007
Onset Date Days

21-Feb-2008
Status Date

--
State

WAES0705USA02268
Mfr Report Id

Information has been received from a physician concerning a 19 year old female with a BACTRIM allergy and a history of viral myocarditis (approximately
2005) who has had doses of Gardasil. Concomitant therapy included YASMIN. On 15-FEB-2007 the patient experienced subcutaneous vasculitis. A biopsy was
performed which confirmed the subcutaneous vasculitis. The physician noted the two dosed of vaccine were administered at another facility so she did not
have the dated of administration or the lot numbers. The patient's subcutaneous vasculitis persisted. Additional information has been requested.

Symptom Text:

YASMINOther Meds:
Lab Data:
History:

Drug hypersensitivityPrex Illness:

Biopsy ?/?/07 - confirmed subcutaneous vasculitis
Viral myocarditis

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

283939-1

21-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Vasculitis

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2778
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-May-2007
Vaccine Date

10-May-2007
Onset Date

5
Days

19-Feb-2008
Status Date

CA
State

WAES0705USA02270
Mfr Report Id

Information has been received from a physician concerning a female who on 05-MAY-2007 was vaccinated with Gardasil.  The physician reported that on 10-
MAY-2007, the patient developed a lesion in the vaginal area.  No other information was reported.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

283940-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Vaginal lesion

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2779
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Feb-2008
Status Date

--
State

WAES0705USA02309
Mfr Report Id

Information has been received from a consumer concerning a 13 year old female who, on an unspecified date, was vaccinated with Gardasil.  Subsequently the
patient experienced nausea, a slight fever and dizziness.  The reporting consumer felt that the nausea, slight fever and dizziness were related to therapy with
Gardasil.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

283941-1

21-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Nausea, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2780
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Feb-2008
Status Date

--
State

WAES0705USA02340
Mfr Report Id

Information has been received from a physician concerning a 24 year old female who was vaccinated with Gardasil.  Subsequently the patient experienced
numbness in her lips and drooling.  This occurred mostly on the side of the body where the injection was given (not further specified).  The numbness lasted 2
hours but a tingling sensation lasted for the rest of the day.  Subsequently, the patient recovered from numbness in her lips and drooling.  The patient sought
medical attention.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

283942-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drooling, Hypoaesthesia oral, Paraesthesia

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2781
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-May-2007
Vaccine Date

09-May-2007
Onset Date

0
Days

21-Feb-2008
Status Date

--
State

WAES0705USA02386
Mfr Report Id

Information has been received concerning a 26 year old female nursing student who on 09-MAY-2007 vaccinated herself with Gardasil (LOT#654741/1208P)
which was exposed to room temperatures for about 4 hours, subcutaneously in her left arm. Concomitant therapy included cough, cold, and flu therapies
(unspecified). On 09-MAY-2007 the patient's left arm hurt. The patient's experience persisted. Additional information is not expected.

Symptom Text:

cough, cold, and flu therapiesOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

283943-1

21-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Incorrect route of drug administration, Medication error, Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1208F Unknown Subcutaneously



10 JUN 2008 06:27Report run on: Page 2782
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-May-2007
Vaccine Date

09-May-2007
Onset Date

1
Days

19-Feb-2008
Status Date

--
State

WAES0705USA02394
Mfr Report Id

Information has been received from a pharmacist concerning his 22 year old daughter with a sulfonamide allergy who on 08-MAY-2007 was vaccinated with her
first dose of Gardasil, 0.5ml intramuscularly.  There was no concomitant medication.  "Forty-eight hours post vaccination" on 09-MAY-2007 the patient
experienced mild swelling in her throat.  No other symptoms were noted.  Unspecified medical attention was sought.  As of 11-MAY-2007, the patient was
recovering.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Sulfonamide allergyPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

283944-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pharyngeal oedema

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2783
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-May-2007
Vaccine Date

10-May-2007
Onset Date

0
Days

21-Feb-2008
Status Date

--
State

WAES0705USA02397
Mfr Report Id

Information has been received from a physician's assistant concerning a 14 year old female with no known drug allergies who on 10-MAY-2007 was vaccinated
with a dose of Gardasil, 0.5ml, intramuscularly (Lot# 654510/0962F). Concomitant therapy included hormonal contraceptives (unspecified). Within 24 hours of
being vaccinated on 10-MAY-2007, the patient felt feverish and developed a rash on her abdomen, back and between her fingers. The patient's mother treated
her with over the counter BENADRYL. Subsequently, the patient recovered. Additional information has been requested.

Symptom Text:

Hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

283945-1

21-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Feeling of body temperature change, Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0962F Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2784
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Apr-2007
Vaccine Date

Unknown
Onset Date Days

21-Feb-2008
Status Date

MI
State

WAES0705USA02422
Mfr Report Id

Information has been received from a certified medical assistant concerning a 19 year old female with asthma, sulfonamide allergy and penicillin allergy and a
previous history of migraine headaches who on 02-FEB-2007 was vaccinated with her first dose of Gardasil, 0.5 ml intramuscularly (Lot#655503/0012U).
Concomitant therapy included montelukast sodium and ORTHO TRI-CYCLEN LO. In February 2007, the patient experienced a migraine headache after her
first dose of Gardasil. On 03-APR-2007, the patient was vaccinated with her second dose of Gardasil, 0.5 ml intramuscularly (Lot#656051/0244U). In April 2007
the patient experienced a migraine headache after her second dose of Gardasil. The interval between the Gardasil dose and the onset of the headaches was
unknown. Each headache resolved and the patient was fully recovered. Additional information has been requested.

Symptom Text:

ORTHO TRI-CYCLEN LO; SINGULAIROther Meds:
Lab Data:
History:

Asthma, Sulfonamide allergy; Penicillin allergyPrex Illness:

None
Migraine

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

283946-1

21-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Condition aggravated, Migraine, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0244U 1 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Mar-2007
Vaccine Date

Unknown
Onset Date Days

21-Feb-2008
Status Date

OK
State

WAES0705USA02426
Mfr Report Id

Information has been received from a physician concerning a 20 year old female with no pertinent medical history who, six weeks ago, on approximately 30-
MAR-2007, was vaccinated with Gardasil.  Concomitant therapy included birth control pills (unspecified).  Subsequently, one to two weeks later, the patient
developed a rash and was seen by a dermatologist.  The patient told the physician that it was diagnosed as psoriasis and that she received a cortisone
injection.  The physician is unsure if this is related to Gardasil because he has not yet received the report from the dermatologist.  Additional information has
been requested.

Symptom Text:

Hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

283947-1

21-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Psoriasis, Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2786
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Mar-2007
Vaccine Date

06-Apr-2007
Onset Date

7
Days

21-Feb-2008
Status Date

WI
State

WAES0705USA02478
Mfr Report Id

Information has been received from a physician's assistant concerning a 25 year old female patient, who was sexually active since October, 2006, and who on
26-JAN-2007 was vaccinated, IM, with the first dose, 0.5ml, of Gardasil, and on 30-MAR-2007, was vaccinated IM, with the second dose, 0.5ml, of Gardasil.
Concomitant therapy included SPRINTEC. On 06-APR-2007, following the second vaccination, the patient developed genital warts. At the time of this report,
the patient had not recovered. The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

SPRINTECOther Meds:
Lab Data:
History:

Sexually activePrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

283948-1

21-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anogenital warts

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2787
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Feb-2008
Status Date

OH
State

WAES0705USA02557
Mfr Report Id

Information has been received from a nurse concerning a "14 or 15" year old female who was vaccinated intramuscularly with a 0.5 mL second dose of
Gardasil.  Subsequently the patient experienced nausea, was white in the face, and sick to the stomach.  The patient sought unspecified medical attention.
Subsequently, the patient recovered.  This is one of several reports from the same source.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

283949-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Nausea, Pallor, Stomach discomfort

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2788
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Feb-2007
Vaccine Date

28-Feb-2007
Onset Date

1
Days

21-Feb-2008
Status Date

ID
State

WAES0705USA02601
Mfr Report Id

Information has been received from a health professional concerning a 15 year old white female student who on 27-FEB-2007 was vaccinated in the right
deltoid with Gardasil (lot # 655503/0012U) concomitantly with a dose of MENACTRA (lot # U2135AA) in the left deltoid. On 28-FEB-2007 the patient
experienced "achey and sore all over", vomiting, dizzy, fever and diarrhea. On 05-MAR-207 the patient was seen in the doctors office and the family nurse
practitioner prescribed PHENERGAN TABLETS/SUPPOSITORIES and diagnostic laboratory tests were performed. After 5 doses of PHENERGAN
TABLETS/SUPPOSITORIES symptoms resolved. A diagnosis was provided of viral infection versus reaction to Gardasil. The patient's mother does not wish for
her to continue the Gardasil series. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:

History:
Prex Illness:

diagnostic laboratory 03/05/07; arterial blood total 03/05/07 31.7; red blood cell count 03/05/07 5.10; serum alkaline 03/05/07 55; serum chloride 03/05/07 97;
serum potassium 03/05/07 3.6; serum sodium 03/05/07 140; WBC count 03/05/07 5.2
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

283950-1

21-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Diarrhoea, Dizziness, Pain, Pyrexia, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2135AA
0012U

0
0

Unknown
Unknown

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 2789
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Feb-2008
Status Date

--
State

WAES0705USA02607
Mfr Report Id

Information has been received from a company representative concerning a female (age not reported) who on an unspecified date was vaccinated with the first
dose of Gardasil.  Concomitant medication was not reported.  Subsequently on an unspecified date, the patient experienced severe injection site pain after
receiving her first injection of Gardasil.  The patient was unable to lift her arm without pain for 2 days.  The outcome of the event was not reported.  No further
information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

283951-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injected limb mobility decreased, Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2790
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-May-2007
Vaccine Date

08-May-2007
Onset Date

0
Days

19-Feb-2008
Status Date

NY
State

WAES0705USA02661
Mfr Report Id

Information has been received from a health professional concerning a female who on 08-MAY-2007 was vaccinated IM 0.5mL first dose with Gardasil (lot#
657006/0188U).  Concomitant therapy included Varivax (MSD).  Subsequently the patient experienced swollen arm and arm redness after the Gardasil
injection.  Subsequently, the patient recovered from swollen arm and arm redness.  The patient sought unspecified medial attention.  Additional information has
been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

283952-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Oedema peripheral

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

NULL
0188U 0

Unknown
Unknown

Unknown
Intramuscular



10 JUN 2008 06:27Report run on: Page 2791
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Mar-2007
Vaccine Date

23-Mar-2007
Onset Date

1
Days

22-Feb-2008
Status Date

--
State

WAES0705USA02662
Mfr Report Id

Information has been received from a physician concerning a 12 year old female who on 22-MAR-2007 was vaccinated with Gardasil (lot# 657005/0314U). On
23-MAR-2007 the patient experienced diffuse erythematous rash upper and lower extremities. The patient sought medical attention on 26-MAR-2007 and was
prescribed ZYRTEC. Subsequently, the patient recovered from diffuse erythematous rash upper and lower extremities. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

283953-1

22-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash erythematous

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0314U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2792
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Mar-2007
Vaccine Date

09-Mar-2007
Onset Date

0
Days

19-Feb-2008
Status Date

IL
State

WAES0705USA02663
Mfr Report Id

Information has been received from a health professional concerning a 24 year old female who on 09-MAR-2007 was vaccinated, IM 0.5 ml first dose, with
Gardasil (lot# 657006/0188U).  On 09-MAR-2007 the patient experienced nausea and diarrhea.  On 12-MAR-2007 the patient experienced a rash on her chest
and chest pain.  Subsequently, the patient recovered from nausea, diarrhea, rash and chest pain.  The patient sought unspecified medical attention.  Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

283954-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Chest pain, Diarrhoea, Nausea, Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0188U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2793
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Feb-2008
Status Date

--
State

WAES0705USA02685
Mfr Report Id

Information has been received from a consumer concerning her daughter who was vaccinated with Gardasil.  Subsequently the patient experienced "brief pain,
lasting less than a second" at the injection site.  No additional information was available at the time of this report.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

283955-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2794
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Feb-2007
Vaccine Date

01-Feb-2007
Onset Date

0
Days

19-Feb-2008
Status Date

--
State

WAES0705USA02707
Mfr Report Id

Information has been received from a company representative concerning a female who approximately in February 2007 (3 months ago), was vaccinated with
the first dose of Gardasil and she experienced severe genital warts. Unspecified medical attention was sought. No other information was provided. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

283956-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anogenital warts

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2795
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-May-2007
Vaccine Date

08-May-2007
Onset Date

0
Days

22-Feb-2008
Status Date

--
State

WAES0705USA02720
Mfr Report Id

Information has been received from a physician concerning a 21 year old female who on 08-May-2007 was vaccinated intramuscularly with 0.5 ml of Gardasil
lot #657617/0384U, and felt pain after receiving vaccine.  The pain was initiated at the injection site and radiated down to her 3rd and 4th finger.  There was no
visual redness or swelling.  This was her second vaccination.  She did not have any reaction on her first vaccination.  Unspecified medical attention was sought.
 As of 14-May-2007, the patient has not recovered from her pain.   No further information is available.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

283957-1

22-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0384U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2796
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-May-2007
Vaccine Date

Unknown
Onset Date Days

19-Feb-2008
Status Date

--
State

WAES0705USA02730
Mfr Report Id

Information has been received from a nurse practitioner concerning a 16 year old female with a history of Hodgkin's disease (at the age of 12, patient was
diagnosed with Hodgkin's disease and went thru Chemotherapy), who was vaccinated a few weeks ago with Gardasil. The patient developed localized reaction
like shingles after getting vaccine. Unspecified medical attention was sought. No additional information was provided.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Hodgkin's disease

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

283958-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Herpes zoster, Local reaction

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2797
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Feb-2008
Status Date

--
State

WAES0705USA02778
Mfr Report Id

Information has been received from a physician and a nurse concerning a 17 year old female who was vaccinated with Gardasil (lot number unknown).  Right
after administration of the vaccine, the patient experienced hot flashes, reddening of the face, dizziness and sweating on her head.  The patient's outcome was
not reported.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

283959-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Erythema, Hot flush, Hyperhidrosis, Immediate post-injection reaction

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2798
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-May-2007
Vaccine Date

14-May-2007
Onset Date

0
Days

22-Feb-2008
Status Date

--
State

WAES0705USA02779
Mfr Report Id

Information has been received from a licensed visiting nurse, via a company representative, concerning a female student in twelfth grade, who on 14-MAY-
2007 was vaccinated at a high school health fair, with the first dose of Gardasil. Concomitant therapy included MENACTRA. The nurse reported that after
receiving the vaccination, the patient fainted, and later recovered on the same day, 14-MAY-2007. The patient sought unspecified medical attention. No further
information is expected.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

283960-1

22-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL 0

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 2799
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Mar-2007
Vaccine Date

15-Mar-2007
Onset Date

0
Days

19-Feb-2008
Status Date

NY
State

WAES0705USA02881
Mfr Report Id

Information has been received from a nurse concerning an 18 year old white female student (145 lbs., 64 in.) who on 15-MAR-2007 was vaccinated with
Gardasil (Lot #654702/0011U).  On 15-MAR-2007 the patient experienced feeling dizzy after the injection.  The patient had not eaten all day.  The patient's
outcome was not reported.  No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

283961-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0011U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2800
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Mar-2007
Vaccine Date

14-Mar-2007
Onset Date

0
Days

19-Feb-2008
Status Date

WI
State

WAES0705USA02886
Mfr Report Id

Information has been received from a physician, via a company representative, concerning a 17 year old female patient, who on approximately 14-MAR-2007
("approximately 2 months ago"), was vaccinated with the first dose of Gardasil (dose not specified).  The day following the vaccination, the patient called the
physician to report she had developed a rash on her arm, though not at the injection site, as well as on other parts of her body.  The patient presented to the
office 2 or 3 days later, and a cream (unspecified) was prescribed as treatment.  At the time of this report, it wan unknown if the patient had recovered from the
rash.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

283962-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2801
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Feb-2008
Status Date

CO
State

WAES0705USA02895
Mfr Report Id

Information has been received from a physician concerning a patient who was vaccinated with Gardasil.  Subsequently the patient experienced swelling, rash
and hives.  The patient's outcome was not reported.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

283963-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash, Swelling, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2802
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Feb-2008
Status Date

MI
State

WAES0705USA02899
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with Gardasil.  Subsequently the patient's arm was sore at the
injection site.  The patient recovered after one month.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

283964-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2803
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Feb-2008
Status Date

NC
State

WAES0705USA02908
Mfr Report Id

Information has been received from a physician, via a company representative, concerning an approximately 15 year old female patient, who was vaccinated
(date and dose not specified) with the second dose of Gardasil.  There was no concomitant medication.  The physician reported that after the vaccine was
administered, the patient had a fever that lasted for 24 hours.  The patient sought unspecified medical attention.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

283965-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2804
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Apr-2007
Vaccine Date

16-Apr-2007
Onset Date

0
Days

22-Feb-2008
Status Date

CA
State

WAES0705USA02910
Mfr Report Id

Information has been received from a physician concerning a 19 year old female who on 16-APR-2007 was vaccinated with Gardasil (Lot #657005/0314U).  On
16-APR-2007 the patient experienced a cough, headache and itchy throat for two weeks after vaccination.  The patient saw her primary care physician who
diagnosed her with allergies and possible bronchitis.  The patient was treated with loratadine (CLARITIN) and amoxicillin.  Medical attention was sought.  The
patient's outcome was not reported.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

283966-1

22-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Cough, Headache, Hypersensitivity, Throat irritation

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0314U Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2805
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Feb-2007
Vaccine Date

08-Feb-2007
Onset Date

0
Days

20-Jul-2007
Status Date

FL
State

WAES0705USA02912
Mfr Report Id

Information has been received from a nurse concerning a 23 year old female patient who on 08-FEB-2007 was vaccinated with a first dose of Gardasil lot
#654702/0011U. She received the second dose of Gardasil on an unspecified date. Concomitant therapy included azathioprine (IMURAN (azathioprine)),
ethinyl estradiol (+) levonorgestrel (SEASONALE) and balsalazide disodium (COLAZAL). On 08-FEB-2007 later that day patient experienced nausea and
vomiting. She was seen in the emergency room (ER) that night. She was treated with an unnamed antinausea medication and intravenous fluids. She was sent
home later. She had no adverse symptoms after the second injection. The patient recovered. The reporter felt that getting unnamed antinausea medication and
intravenous fluids was to prevent patient from being serious and considered this as a serious other medical event. Additional information has been requested.

Symptom Text:

Imuran (Azathioprine), Colazal, SeasonaleOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

283967-1

20-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Nausea, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0011U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2806
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-May-2007
Vaccine Date

11-May-2007
Onset Date

4
Days

19-Feb-2008
Status Date

PA
State

WAES0705USA02920
Mfr Report Id

Information has been received from a physician concerning a 22 year old female who on 07-MAY-2007 was vaccinated IM with the first dose of Gardasil (Lot
#657617/0384U).  On 11-MAY-2007 the patient experienced a swollen uvula.  The patient's outcome was not reported.  Medical attention was sought.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

283968-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Enlarged uvula

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0384U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2807
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
22-Feb-2008
Status Date

--
State

WAES0705USA02942
Mfr Report Id

Information has been received from a registered nurse concerning a 20 year old female who was vaccinated with Gardasil.  Subsequently the patient
experienced pain around the injection site for 10 days.  Medical attention was sought.  Subsequently, the patient recovered.  No product quality complaint was
involved.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

283969-1

22-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2808
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-May-2007
Vaccine Date

09-May-2007
Onset Date

0
Days

19-Feb-2008
Status Date

--
State

WAES0705USA02944
Mfr Report Id

Information has been received from a registered nurse concerning a 25 year old female who on 09-MAY-2007 was vaccinated with a dose of Gardasil (lot#
657622/0388U).  Several hours post vaccination the patient developed a headache and joint pain.  The patient took OTC TYLENOL and the symptoms
resolved within 24 hours.  Medical attention was sought.  The patient was recovered.  No product quality complaint was involved.  Additional information has
been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

283970-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Headache

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0388U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2809
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
22-Feb-2008
Status Date

--
State

WAES0705USA02948
Mfr Report Id

Information has been received from a nurse practitioner concerning a female who was vaccinated with 0.5 ml of the first dose of Gardasil. Within 24 hours after
receiving the vaccine, the patient experienced rapid fluttering of the heart, which she described as a sort of "heart murmur". Subsequently, the patient
recovered from rapid fluttering of the heart. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

283971-1

22-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Cardiac flutter

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2810
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Feb-2007
Vaccine Date

04-Feb-2007
Onset Date

0
Days

19-Feb-2008
Status Date

NJ
State

WAES0705USA02950
Mfr Report Id

Information has been received from a physician concerning a 25 year old female with no known allergies who on 04-FEB-2007 was vaccinated with the first
dose of Gardasil.  Concomitant therapy included hormonal contraceptives (unspecified).  On 04-FEB-2007 the patient broke out in hives after the first dose of
Gardasil.  On 08-MAY-2007, the patient was vaccinated with the second dose of Gardasil.  Within one day, the patient broke out into hives after the second
dose.  Medical attention was sought.  The physician treated the patient with Zyrtec and oral steroids.  As of 15-MAY-2007, the patient was recovering.
Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

283972-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria, Vaccine positive rechallenge

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2811
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
22-Feb-2008
Status Date

MI
State

WAES0705USA02952
Mfr Report Id

Information has been received from a physician concerning an approximately 15 year old female who was vaccinated with the third dose of Gardasil. Two
weeks after receiving the third dose, the patient experienced a large circular lesion on her vaginal wall. Viral testing including herpes was done and came back
negative. No bacterial testing was done. The testing for Trichomonas was negative. The lesion may have resolved. Medical attention was sought. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

serum Herpes virus Ab - negative; urine Trichomonas - negative
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

283973-1

22-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Vaginal lesion

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2812
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
22-Feb-2008
Status Date

VA
State

WAES0705USA02953
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with Gardasil and was later found to have HPV. Medical attention
was sought. The patient's outcome was not reported. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

283974-1

22-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Papilloma viral infection

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2813
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Feb-2008
Status Date

NY
State

WAES0705USA02964
Mfr Report Id

Information has been received from a physician concerning a 23 year old female who in April 2007, was vaccinated IM with 0.5 ml of the second dose of
Gardasil.  Concomitant therapy included tetracycline (+) YASMIN.  In May 2007, the patient experienced acute pharyngitis, weakness, dizziness, and sore
throat.  The patient received the first and second doses 4 weeks apart.  Subsequently, the patient recovered from acute pharyngitis, weakness, dizziness, sore
throat.  Medical attention was sought.  Additional information has been requested.

Symptom Text:

YASMIN; tetracyclineOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

283975-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Dizziness, Inappropriate schedule of drug administration, Pharyngitis, Pharyngolaryngeal pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2814
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
22-Feb-2008
Status Date

NY
State

WAES0705USA02975
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with Gardasil. Subsequently the patient experienced laryngitis two
days after receiving the vaccine. Medical attention was sought. The patient's outcome was not reported. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

283976-1

22-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Laryngitis

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2815
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-May-2007
Vaccine Date

13-May-2007
Onset Date

5
Days

19-Feb-2008
Status Date

TX
State

WAES0705USA02998
Mfr Report Id

Information has been received from a 23 year old female who on 08-MAY-2007 was vaccinated with Gardasil.  Concomitant therapy included sitagliptin
phosphate (MSD).  On 13-MAY-2007 the patient experienced fever, chills, excessive swelling, swollen uterus and swollen ovaries.  As of 15-MAY-2007, the
patient had not recovered.  Additional information has been requested.

Symptom Text:

JANUVIAOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

283977-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Chills, Ovarian enlargement, Pyrexia, Swelling, Uterine enlargement

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Apr-2007
Vaccine Date

01-Apr-2007
Onset Date

0
Days

22-Feb-2008
Status Date

WI
State

WAES0705USA03012
Mfr Report Id

Information has been received from a registered nurse concerning a female under 18 years old who in approximately April 2007 was vaccinated with the first
dose of Gardasil. Subsequently the patient experienced a rash on her complete torso. The patient was prescribed an unknown cream as treatment. The rash
did not resolve by 5 days but may have resolved by now. Medical attention was sought. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

283978-1

22-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2817
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Feb-2008
Status Date

--
State

WAES0705USA03066
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with the first dose of Gardasil. Subsequently the patient experienced
some itching with the first dose, but with the second dose she experienced more severe itching and the her lips began to swell. Subsequently, the patient
recovered. The physician indicated that he was planning to vaccinate the patient with the third dose, but planned to have an EPI pen with him just in case the
patient had an anaphylactic reaction. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

283979-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Lip swelling, Pruritus, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Feb-2008
Status Date

--
State

WAES0705USA03075
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with Gardasil. Subsequently the patient experienced significant
malaise. The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

283980-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Malaise

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2819
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Feb-2008
Status Date

--
State

WAES0705USA03098
Mfr Report Id

Information has been received from a physician concerning two females who were vaccinated with Gardasil.  Subsequently the patients both developed fever
and vomiting.  Attempts are being made to obtain additional identifying information to distinguish the individual patients in this report.  Additional information will
be provided if available.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

283981-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pyrexia, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Feb-2008
Status Date

--
State

WAES0705USA03109
Mfr Report Id

Information has been received from a health professional concerning a female with sulfonamide allergy who was vaccinated with Gardasil. The nurse reported
that the patient experienced a really bad injection site rash. No further information was provided. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Sulfonamide allergyPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

283982-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2821
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Feb-2008
Status Date

--
State

WAES0705USA03110
Mfr Report Id

Information has been received from a health professional concerning a female patient who was vaccinated with a first dose of Gardasil.  Subsequently the
patient passed out after receiving the vaccine.  Therapy with Gardasil was discontinued.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

283983-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2822
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-May-2007
Vaccine Date

15-May-2007
Onset Date

0
Days

19-Feb-2008
Status Date

NJ
State

WAES0705USA03112
Mfr Report Id

Initial and follow-up information has been received from a health professional concerning a 16 year old female with Crohn's disease who on 15-MAY-2007 was
vaccinated in the right deltoid with Gardasil (lot # 657622/0388U).  Concomitant therapy included PENTASA.  The nurse reported that following vaccination, the
patient developed a large, red, swollen, warm and painful area one inch below the injection site.  The area was about 10 centimeters wide.  The patient was
given BENADRYL.  The area had improved slightly since BENADRYL was started.  At the time of the report, the patient had not recovered.  The nurse also
reported the experience of other patients with Gardasil (WAES #0705USA03739).  Additional information has been requested.

Symptom Text:

PENTASAOther Meds:
Lab Data:
History:

Crohn's diseasePrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

283984-1

06-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Oedema peripheral, Pain in extremity, Skin warm

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0388U 0 Right arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Apr-2007
Vaccine Date

04-May-2007
Onset Date

4
Days

19-Feb-2008
Status Date

IL
State

WAES0705USA03122
Mfr Report Id

Information has been received from a physician, via a company representative, concerning a female patient in her 20's, who on 30-APR-2007 was vaccinated
IM in the deltoid, with a 0.5ml dose of Gardasil. On 04-MAY-2007, "four days post vaccination," the patient developed "red, itchy hives at the injection site." At
the time of this report, the patient had not recovered. The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

283985-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site pruritus, Injection site urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2824
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
09-Jul-2007
Status Date

LA
State

WAES0706USA05151
Mfr Report Id

Information has been received from a physician concerning a female patient who on an unspecified date was vaccinated with a dose of Gardasil. Subsequently,
the patient fell down and had a seizure. Unspecified medical attention was sought. At the time of this report, the patient's outcome was unknown. No product
quality complaint was involved. upon internal review, seizure was considered to be an other important medical event. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

283989-1

09-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Fall

 ER VISIT, NOT SERIOUS

Other Vaccine
06-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Jun-2007
Vaccine Date

27-Jun-2007
Onset Date

0
Days

16-Jul-2007
Status Date

WA
State Mfr Report Id

Generalized urticaria within 2 hours of vaccinations, lasted >1 week.Symptom Text:

NoneOther Meds:
Lab Data:
History:

Mild URI x 2 days PriorPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

283994-1

16-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
06-Jul-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2223AA
0171U

0
0

Right arm
Left arm

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
M

Gender
19-Jun-2007
Vaccine Date

19-Jun-2007
Onset Date

0
Days

16-Jul-2007
Status Date

TX
State Mfr Report Id

No evidence of side effects, HPV vaccine givenSymptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

283996-1

16-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 No adverse effect, Wrong drug administered

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
06-Jul-2007

Received Date

Prex Vax Illns:

TDAP
MMR
MNQ
HPV4
HEP

SANOFI PASTEUR
MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

C2638AA
0099U
U2171AA
0263U
AHBVB37AAE

0
2
1
1
3

Unknown
Unknown
Left arm
Left arm
Unknown

Intramuscular
Subcutaneously
Intramuscular
Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jun-2007
Vaccine Date

19-Jun-2007
Onset Date

1
Days

16-Jul-2007
Status Date

TX
State Mfr Report Id

injection site RXN - 8-8.5 annular, raised erythematous lesion, painful, pruritic to R arm systemic RX - lower limb weakness, dizziness, loss of appetite, fever.Symptom Text:

Dytancs, Motrin, WestcortOther Meds:
Lab Data:
History:

Upper respiratory infectionPrex Illness:

Asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

283997-1

16-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anorexia, Dizziness, Injection site erythema, Injection site pain, Injection site pruritus, Injection site rash, Injection site reaction, Muscular weakness, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
06-Jul-2007

Received Date

Prex Vax Illns:

VARCEL
MNQ
HPV4

MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.

05U5U
42208AA
0263U

0
0

Right arm
Right arm
Left arm

Subcutaneously
Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Jul-2007

Vaccine Date
02-Jul-2007
Onset Date

0
Days

16-Jul-2007
Status Date

NH
State Mfr Report Id

Within one minute of administering vaccine, Pt became light headed and sweaty. She was made to lie down and her feet elevated for 15 mins. She was given
fruit juice to drink. Discomfort lasted about 5 mins.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

284003-1

16-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Discomfort, Dizziness, Hyperhidrosis, Immediate post-injection reaction

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
06-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0524U 0 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Jun-2007
Vaccine Date

28-Jun-2007
Onset Date

1
Days

16-Jul-2007
Status Date

CA
State Mfr Report Id

Pt states she noticed arm swelling (L) arm 6/28/07 in the evening w/slight itchingSymptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

284005-1

16-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pruritus, Injection site swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
06-Jul-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
TDAP

MERCK & CO. INC.
MERCK & CO. INC.
SANOFI PASTEUR

0644U
0469U
C2731AA

Left arm
Right arm
Left arm

Subcutaneously
Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Jun-2007
Vaccine Date

28-Jun-2007
Onset Date

3
Days

12-Jul-2007
Status Date

NY
State Mfr Report Id

Red, hard, tender over right tricep --> 4-5cm diameter. Reassurance ice pack/ Motrin.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

284013-1

13-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Tenderness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
06-Jul-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

0644U
0524U

1
0

Right arm
Left arm

Subcutaneously
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Jul-2007

Vaccine Date
06-Jul-2007
Onset Date

0
Days

09-Jul-2007
Status Date

IL
State Mfr Report Id

Within one minute of receiving HPV vaccine, pt. had a sycopal episode, with LOC for 1-2 minutes, immediately followed by vomiting.  Pt. observed for 15 min.
and made complete recovery.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

284017-1

09-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness, Syncope, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
06-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0211U 0 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Jun-2007
Vaccine Date

01-Jul-2007
Onset Date

18
Days

11-Jul-2007
Status Date

IL
State Mfr Report Id

My daughter received her first does of Gardasil on April 19, 2007 she felt feverish minutes after and developed a sore throat the same day. The next day she
complained of a headache and contined to complain of headaches for the next 2 months. Also my daughter had a large decrease in appetite,dizziness, nausea
and fatigue that she had never felt before.  On June 13, 2007 my daughter had the second dose of Gardasil. She again felt feverish, tired and complained of a
sore throat once again. The headaches increased within a few days of the second shot. She also told me she felt "slower" than normal and that she had to
think about things before doing them, like typing and using her cell phone. On July 1, 2007 my daughter said she had a "horrible" headache, with in 15 minutes
of saying this she fainted and stopped breathing. I had to give her mouth to mouth to get her breathing again. My daughter then had 2 back to back seizures.
Her entire body became ridgid with her hands and arms raising and all her muscles contracting. Her eyes seem to pop out of her head. She began to choke
and was unable to breath. I again gave her a breath of air and she then began to vomit and a few minutes later she came to. An ambulance took her to the
hospital where a cat scan, MRI/MRA and EEG tests were negative. Blood work showed a slightly raised pottasium level and small amounts of vicodin(last dose
taken 3 days before seizure) which she was taking for an unrelated arm injury. Urine tests were also normal and a strep test was negative. There is no family
history or seizures and my daughter was healthy until she received the Gardasil shots.  07/16/2007 MR received for o/n hospital stay 7/1/2007 for c/o
generalized tonoclonic seizure activity seen after pt fell to floor.  Pt c/o post-ictal H/A as well as H/A prior to seizure.  PE WNL.  Neuro consult with Impression
of new Onset Seizure Disorder, etiology not clear.

Symptom Text:

vicodin for unrelated arm injuryOther Meds:
Lab Data:

History:
nonePrex Illness:

Cat scan, MRI/MRA, EEG, Blood work, urine tests, step test. Labs and Diagnostics:  Brain CT (-).  CBC unremarkable. MRAs unremarkable. MRI-no
intracranial abnormalities. R shoulder X-ray WNL. EEG normal.  Throat swab (-) for strep. West Ni
thoracic outlet syndrome of left arm PMH: Thoracic Outlet Obstruction. Allergies:  Codeine and Naprosyn.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

284038-1 (S)

20-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Choking, Convulsion, Decreased appetite, Dizziness, Eye disorder, Fatigue, Grand mal convulsion, Headache, Muscle contractions involuntary, Muscle rigidity,
Nausea, Pharyngolaryngeal pain, Pyrexia, Respiratory arrest, Syncope, Vomiting

 ER VISIT, HOSPITALIZED, LIFE THREATENING, SERIOUS

Other Vaccine
08-Jul-2007

Received Date

none other than gardasil~ ()~~0~In PatientPrex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Right arm Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Jul-2007

Vaccine Date
06-Jul-2007
Onset Date

1
Days

12-Jul-2007
Status Date

NV
State Mfr Report Id

A hive type rash on her neck, both legs, both arms, elbow about 24 hours. Treatment: 50mg Benadryl Q6 PRN after 3rd HPV, urticaria type rash.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

284042-1

13-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Related reports:   284042-2

Other Vaccine
06-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0962F 2 Right arm Unknown



10 JUN 2008 06:27Report run on: Page 2834
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Jul-2007

Vaccine Date
06-Jul-2007
Onset Date

1
Days

14-Sep-2007
Status Date

NV
State

WAES0707USA03244
Mfr Report Id

Information has been received from a registered nurse concerning a 13 year old female with no medical history or allergies who on 05-JUL-2007 at 11:00, was
vaccinated into the right deltoid with a third dose of Gardasil (Lot# 654510/0962F). On 06-JUL-2007 at 08:00 when the patient awoke, she had urticaria
sporadically over her body on both arms, medical aspect of both thighs and her right upper chest area. Treatment for the urticaria included 50 mg of
diphenhydramine hydrochloride (BENADRYL) every 6 hours as needed. At the time of this report, the patient's outcome was unknown. Additional information
has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

284042-2

25-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Related reports:   284042-1

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0962F 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2835
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Apr-2007
Vaccine Date

25-Apr-2007
Onset Date

0
Days

19-Jul-2007
Status Date

MT
State Mfr Report Id

The evening after receiving HPV, swelling of hands, pink warm splotches on her hands, fingers and extremities, lesions waxed and waned through the night.
Ended up having swelling of hands, feet and face the next several days making it hard to walk. Lip swollen, used Claritin and Benadryl.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None - family Hx of rheumatoid arthritis/Lupus

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

284086-1

06-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Gait disturbance, Lip swelling, Oedema peripheral, Skin lesion, Skin warm, Swelling face

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-Jul-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2002AC
0012U

0
0

Right arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 2836
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Jun-2007
Vaccine Date

26-Jun-2007
Onset Date

0
Days

10-Jul-2007
Status Date

AL
State

WAES0706USA05121
Mfr Report Id

Information has been received from a licensed practical nurse concerning an 18 year old female with gastrooesophageal reflux, depression and a penicillin
allergy who on 26-JUN-2007 was vaccinated intramuscularly with the first 0.5 ml dose of the Gardasil (Lot # 658094/0524U). Concomitant therapy included
LEXAPRO, SEASONALE and PROTONIX. Forty minutes after receiving the vaccination, the patient developed widespread hives and itching. The patient was
evaluated in the local emergency room and was given intravenous steroid treatment. The patient was not admitted to the hospital. No laboratory or diagnostic
tests were performed. The patient outcome was unknown. The licensed practical nurse considered the widespread hives and itching to be other important
medical events. Additional information has been requested.

Symptom Text:

LEXAPRO, SEASONALE, PROTONIXOther Meds:
Lab Data:
History:

Gastrooesophageal reflux; Depression; Penicillin allergyPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

284100-1

10-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0524U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2837
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Jul-2007
Status Date

FR
State

WAES0707USA00445
Mfr Report Id

Information has been received from a 19 year old female consumer, who on an unspecified date was vaccinated with the third dose of Gardasil (Lot and Bach #
not provided). Subsequently, the patient developed a nosebleed and a fever (value not specified). The consumer visited the ER, as the nose bleed did not
resolve; it was indicated that she was hospitalized (dated and duration not provided). Subsequently, the patient recovered from the nosebleed and fever
(treatment and duration not reported). Additional information has been requested. Other business partner numbers include: E2007-04260.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

284101-1 (S)

10-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Epistaxis, Pyrexia

 HOSPITALIZED, SERIOUS

Other Vaccine
09-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2838
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Jul-2007

Vaccine Date
04-Jul-2007
Onset Date

1
Days

11-Jul-2007
Status Date

MI
State Mfr Report Id

Client reports severe back pain and stomach pain, N&V on Wednesday July 4th starting in the afternoon and persisted until today and still effecting her.  Went
to the ER and had a urine sample given and a x-ray of her back (urine was negative.  Awaiting results for x-ray.

Symptom Text:

Zantac and MiralaxOther Meds:
Lab Data:
History:

nonePrex Illness:

take's Zantac and Miralax. History of "stomach problems"

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

284118-1

11-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain upper, Back pain, Nausea, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0245U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2839
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-May-2007
Vaccine Date

14-May-2007
Onset Date

0
Days

22-Feb-2008
Status Date

--
State

WAES0705USA03133
Mfr Report Id

Information has been received from a licensed visiting nurse, via a company representative, concerning a female student in twelfth grade, who on 14-MAY-
2007 was vaccinated at a high school health fair, with the first dose, 0.5ml of Gardasil. Concomitant therapy included MENACTRA. The nurse reported that
after receiving the vaccination, the student fainted, and was then taken to her private physician by her parents. The nurse confirmed that the student recovered
on the same day, 14-MAY-2007. No further information is expected.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284127-1

22-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL 0

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 2840
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-May-2007
Vaccine Date

14-May-2007
Onset Date

0
Days

22-Feb-2008
Status Date

--
State

WAES0705USA03134
Mfr Report Id

Information has been received from a licensed visiting nurse, via a company representative, concerning a female student in twelfth grade, who on 14-MAY-
2007 was vaccinated at a high school health fair, with the first dose, 0.5ml of Gardasil.  Concomitant therapy included meningococcal ACYW conj vaccine (dip
toxoid) (MENACTRA).  The nurse reported that after receiving the vaccination, the patient fainted, and later recovered on the same day, 14-MAY-2007.  The
patient sought unspecified medical attention.  No further information is expected.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284128-1

22-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL 0

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 2841
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jan-2007
Vaccine Date

01-Jan-2007
Onset Date

0
Days

19-Feb-2008
Status Date

IL
State

WAES0705USA03136
Mfr Report Id

Information has been received from a physician, via a company representative, concerning a female patient who in January 2007, was vaccinated IM in the
deltoid, with a dose, 0.5ml, of Gardasil. In January 2007, the patient developed a "large circular size welt at the injection site." At the time of this report, it was
unknown if the patient had recovered. The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284129-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2842
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Mar-2007
Vaccine Date

16-Mar-2007
Onset Date

0
Days

19-Feb-2008
Status Date

WA
State

WAES0705USA03139
Mfr Report Id

Information has been received from a nurse concerning a 21 year old female with allergies to amoxicillin and cefaclor who on 16-MAR-2007 was vaccinated
intramuscularly with a 0.5 mL first dose of Gardasil (lot 657006/0188U).  During the evening of 16-MAR-2007 the patient developed a fever of 103 F, a severe
headache, and hallucinations.  The patient was treated with alternating doses of acetaminophen and ibuprofen.  By the morning of 17-MAR-2007, "all issues
resolved" and the patient recovered.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Penicillin allergy; drug hypersensitivityPrex Illness:

body temp, 03/16/07, 103 F

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

284130-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hallucination, Headache, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0188U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2843
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-May-2007
Vaccine Date

15-May-2007
Onset Date

0
Days

22-Feb-2008
Status Date

VA
State

WAES0705USA03145
Mfr Report Id

Initial and follow up information has been received from a licensed practical nurse and a healthcare professional, concerning a 19 year old white female
student, who at 3:15pm on 15-MAY-2007 was vaccinated IM in the left deltoid with the first dose, 0.5ml, of Gardasil (Lot #657736/0389U). There was no
concomitant medication, nor illness at the time of vaccination. The nurse originally reported that the patient "passed out" after the vaccination was
administered, but the healthcare worker, who also administered the vaccine, confirmed that the patient immediately (at 3:15pm) following the vaccination,
became lightheaded, dizzy and pale, and began sweating. The healthcare worker took the patient to a room and gave her a drink and an ice pack; vitals
included blood pressure of 98/68, heart rate of 72, and temperature of 98.1F. The patient laid down for 20 minutes and started feeling better. The healthcare
worker advised the patient to call for a ride, but she refused; she recovered on the same day, 15-MAY-2007. The patient sought unspecified medical attention.
No further information is expected.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

blood pressure 05/15/07 98/68 mmHg; total heartbeat count 05/15/07 72 bpm
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

284131-1

22-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Hyperhidrosis, Immediate post-injection reaction, Pallor

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0389U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2844
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-May-2007
Vaccine Date

03-May-2007
Onset Date

0
Days

19-Feb-2008
Status Date

--
State

WAES0705USA03167
Mfr Report Id

Information has been received from a medical assistant concerning a 17 year old female who on 03-MAY-2007 was vaccinated with first dose of Gardasil (lot #
657622/0388U) IM in the right gluteal muscle. There was no concomitant medication. On 04-MAY-2007, the patient developed redness, a bump, and itchiness
at the injection site which was the gluteus muscle. Medical attention was sought. At the time of reporting, the patient recovered. Additional information has been
requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

284132-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug administered at inappropriate site, Injection site erythema, Injection site mass, Injection site pruritus

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0388U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2845
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Feb-2008
Status Date

--
State

WAES0705USA03168
Mfr Report Id

Initial and follow-up information has been received from a physician's assistant concerning a female who was vaccinated with Gardasil.  Subsequently the
patient fainted.  Unspecified medical attention was sought.  Subsequently, the patient recovered from fainting.  There were no laboratory or diagnostic tests
performed.  Additional information is requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284133-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2846
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Mar-2007
Vaccine Date

23-Mar-2007
Onset Date

3
Days

22-Feb-2008
Status Date

NJ
State

WAES0705USA03171
Mfr Report Id

Information has been received from a physician concerning a 20 year old female patient who on 20-MAR-2007 was vaccinated with her first dose of Gardasil.
Three days after the vaccination the patient passed out and was taken to the ER.  It was not known if she was admitted to the hospital.  Subsequently, the
patient recovered.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

284134-1

22-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2847
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Feb-2008
Status Date

NY
State

WAES0705USA03177
Mfr Report Id

Information has been received from a physician concerning a female with asthma who was vaccinated with the first dose of Gardasil "a few weeks ago."
Subsequently, while in the office, the patient developed fever, chills, sweating, difficulty breathing and swelling at the injection site.  The patient sought
unspecified medical treatment.  On an unspecified date, the patient recovered.  Additional information has been requested.  This is one of two reports received
from the same source.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

AsthmaPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284135-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Chills, Dyspnoea, Hyperhidrosis, Injection site swelling, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2848
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-May-2007
Vaccine Date

03-May-2007
Onset Date

0
Days

22-Feb-2008
Status Date

--
State

WAES0705USA03179
Mfr Report Id

Information has been received from a nurse practitioner concerning a female who on 03-MAY-2007 was vaccinated with the first dose of Gardasil. Concomitant
therapy included hormonal contraceptives (unspecified). On approximately 03-MAY-2007, the injection site became red and swollen and the patient
experienced nausea. The patient sought unspecified medical attention. At the time of this report, the patient was not recovered. Additional information has been
requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284136-1

22-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site swelling, Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2849
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-May-2007
Vaccine Date

09-May-2007
Onset Date

0
Days

19-Feb-2008
Status Date

PA
State

WAES0705USA03181
Mfr Report Id

Information has been received from a physician concerning a 14 year old female who on 09-MAY-2007 was vaccinated with the first dose of Gardasil.
Concomitant medication was not reported. On 09-MAY-2007 after the patient received her first dose of Gardasil, she "passed out". Subsequently on an
unspecified date, the patient recovered from "passed out". Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

284137-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2850
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
22-Feb-2008
Status Date

--
State

WAES0705USA03191
Mfr Report Id

Information has been received from a physicians assistant concerning a female who "a couple of weeks ago" was vaccinated with her first dose of Gardasil.
Subsequently the patient experienced shingles 2 or 3 days after vaccination.  Unspecified medical attention was sought.  There were no diagnostic or
laboratory tests performed.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284138-1

22-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Herpes zoster

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2851
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-May-2007
Vaccine Date

09-May-2007
Onset Date

0
Days

19-Feb-2008
Status Date

--
State

WAES0705USA03206
Mfr Report Id

Information has been received from a Licensed Practical Nurse (L.P.N.) concerning a 15 year old female student who on 09-MAY-2007 was vaccinated IM in
left deltoid with a first dose of Gardasil (lot #654272/0319U).  Concomitant therapy included ADACEL.  On 09-MAY-2007 the patient experienced dizziness and
became diaphoretic after getting the injection.  The dizziness last 5-10 minutes and the blood pressure measurement was 80/48.  During the examination time
the blood pressure measurement was 110/70.  She was given juice and crackers and 10 minutes later she reported feeling better.  She was released in
mother's care and her blood pressure measurement was 80/52.  Additional information is not expected.

Symptom Text:

Other Meds:
Lab Data:

History:
Prex Illness:

blood pressure, 05/09/07, 80/48, after vaccination of Gardasil; blood pressure, 05/09/07, 110/70, during examination for vaccination; blood pressure, 05/09/07,
80/52, during discharge in mother's care
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

284139-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Hyperhidrosis

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

TDAP
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

C2610AA
0319U 0

Unknown
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 2852
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-May-2007
Vaccine Date

14-May-2007
Onset Date

0
Days

22-Feb-2008
Status Date

--
State

WAES0705USA03215
Mfr Report Id

Information has been received from a physician concerning a 25 year old female with headache and contraception who on 14-MAY-2007 at 3:30 pm was
vaccinated with the first dose of Gardasil, 0.5 mL, IM.  Concomitant therapy included vitamins (unspecified), desogestrel/ethinyl estradiol (KARIVA) and
ibuprofen.  On 14-MAY-2007, the patient reported a rash appeared on her abdomen and back around 9 pm and spread overnight to her arms and legs.  The
patient had no fever or chills.  The patient did not go to work on 15-MAY-2007.  The patient called the physician's office the next day to report the event.  The
patient was instructed to take loratadine (CLARITIN) during the day and diphenhydramine hydrochloride (BENADRYL) during the night.  The patient was also
instructed to soak in lukewarm water with baking soda.  On 17-MAY-2007, the patient reported that she continued to have some pruritis but the erythema had
resolved.  The patient reported that she continued to have a few "bumps" but claims to be much better.  The patient continued with the loratadine during the
day and diphenhydramine hydrochloride at night, and taking the lukewarm soaks with baking soda.  The patient stated that she will continue with the soaks as
they offer relief from the itching.  The patient has not missed any more time from work due to this condition.  Additional information has been requested.

Symptom Text:

Kariva dose; Ibuprofen; Vitamins (unspecified) doseOther Meds:
Lab Data:
History:

Headache; ContraceptionPrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

284140-1

22-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Activities of daily living impaired, Erythema, Pruritus, Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2853
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Feb-2008
Status Date

--
State

WAES0705USA03242
Mfr Report Id

Information has been received from a physician concerning a female patient who was vaccinated with Gardasil. Subsequently the patient experienced swelling
lips, jaw problem and hypertension. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284141-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hypertension, Jaw disorder, Lip swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2854
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Oct-2006
Vaccine Date

08-Jan-2007
Onset Date

80
Days

24-Jul-2007
Status Date

CO
State

WAES0705USA03261
Mfr Report Id

Information has been received from a medical assistant concerning a 13 year old female patient with an amoxicillin allergy and no medical history, who on 20-
OCT-2006 was vaccinated IM into the upper arm with a first dose of Gardasil (Lot# 653978/0955F). Concomitant therapy included montelukast sodium (MSD)
and albuterol. It was reported that the patient got off the recommended dosing schedule because she was sick. On 05-JAN-2007 the patient was diagnosed
with pharyngitis (likely viral). The patient was told to take zinc and homeopathic medicine called "INFLAMMATION by Heal." On 08-JAN-2007, laboratory
diagnostic studies included a strep test and culture that was negative. On 12-JAN-2007, the patient was seen again and was diagnosed with pharyngitis and a
possible ear infection and was given a homeopathic medicine called ("EUPHORIM"), a nasal spray. On 01-FEB-2007 the patient came in for a second dose of
the vaccine (lot # 654702/0011U). It was reported that the patient no longer had an infection and subsequently recovered. No product quality complaint was
involved. Additional information has been requested.

Symptom Text:

albuterol, SINGULAIROther Meds:
Lab Data:
History:
Prex Illness:

Streptococcus oralis, 01/08/07, stret test and culture negative
Penicillin allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

284142-1

07-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pharyngitis, Viral pharyngitis

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0955F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2855
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
22-Feb-2008
Status Date

--
State

WAES0705USA03306
Mfr Report Id

Information has been received from a Nurse Practitioner (N.P.) concerning a female patient who was vaccinated with a first dose of Gardasil. The patient
fainted after 1 1/2 hours receiving the injection. Unspecified medical attention was sought. The patient's outcome was recovered. Additional information is not
expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284143-1

22-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2856
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Feb-2008
Status Date

CA
State

WAES0705USA03316
Mfr Report Id

Information has been received via a company representative, from a healthcare professional (office worker) who was vaccinated (date unspecified) with a dose
of Gardasil, and subsequently developed a bump under her skin at the injection site.  At the time of this report, the patient had not recovered.  The patient
sought unspecified medical attention.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284144-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site mass

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2857
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Feb-2008
Status Date

NY
State

WAES0705USA03385
Mfr Report Id

Information has been received from a physician concerning a 14 year old female who was vaccinated with a second dose of Gardasil.  Subsequently the patient
experienced tingling in her nose, passed out and little twitching.  Unspecified medical attention was sought.  It was reported that the patient recovered 2
minutes after the vaccine was administered.  There were no diagnostic or laboratory tests performed.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

284145-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness, Muscle twitching, Paraesthesia

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2858
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Feb-2008
Status Date

NJ
State

WAES0705USA03411
Mfr Report Id

Information has been received from a licensed practical nurse (LPN) concerning a 26 year old female who was vaccinated with a dose of Gardasil.
Immediately after vaccination, the patient experienced numbness and tingling in the fingers on the hand of the arm the patient was vaccinated.  The numbness
and tingling were of "fleeting duration," and subsequently, the patient recovered without sequelae.  No further information is available.  This is one of two
reports received from the same reporter.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

284146-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Paraesthesia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2859
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Feb-2008
Status Date

--
State

WAES0705USA03439
Mfr Report Id

Information has been received from a health professional concerning a female who was vaccinated with Gardasil. Subsequently the patient experienced tingling
down in her arm and she fainted shortly thereafter. The healthcare worker also reported on another patient (WAES # 0705USA01651). No further information is
available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284147-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Paraesthesia, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2860
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-May-2007
Vaccine Date

16-May-2007
Onset Date

1
Days

19-Feb-2008
Status Date

--
State

WAES0705USA03473
Mfr Report Id

Information has been received from a female consumer (age not reported) who on 15-MAY-2007 was vaccinated with the first dose of Gardasil.  Concomitant
medication was not reported.  On 16-MAY-2007, the day after the patient received her first Gardasil, she experienced vaginal spotting.  The outcome of the
event was not reported.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284148-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Metrorrhagia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2861
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Apr-2007
Vaccine Date

30-Apr-2007
Onset Date

0
Days

22-Feb-2008
Status Date

--
State

WAES0705USA03593
Mfr Report Id

Information has been received from a mother concerning her 20 year old daughter with a history of allergic reaction to antibiotics (unspecified) who on 30-APR-
2007 was vaccinated with Gardasil. There was no concomitant medication. On 30-APR-2007, after one half hour after receiving the vaccine, the patient
experienced an unbalanced feeling "panic attack", pressure on her chest and difficulty breathing. The mother also mentioned that her 2 other daughters
experienced the same reactions with two doses of the vaccine but not as severe. No further details were provided. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Allergic reaction to antibiotics

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

284149-1

22-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Chest discomfort, Drug hypersensitivity, Dyspnoea, Feeling abnormal, Panic attack

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2862
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-May-2007
Vaccine Date

09-May-2007
Onset Date

2
Days

22-Feb-2008
Status Date

--
State

WAES0705USA03613
Mfr Report Id

Information has been received from a female who in March 2007, was vaccinated with Gardasil.  She had no adverse experience at that time.  On 07-MAY-
2007 the patient had her second dose of Gardasil.  On approximately 09-MAY-2007 the patient experienced a "hard swelling" at the injection site.  The patient
reported that she sought unspecified medical attention.  The patient's hard swelling at the injection site persisted.  No further details were provided.  Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

284150-1

22-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site induration, Injection site swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2863
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Feb-2008
Status Date

--
State

WAES0705USA03648
Mfr Report Id

Information has been received from a physician concerning a 12 year old female patient who was vaccinated IM with Gardasil (Lot # not reported). Concomitant
therapy included Varivax, DTaP and Menactra. The patient was administered 4 vaccines and on her way out of the physician's office, she fainted. It was also
noted that the patient experienced pain when Gardasil was administered. Additional information has been requested. This is one of several reports received
from the same source.

Symptom Text:

DTaP, MenactraOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

284151-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2864
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
22-Feb-2008
Status Date

--
State

WAES0705USA03664
Mfr Report Id

Information has been received from a mother concerning her 16 year old daughter who in February 2007, was vaccinated with Gardasil.  In February 2007, the
patient experienced difficulty breathing, unbalanced feeling, "panic attack" and pressure on her chest.  On 30-APR-2007 the patient received her second dose
of the vaccine and again experienced unbalanced feeling, "panic attack", pressure on her chest and difficulty breathing.  This is one of three reports received
from the mother.  These reactions occurred in less severe form than her sister which was reported in WAES #0705USA03593.  No further details were
provided.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

284152-1

22-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Chest discomfort, Dyspnoea, Feeling abnormal, Panic attack

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2865
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Apr-2007
Vaccine Date

Unknown
Onset Date Days

19-Feb-2008
Status Date

--
State

WAES0705USA03665
Mfr Report Id

Information has been received from a mother concerning her 16 year old daughter who in February 2007, was vaccinated with Gardasil. In February 2007, the
patient experienced difficulty breathing, unbalanced feeling, "panic attack" and pressure on her chest. On 30-APR-2007 the patient received her second dose
of the vaccine and again experienced unbalanced feeling, "panic attack" pressure on her chest and difficulty breathing. This is one of three reports received
from the mother. These reactions occurred in less severe from than her older sister which was reported in WAES #0705USA03593. No further details were
provided. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

284153-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Chest discomfort, Dyspnoea, Feeling abnormal, Panic attack, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2866
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Feb-2008
Status Date

--
State

WAES0706USA03739
Mfr Report Id

Information has been received from a health professional concerning patients who were vaccinated with Gardasil. The nurse reported that 98 patients that
received Gardasil complained that the injection hurt and burned. No further information was available. The nurse also reported the experienced of another
patient with Gardasil (WAES #0705USA03112). Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284154-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site irritation, Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2867
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-May-2007
Vaccine Date

Unknown
Onset Date Days

22-Feb-2008
Status Date

--
State

WAES0705USA03743
Mfr Report Id

Information has been received from a health professional concerning a 20 year old female, with a "psychological" medical history, who on 28-FEB-2007 was
vaccinated with Gardasil.  Concomitant medication included sertraline hydrochloride (Zoloft) and topiramate (Topamax).  She received her second dose of
Gardasil on 03-MAY-2007.  Subsequently, the patient had an abnormal pap smear which was positive for Human Papillomavirus.  At the time of this report, the
patient had not recovered.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Cervical smear 07 positive for Human Papillomavirus
Psychological disorder NOS

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

284155-1

22-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Human papilloma virus test positive, Smear cervix abnormal

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0800F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2868
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-May-2007
Vaccine Date

17-May-2007
Onset Date

0
Days

19-Feb-2008
Status Date

PA
State

WAES0705USA03778
Mfr Report Id

Information has been received from a physician concerning a 14 year old female patient with no known allergies who on 17-MAY-2007 was vaccinated IM with
0.5 ml of Gardasil. That same day, 5 minutes after the injection, she felt nauseous which lasted throughout the night and on 18-MAY-2007 she vomited. The
patient sought unspecified medical attention. No further information is available. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

284156-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Nausea, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2869
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Feb-2008
Status Date

--
State

WAES0705USA03784
Mfr Report Id

Information has been received from a registered nurse concerning a female patient who was vaccinated with a first 0.5ml dose of Gardasil.  Subsequently, the
patient fainted after receiving the vaccine.  Unspecified medical attention was sought.  On an unknown date, the patient recovered.  No product quality
complaint was involved.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284157-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2870
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-May-2007
Vaccine Date

10-May-2007
Onset Date

0
Days

22-Feb-2008
Status Date

--
State

WAES0705USA03794
Mfr Report Id

Information has been received from a nurse practitioner concerning a 17 year old female patient who on 10-MAY-2007 was vaccinated with a dose of Gardasil.
On 10-MAY-2007 the patient experienced a rash on her legs and dizziness. The day after she developed a rash on her arms. The patient also had a
colonoscopy performed on that day. Unspecified medical attention was sought. At the time of this report, the patient's outcome was unknown. No product
quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

colonoscopy 05/11/07
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

284158-1

22-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2871
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
22-Feb-2008
Status Date

TX
State

WAES0705USA03795
Mfr Report Id

Information has been received from a physician concerning a 15 year old female patient who was vaccinated with a 0.5 ml dose of Gardasil.  Subsequently, the
patient fainted after receiving the vaccine.  Unspecified medical attention was sought.  Laboratory diagnostic studies included an eye exam.  On an unspecified
date, the patient recovered.  No product quality complaint was involved.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Ophthalmological exam
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

284159-1

22-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2872
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
22-Feb-2008
Status Date

--
State

WAES0705USA03813
Mfr Report Id

Information has been received via a company representative, from a nurse practitioner, concerning the adolescent daughter of a friend, who was vaccinated
(date and dose not specified) with a dose of Gardasil. Following the vaccination, the adolescent experienced a headache which lasted about 2 hours. No further
information is expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284160-1

22-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Headache

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2873
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Feb-2008
Status Date

CA
State

WAES0705USA03821
Mfr Report Id

Information has been received from a physician, via a company representative, concerning an 18 year old female patient who was vaccinated with the first dose
(date and dose unspecified) of Gardasil. The physician reported her approximately 3 hours after the vaccination was administered, the patient called and stated
she had experienced some dizziness. At the time of this report, it was unknown if the patient had recovered. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

284161-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2874
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-May-2007
Vaccine Date

07-May-2007
Onset Date

0
Days

22-Feb-2008
Status Date

FL
State

WAES0705USA03848
Mfr Report Id

Information has been received from a nurse practitioner concerning a 16 year old female who on 07-MAY-2007 was vaccinated with the 2nd dose in the left
deltoid with Gardasil (lot # 657617/0384U). There was no concomitant medication. On 07-MAY-2007 the patient experienced rash and itchiness in the joint
areas of the armpits, elbows, knees, and ankles which developed after 24 hours of getting the vaccine. The nurse stated that the patient had developed a
similar rash when she ate mangos. Patient sought unspecified medical attention. The patient is being treated with steroid cream and has almost recovered. At
the time of the report, the patient's rash and itchiness in the joint areas of the armpits, elbows, knees, and ankles had persisted. Additional information has
been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Rash

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

284162-1

22-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus, Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0384U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2875
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-May-2007
Vaccine Date

19-May-2007
Onset Date

0
Days

19-Feb-2008
Status Date

PA
State

WAES0705USA03876
Mfr Report Id

Information has been received from a physician concerning a 14 year old female who on 19-MAY-2007 was vaccinated with the 1st dose Gardasil.  There was
no concomitant medication nor pertinent medical history.  Subsequently the patient experienced syncopal episode within 5 minutes.  Blood pressure was
110/70 and pulse rate was 72.  Unspecified medical attention was sought and no treatment was required.  Subsequently, the patient recovered from syncopal
episode.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

blood pressure, 05/19/07, 110/70; total heartbeat count, 05/19/07, 72
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

284163-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2876
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
22-Feb-2008
Status Date

CA
State

WAES0705USA03882
Mfr Report Id

Information has been received from a physician concerning a female patient who was vaccinated IM with a 0.5ml dose of Gardasil.  Subsequently, the patient
experienced depression after receiving the vaccine.  Unspecified medical attention was sought.  At the time of this report, the patient's outcome was unknown.
No product quality complaint was involved.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284164-1

22-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Depression

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2877
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Mar-2007
Vaccine Date

30-Mar-2007
Onset Date

0
Days

19-Feb-2008
Status Date

--
State

WAES0705USA03896
Mfr Report Id

Information has been received from a registered nurse concerning a 20 year old female patient who on 30-MAR-2007 was vaccinated with a first 0.5ml dose of
Gardasil (Lot# 657006/0188U). On 30-MAR-2007 the patient experienced a severe headache. The patient went to the ER but it was not known if she was
admitted. On an unspecified date, the patient recovered. On the morning of 21-MAY-2007 the patient received a second dose of the vaccine
(Lot#657737/0522U) and no experience was reported. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

284165-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Headache

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0188U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2878
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
22-Feb-2008
Status Date

CA
State

WAES0705USA03899
Mfr Report Id

Information has been received from a physician concerning a 14 year old female patient who was vaccinated with 0.5ml first and second dose of Gardasil.
Subsequently, the patient experienced pelvic pain to the point where she couldn't get out of bed in the morning the day after receiving the vaccine. This
happened with both the first and second shots. Unspecified medical attention was sought. Laboratory diagnostic studies included a sonogram. At the time of
this report, the patient's outcome was unknown. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

ultrasound
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

284166-1

22-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Activities of daily living impaired, Pelvic pain

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2879
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-May-2007
Vaccine Date

21-May-2007
Onset Date

0
Days

19-Feb-2008
Status Date

OH
State

WAES0705USA03901
Mfr Report Id

Information has been received from a physician concerning a 20 year old female patient who on 21-MAY-2007 was vaccinated IM into the upper left deltoid with
a third 0.5 ml dose Gardasil (Lot# 0211U).  On 21-MAY-2007, the patient felt faint after receiving the vaccine.  A few hours later, the patient's mother reported
that the patient experienced pain that radiated at the injection site up her arm and towards her face.  The physician reported that the patient had pain up into
her shoulder, radiating to her elbow and down her back.  The physician stated that this reaction was pretty minor and not serious however, he thought that
patient was just scared.  The patient was treated with ice and ibuprofen.  It was noted no follow up was necessary.  Subsequently, the patient was recovering.
No product quality complaint was involved.  Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

284167-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Back pain, Injection site pain, Musculoskeletal pain

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0211U 2 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2880
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-May-2007
Vaccine Date

07-May-2007
Onset Date

0
Days

22-Feb-2008
Status Date

AR
State

WAES0705USA03903
Mfr Report Id

Information has been received from a physician, via a company representative, concerning a female patient, who on approximately 07-MAY-2007 ("about 2
weeks ago"), was vaccinated IM with a dose, 0.5ml, of Gardasil.  The physician reported that on 07-MAY-2007, "the patient fainted right after receiving
Gardasil," and confirmed that the patient had recovered (date unspecified).  The patient sought unspecified medical attention.  No further information is
available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284168-1

22-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2881
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-May-2007
Vaccine Date

01-May-2007
Onset Date

0
Days

16-Jul-2007
Status Date

CA
State

WAES0705USA03909
Mfr Report Id

Information has been received from a registered nurse (RN), via a company representative, concerning the RN's 13 year old daughter, who in May 2007, was
vaccinated IM, with the first dose, 0.5ml, of Gardasil. The nurse reported that her daughter experienced dizziness after receiving the vaccination, and then
recovered (duration not specified). The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

284169-1

17-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2882
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-May-2007
Vaccine Date

17-May-2007
Onset Date

2
Days

16-Jul-2007
Status Date

CA
State

WAES0705USA03913
Mfr Report Id

Information has been received from a physician concerning an 18 year old female with no allergies, who on 15-MAY-2007 was vaccinated with a second 0.5 ml
dose of Gardasil. Concomitant therapy included hormonal contraceptives (unspecified). On 17-MAY-2007, the patient developed a small fine rash. It was
reported that on 15-MAR-2007, the patient received a first dose of Gardasil and did not experience any adverse event. Unspecified medical attention was
sought. No diagnostic laboratory studies were performed. At the time of this report, the patient's outcome was unknown. No product quality complaint was
involved. Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

284170-1

17-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 No reaction on previous exposure to drug, Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2883
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Jul-2007
Status Date

FL
State

WAES0705USA03914
Mfr Report Id

Information has been received from a physician concerning a female patient who was vaccinated with a first 0.5 ml dose of Gardasil. Two days later, the patient
developed a full body rash. The patient's full body rash persisted. Unspecified medical attention was sought. At the time of this report, the patient had not
recovered. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284171-1

17-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash generalised

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2884
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Jul-2007
Status Date

OR
State

WAES0705USA03941
Mfr Report Id

Information has been received from a physician concerning an 11 year old female who was vaccinated with Gardasil. It was reported that the patient passed
out 'almost immediately" after receiving the vaccine. No lot number was provided. The patient sought unspecified medical attention. The patient had her blood
pressure measured. It was reported that the "patient was fine". Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

blood pressure
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

284172-1

17-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2885
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Apr-2007
Vaccine Date

21-May-2007
Onset Date

47
Days

16-Jul-2007
Status Date

IN
State

WAES0705USA03949
Mfr Report Id

Information has been received from an approximately 34 year old female with an allergy to artificial sweeteners who on an unspecified dates, was vaccinated
with the first and second doses of Gardasil. The date that therapy was started was "about 6 months prior to receiving the third dose. On 04-APR-2007, the
patient was vaccinated with the third dose of vaccine by injection. Concomitant therapy included Yasmin. On an unspecified date, the patient experienced
muscle soreness after being vaccinated. On 21-MAY-2007, all three injection sites became visible. The patient thought it might be due to being out in the sun
and being involved in physical activity. She sought unspecified medical attention. At the time of reporting, the patient was recovering. No further information
was provided. Additional information has been requested.

Symptom Text:

YASMIN, MAXALT (RIZATRIPTAN BENZOATE)Other Meds:
Lab Data:
History:

HypersensitivityPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
34.0

284173-1

02-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site reaction, Myalgia

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2886
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Jul-2007
Status Date

--
State

WAES0705USA03981
Mfr Report Id

Information has been received from a nurse practitioner, concerning her friend's daughter, an adolescent female who was vaccinated (date and dose not
specified) with a dose of Gardasil. Following the vaccination, the adolescent experienced a headache which lasted about 2 hours. No further information is
expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284174-1

17-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2887
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-May-2007
Vaccine Date

09-May-2007
Onset Date

0
Days

16-Jul-2007
Status Date

--
State

WAES0705USA04016
Mfr Report Id

Information has been received from a physician concerning a female with drug hypersensitivity to codeine who on 09-MAY-2007 was vaccinated with Gardasil.
Concomitant therapy included Seasonale. In May 2007, the patient experienced left shoulder pain. An MRI showed that there was a focal fluid collected along
the facial plane at the deltoid and infraspinatus muscle. The patient was treated with Advil and Aleve. The patient had begun to get some relief on 22-MAY-
2007 but the pain had not resolved. No further details were provided. Additional information has been requested.

Symptom Text:

SEASONALEOther Meds:
Lab Data:
History:

Drug hypersensitivityPrex Illness:

magnetic resonance 05/??/07 - focal fluid collected along the facial plane deltoid and infraspinatus muscle

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.7

284175-1

17-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Musculoskeletal pain

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2888
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Apr-2007
Vaccine Date

19-Apr-2007
Onset Date

0
Days

16-Jul-2007
Status Date

--
State

WAES0705USA04020
Mfr Report Id

Information has been received from a nurse concerning a 21 year old female who on 19-APR-2007 was vaccinated with Gardasil (Lot#657622/0388U). On 19-
APR-2007 the patient experienced deep muscle pain, her arm still hurts and she cannot lift her arm to dress. It was reported that the patient sought unspecified
medical attention. No further details were provided. Follow up information provided by a medical professional stated that on 02-MAY-2007 the patient had daily
discomfort only in her deltoid where the injection had been given. At the time of this report it was reported that the patient had not recovered from the
discomfort. Additional information has been requested.

Symptom Text:

LO/OVRALOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

284176-1

17-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injected limb mobility decreased, Injection site discomfort, Mobility decreased, Myalgia, Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0388U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2889
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Mar-2007
Vaccine Date

20-Mar-2007
Onset Date

0
Days

16-Jul-2007
Status Date

PA
State

WAES0705USA04027
Mfr Report Id

Information has been received from a physician and the consumer for the Pregnancy Registry for Gardasil concerning a 17 year old female with no pertinent
medical history or drug reactions/allergies who on 20-MAR-2007 was vaccinated with first dose of Gardasil (lot number unknown) 0.5 mL injection. Concomitant
therapy included vitamins (unspecified). The patient found out that she became pregnant on 25-MAR-2007. The patient sought medical attention. No ill effects
were reported at this time. the estimated date of delivery is 30-DEC-2007. No further details were provided. Additional information has been requested.

Symptom Text:

vitamins (unspecified)Other Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 3/25/2007)Prex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

284177-1

17-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, No adverse effect

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2890
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Apr-2007
Vaccine Date

18-May-2007
Onset Date

21
Days

16-Jul-2007
Status Date

--
State

WAES0705USA04028
Mfr Report Id

Information has been received from a physician concerning a 17 year old female who on 09-FEB-2007 was vaccinated with Gardasil (Lot #655205/1426F). On
27-APR-2007 the patient received her second dose of Gardasil (Lot #655619/1427F) which was given in her left upper arm. Concomitant therapy included
medroxyprogesterone acetate (DEPE-PROVERA) which was given to the patient on 27-APR-2007 in the right arm. It was reported that the patient did not
experience any adverse effects with the first dose of the vaccine of Gardasil. However, on approximately 18-MAY-2007 the patient experienced warmth, pain
and hardness at the injection site where Gardasil was given. It was reported that the patient sought unspecified medical attention. No further details were
provided. Additional information has been requested.

Symptom Text:

DEPO-PROVERAOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

284178-1

17-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site induration, Injection site pain, Injection site warmth

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1427F 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2891
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Apr-2007
Vaccine Date

Unknown
Onset Date Days

18-Jul-2007
Status Date

--
State

WAES0705USA04044
Mfr Report Id

Information has been received from a medical assistant concerning herself who was vaccinated with two doses of Gardasil. Subsequently she experienced
amenorrhea after each of the 2 doses of Gardasil she received. The first time the patient didn't have her menses for 6 to 8 weeks and now she has not had her
menses since her most recent injection in April 2007. The patient took home pregnancy tests both times and was not pregnant. Lot number was not provided. It
was reported that the patient sought unspecified medical attention. The patient has not recovered. No further details were provided. The medical assistant also
reported that another patient had a similar experience which is reported in WAES # 0705USA04921. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

beta-human chorionic - negative, beta-human chorionic - negative
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284179-1

19-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Amenorrhoea

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2892
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Jul-2007
Status Date

OH
State

WAES0705USA04071
Mfr Report Id

Information has been received from an office manager concerning about 20-30 females who were vaccinated with Gardasil and have complained about
injection site pain. Medical attention was sought. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284180-1

17-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2893
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Jul-2007
Status Date

MA
State

WAES0705USA04074
Mfr Report Id

Information has been received from a physician concerning a female with a history of fainting who was vaccinated with the first dose of Gardasil and fainted.
Medical attention was sought. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Syncope

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284181-1

17-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2894
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Jun-2007
Vaccine Date

07-Jun-2007
Onset Date

0
Days

11-Jul-2007
Status Date

FR
State

WAES0707AUS00055
Mfr Report Id

Information has been received from the Department of health and Therapeutic Good Administration as part of a business agreement with follow-up information
on request by the Company received via a Line Listing from the department of Health. As part of the regular school-based immunisation program funded by the
government, on 07-JUN-2007 an 18 year old female was vaccinated with her second dose of Gardasil (Lot No. 655742/0138U, Batch No. J0800, Expiry date
07-AUG-2009). On 07-JUN-2007 there was no immediate reaction but minutes post vaccine she felt funny, nauseated, blotches were noted on her neck,
developed urticarial rash, tightness in throat and her colour was poor. It was stated that 0.5 ml adrenaline was given to the patient and she was sent to an
emergency department with no further treatment and the patient was discharged. This patient's event was considered as anaphylaxis by the health department.
Subsequently, the patient recovered from anaphylaxis. The reporter considered that anaphylaxis was probably related to with Gardasil. The original reporting
source was not provided. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

284184-1

11-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anaphylactic reaction, Feeling abnormal, Nausea, Pallor, Rash macular, Throat tightness, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
10-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0138U Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2895
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Jun-2007
Vaccine Date

21-Jun-2007
Onset Date

0
Days

11-Jul-2007
Status Date

FR
State

WAES0707AUS00056
Mfr Report Id

Information has been received from the Department of Health as part of a business agreement with follow-up information on request by the Company received
via a Line Listing from the Department of Health. As part of the regular school-based immunisation program funded by the government, on 21-JUN-2007 a 16
year old female was vaccinated with her second dose of Gardasil (Lot No. 655742/0138U, Batch No. J0800, Expiry date 07-AUG-2009). On 21-JUN-2007, 10
minutes post vaccine, the patient returned to the clinic with throat tightness, slight dizziness, urticarial blotchy rash across her face and upper chest and anxiety
was noted. It was stated that 0.5 ml adrenaline was given to the patient and she was sent to an emergency department. Subsequently, the patient recovered
from anaphylaxis. The reporter considered that anaphylaxis was probably related to therapy with Gardasil. The original reporting source was not provided.
Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

284185-1

11-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anaphylactic reaction, Anxiety, Dizziness, Rash macular, Throat tightness, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
10-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0138U Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2896
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Jun-2007
Vaccine Date

07-Jun-2007
Onset Date

0
Days

11-Jul-2007
Status Date

FR
State

WAES0707AUS00057
Mfr Report Id

Information has been received from the Department of Health, as part of a business agreement, with follow-up information received on request by the Company
via a Line Listing from the Department of Health. As part of the regular school-based immunisation program funded by the government, on 07-JUN-2007 a 17
year old female was vaccinated with Gardasil (Lot No. 655742/0138U, Batch No. J0800, expiry date 07-AUG-2009). Five minutes after being vaccinated with
Gardasil, the patient collapsed. Her face was flushed, spreading to her hairline, she was tachycardic and not responding. The patient became agitated,
nauseated and experienced mild shortness of breath. Subsequently, 0.5 ml of adrenaline was administered, with little effect, so the dose was repeated. The
patient was transferred to the emergency department of hospital and discharged PM, post EEG. The patient recovered from anaphylaxis. The reporter
considered that anaphylaxis was probably related to therapy with Gardasil. The original reporting source was not provided. Additional information is not
expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

electroencephalography 07Jun07
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

284186-1

11-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Agitation, Anaphylactic reaction, Dyspnoea, Fall, Flushing, Nausea, Tachycardia, Unresponsive to stimuli

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
10-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0138U Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2897
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-May-2007
Vaccine Date

02-May-2007
Onset Date

0
Days

11-Jul-2007
Status Date

FR
State

WAES0707AUS00058
Mfr Report Id

Information has been received from the Department of Health, as part of a business agreement, with follow-up information received on request by the Company
via a Line Listing from the Department of Health. As part of the regular school-based immunisation program funded by the government, on 02-MAY-2007, a 16
year old female with a history of adrenaline received following a tetanus vaccination, was vaccinated with Gardasil as prophylaxis (Lot No. 655742/0138U),
Batch No. J0798, Expiry date 07-AUG-2009). Immediately post-vaccination, the patient felt nauseous, developed a blotchy, itchy rash on her face and
experienced laboured breathing. Adrenaline was administered and the patient improved. She was transferred to the emergency department of hospital.
Subsequently, one day post-vaccination, the patient was itchy all over her body and she experienced pins and needles in her hands. The patient recovered
from anaphylaxis. The reporter considered that anaphylaxis was probably related to therapy with Gardasil. The original reporting source was not provided.
Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Immediate post-injection reaction

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

284187-1

11-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anaphylactic reaction, Dyspnoea, Immediate post-injection reaction, Nausea, Paraesthesia, Rash macular, Rash pruritic

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
10-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0138U Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2898
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Jun-2007
Vaccine Date

19-Jun-2007
Onset Date

0
Days

11-Jul-2007
Status Date

FR
State

WAES0707AUS00059
Mfr Report Id

Information has been received from the Department of Health, as part of a business agreement, with follow-up information received on request by the Company
via a Line Listing from the Department of Health. As part of the regular school-based immunisation program funded by the government, on 19-JUN-2007 a 15
year old female was vaccinated with her second dose of Gardasil (Lot No. 655742/0138U, Batch No. J0800, expiry date 07-AUG-2009) as prophylaxis. Five
minutes post-vaccination, the patient felt faint and dizzy. She was coherent and talking. The patient commenced to grab her neck and was gasping, distressed
and nauseous. The symptoms settled momentarily and then the difficulty breathing returned. Adrenaline 0.5 was administered and the patient was transferred
to the emergency department of hospital. The patient recovered. In the emergency department summary, "vasovagal" was reported rather than allergy. The
patient was also seen by her general physician. The reporter considered that anaphylaxis was possibly related to therapy with Gardasil. The original reporting
source was not provided. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

284188-1

11-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anaphylactic reaction, Dizziness, Dyspnoea, Emotional distress, Nausea, Syncope vasovagal

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
10-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0138U Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2899
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Jun-2007
Vaccine Date

26-Jun-2007
Onset Date

0
Days

11-Jul-2007
Status Date

FR
State

WAES0707USA00640
Mfr Report Id

Information has been received from a physician concerning a 13 year old female who on 26-JUN-2007 was vaccinated with a first dose of Gardasil ("batch #
NE47410") IM into the left deltoid muscle. On 26-JUN-2007, immediately post vaccination, the patient experienced a vasovagal convulsive syncope for a "short
time". She was unresponsive to verbal stimuli and her breath was held for a short time. Her blood pressure was decreased. She recovered. The episode was
not considered as serious by the reporter. On 26 and 29-JUN-2007, additional information was received from the girl's father who is a physician, too. Since
about 1 PM on 26-JUN-2007, the girl additionally complained about nausea and vomited. She recovered on 27-JUN-2007 in the evening. Additionally her pulse
was increased (96/min). On 28-JUN-2007, an electroencephalogram (EEG) was carried out and showed "alterations" (not specified). At that time, her pulse rate
was still increased (average 90/min). A cardiologic check up including ECG is scheduled for 02-JUL-2007. On 04-JUL-2007, the reporter was contacted by
phone. The case was upgrade to serious (other important medical events). The EEG showed "dysrhythmia" which might be a sign a "condition after
convulsion". Tonic-clonic convulsion was assumed. The results of the cardiologic check-up were pending. Other business numbers included: E2007-04114. No
further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Prex Illness:

blood pressure measurement 26Jun07 decreased, electroencephalography 28Jun07 'alterations' not specified; dysrhythmia, total heartbeat count 27Jun07
96/min, total heartbeat count 28Jun07 avg. 90/min
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

284189-1

11-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arrhythmia, Blood pressure decreased, Breath holding, Grand mal convulsion, Heart rate increased, Nausea, Syncope, Syncope vasovagal, Unresponsive to
stimuli, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
10-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2900
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-May-2007
Vaccine Date

02-May-2007
Onset Date

0
Days

11-Jul-2007
Status Date

FR
State

WAES0707AUS00035
Mfr Report Id

Information has been received from a parent via a blog web site concerning his daughter who on 02-MAY-2007 was vaccinated with Gardasil as part of the
regular school-based immunisation program funded by the government. In the evening of the vaccination on 02-MAY-2007, the female student started to
mumble erratically and started to make very disjointed comments and she found it difficult to sleep. She also complained of itchiness in her back in the morning
on 03-MAY-2007. The father stated that she became lost and confused, a very pale comparison to the daughter he was used to seeing. It was stated that she
used to be a modest, humble quiet, organised, kind and intelligent. The patient consulted a psychologist the next day to try to see what was wrong. The
psychologist was concerned with the responses that she made to his questions. The parents became extremely worried about her, undertaking urine and blood
tests as well as an MRI scan to the brain. Soon after, the school contacted the parents saying that they didn't want her to return unless she was psychiatrically
evaluated and that she would want her to return unless she was psychiatrically evaluated and that she would not harm herself or others. The patient's
conditions has steadily worsened and she recently had a more severe psychosis. For the first time "last night", on 11-JUN-2007, she did not sleep at all. She
has been on risperidone (Risperdal), which she started taking about 3 days ago, on approximately 08-JUN-2007, however her condition has been worsening.
The reporter stated that the treating physician believed that this was a classic example of a "major reaction of toxicity caused by a vaccine". The reporter felt
that severe psychosis were related to therapy with Gardasil. Upon internal medical review, severe psychosis was considered to be an Other Important Medical
Event. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory test ??May07, magnetic resonance imaging ??May07, urinalysis ??May07
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284190-1

11-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abnormal behaviour, Confusional state, Drug toxicity, Immunisation reaction, Insomnia, Pruritus, Psychotic disorder, Speech disorder

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
10-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2901
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
11-Jul-2007
Status Date

FR
State

WAES0707AUS00034
Mfr Report Id

Information has been received from the Department of Health as part of a business agreement, concerning a female school student, aged between 13 and 17
years of age, who was vaccinated with Gardasil as part of the regular school-based immunisation program funded by the government. The patient was
vaccinated with one of the following batches - J0798, J0799, J0800 or J1021. Subsequently the patient experienced a seizure. Upon internal medical review,
seizure is considered to be an Other Important Medical Event. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284191-1

11-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
10-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2902
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-May-2007
Vaccine Date

24-May-2007
Onset Date

0
Days

11-Jul-2007
Status Date

FR
State

WAES0707AUS00033
Mfr Report Id

Information has been received from the Department of Health as part of a business agreement with follow-up information on request by the Company received
via a Public Case Detail form. As part of the regular school-based immunisation program funded by the government, on 24-MAY-2007 a 17 year old female was
vaccinated with Gardasil (Lot No. 655742/0138U, Batch No. J0799, Expiry date 07-AUG-2009). On 24-MAY-2007 the patient experienced anaphylactic
reaction, dyspnoea, cyanosis, nausea, pharyngeal oedema and swollen tongue and was hospitalized. It was stated that the patient developed red, mottled face
to waist. The patient was nauseated and cyanosed, and experienced difficulty in breathing. The patient's throat and tongue restricted. However, no stridor
cough was developed. The patient was given adrenaline 0.5 ml with no improvement. Further adrenaline 0.5 ml was given 5 minutes later and the patient's
symptoms improved. On 24-MAY-2007 the patient recovered from anaphylactic reaction, dyspnoea, cyanosis, nausea, pharyngeal oedema and swollen
tongue. The agency considered that anaphylactic reaction, dyspnoea, cyanosis, nausea, pharyngeal oedema and swollen tongue were probably related to
therapy with Gardasil. The original reporting source was not provided. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

284192-1 (S)

11-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anaphylactic reaction, Cyanosis, Dyspnoea, Erythema, Livedo reticularis, Nausea, Pharyngeal oedema, Swollen tongue

 HOSPITALIZED, SERIOUS

Other Vaccine
10-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0138U Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2903
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-May-2007
Vaccine Date

16-May-2007
Onset Date

1
Days

11-Jul-2007
Status Date

FR
State

WAES0707AUS00032
Mfr Report Id

Information has been received from the Department of Health as part of a business agreement with follow-up information on request by the Company received
via a Public Case Detail form. As part of the regular school-based immunisation program funded by the government, on 15-MAY-2007 a 16 year old female was
vaccinated with Gardasil (Lot No. 655743/0313U, Batch No. J1021, Expiry date 08-AUG-2009). On 16-MAY-2007 the patient experienced anaphylactic
reaction, anxiety, dyspnoea, stridor and vomiting was hospitalised. It was stated that the patient experienced severe vomiting with mucous and blood within 10
minutes of injection. The patient had a feeling of impending doom and experienced difficulty of breathing, respiratory stridor. The patient's pulse was 68 and the
colour of the patient was good. This patient's event was considered as anaphylaxis by the agency. The patient was given intramuscular injection of adrenaline.
On 16-MAY-2007 the patient recovered from anaphylactic reaction, anxiety, dyspnoea, stridor and vomiting. The agency considered that anaphylactic reaction,
anxiety, dyspnoea, stridor and vomiting were probably related to therapy with Gardasil. The original reporting source was not provided. Additional information is
not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Physical examination 16May07 pulse 68; colour-good
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

284193-1 (S)

11-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anaphylactic reaction, Anxiety, Dyspnoea, Haematemesis, Stridor, Vomiting

 HOSPITALIZED, SERIOUS

Other Vaccine
10-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0313U Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2904
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
11-Jul-2007
Status Date

FR
State

WAES0707AUS00025
Mfr Report Id

Information has been received from the Department of Health as part of a business agreement, concerning a female school student, aged between 13 and 17
years of age, who was vaccinated with Gardasil as part of the regular school-based immunisation program funded by the government. The patient was
vaccinated with one of the following batches - J0798, J0799, J0800 or J1021. Subsequently the patient experienced a seizure. Upon internal medical review,
seizure is considered to be an Other Important Medical Event. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284194-1

11-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
10-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2905
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Feb-2007
Vaccine Date

18-Jun-2007
Onset Date

112
Days

11-Jul-2007
Status Date

--
State

WAES0706USA05115
Mfr Report Id

Information has been received for the Merck Pregnancy Registry from a licensed practical nurse concerning a 22 year old female with no pertinent medical
history who on 26-FEB-2007 was vaccinated with 0.5 ml of the first dose of Gardasil (Lot # 654540/0800F). There was no concomitant medication. On 02-MAY-
2007, the patient was vaccinated with 0.5 ml of the second dose of the Gardasil (Lot # 656050/0245U). It was reported that the patient was pregnant.
Unspecified medical attention was sought. Her last menstrual period was approximately 14-MAY-2007. The estimated date of delivery was 18-FEB-2008. Two
ultrasounds were performed (results not provided), and "hormone levels for pregnancy levels dropping was monitored by beta-human chorionic gonadotropin
test (bHCG)", On 18-JUN-2007, the patient went to the emergency room and experienced a miscarriage at 5 weeks gestation. It was reported that the patient
was recovering. Upon internal review, the miscarriage was determined to be an other important medical event. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 5/14/2007)Prex Illness:

Ultrasound - results not provided, Beta-human chorionic - results not provided

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

284195-1

11-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
10-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0800F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2906
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Jul-2007

Vaccine Date
09-Jul-2007
Onset Date

0
Days

19-Jul-2007
Status Date

NC
State

NC07075
Mfr Report Id

Within 5 sec after giving shot, child started shaking, unresponsive for 15-30 sec then fainted.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

284205-1

19-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope, Tremor, Unresponsive to stimuli

 NO CONDITIONS, NOT SERIOUS

Related reports:   284205-2

Other Vaccine
10-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0181U 1 Left arm Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Jul-2007

Vaccine Date
09-Jul-2007
Onset Date

0
Days

19-Jul-2007
Status Date

NC
State Mfr Report Id

Seizure-like behavior following vaccination, passed out, ongoing rapid heart beat, weakness, "just doesn't feel normal", lower abdominal/pelvic painSymptom Text:

Ibuprophen 200 mgOther Meds:
Lab Data:
History:

NonePrex Illness:

Blood test required by Dr. within hour of vaccination(results not yet available)
none known other than mono  in months prior

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

284205-2

31-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Asthenia, Convulsion, Feeling abnormal, Heart rate increased, Loss of consciousness, Pelvic pain

 ER VISIT, NOT SERIOUS

Related reports:   284205-1

Other Vaccine
12-Jul-2007

Received Date

Prex Vax Illns:

HIBV
HPV4
TTOX

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Jul-2007

Vaccine Date
05-Jul-2007
Onset Date

0
Days

19-Jul-2007
Status Date

AR
State Mfr Report Id

Injection given on 7-5-07, pt left office after 15 min of inj. okay. Called back states she had immediate response felt very tired feverish and dizzy.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Milk and ASA

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

284206-1

19-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Fatigue, Feeling hot

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
10-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0389U 0 Left arm Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Jul-2007

Vaccine Date
02-Jul-2007
Onset Date

0
Days

19-Jul-2007
Status Date

NY
State Mfr Report Id

Within a few hours of getting vaccine pt felt shaky. Headache, stomachache, felt warm. Last vaccine done 2-27-07 some reaction. Felt better after 2 daysSymptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

284211-1

19-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain upper, Headache, Skin warm, Tremor, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
10-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0307U 2 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Jul-2007

Vaccine Date
04-Jul-2007
Onset Date

1
Days

19-Jul-2007
Status Date

AL
State Mfr Report Id

Pain, erythema and edema at injection site. Afebrile event 48 hrs post vaccination. Given Clindamycin and Advil.Symptom Text:

Flonase, Proventil, EpipenOther Meds:
Lab Data:
History:

NonePrex Illness:

None
Allergic rhinitis, Scoliosis

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

284229-1

19-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site oedema, Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
10-Jul-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

0675U
1424F

1
0

Left arm
Left arm

Subcutaneously
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Jun-2007
Vaccine Date

15-Jun-2007
Onset Date

0
Days

11-Jul-2007
Status Date

TX
State Mfr Report Id

Vomitting, Fever, Sweats, abdominal pain, and light headness.Symptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

284234-1

11-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Dizziness, Hyperhidrosis, Pyrexia, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
10-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0212U 0 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Jul-2007

Vaccine Date
10-Jul-2007
Onset Date

0
Days

11-Jul-2007
Status Date

PA
State Mfr Report Id

Pt. had a vasovagal response to Gardasil vaccine in the office, falling onto the floor and hitting her face. Pt had seizure activity, per her mother. Pt was moved
to a chair, was sitting and talking and went on to have further seizure acitivty and 911 was called. we monitered the pt. until medics arrived and she was
transported to the ED.

Symptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

284237-1

11-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Fall, Injury, Syncope vasovagal

 ER VISIT, NOT SERIOUS

Other Vaccine
10-Jul-2007

Received Date

Prex Vax Illns:

TDAP

MNQ
HPV4

GLAXOSMITHKLINE
BIOLOGICALS
SANOFI PASTEUR
MERCK & CO. INC.

AC52B018AD

U2365AA
0387U

0

2
0

Right arm

Right arm
Left arm

Intramuscular

Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Jul-2007

Vaccine Date
10-Jul-2007
Onset Date

0
Days

11-Jul-2007
Status Date

CA
State Mfr Report Id

Patient was given 1st dose of Gardasil, along with Menactra, in the left deltoid.  Gardasil was given first, and then Menactra.  Patient was seated at time of
administration of vaccines.  Within 5 seconds of the vaccines being given, the patient felt faint and closed her eyes.  She lay down and said she felt dizzy.  She
was lethargic but responsive.  I came into the room within 1 minute of this episode.  The patient was laying down but felt better.  She denied any visual changes
had occurred -- just that she felt faint and dizzy.  Blood pressure was 102/70.  She was given some juice.  She felt much better after about 5 minutes and was
sent home.  Her mother will watch her and call me if any further problems.  No further Gardisil vaccines will be given to her.

Symptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

none
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

284256-1

11-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure, Dizziness, Lethargy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
10-Jul-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2227AA
0525U

0
0

Left arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 2914
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Oct-2006
Vaccine Date

04-Oct-2006
Onset Date

1
Days

11-Jul-2007
Status Date

CA
State Mfr Report Id

This is report # 1 of 3, one for each Gardisil administered.  Mother stated to me on 05/18/07, that 24 hours after Gardisil vaccine, patient had fever, and then
developed flu-like symptoms.

Symptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

None
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
10.0

284257-1

11-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Influenza like illness, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
10-Jul-2007

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

0637F
AHAVB124AA

0
0

Left arm
Right arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 2915
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Dec-2006
Vaccine Date

05-Dec-2006
Onset Date

0
Days

11-Jul-2007
Status Date

CA
State Mfr Report Id

This is report # 2 of 3 for this patient re: 3 Gardisil vaccines.  Mother states that after Gardisil #2, she had a fever, nausea, and vomiting, and then within 24
hours developed flu-like symptoms.  Mother feels that after Gardisil administration, patient seemed much more susceptible to flu-like illnesses and various
infections, e.g. sinusitis.

Symptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
10.0

284259-1

11-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Influenza like illness, Nausea, Pyrexia, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
10-Jul-2007

Received Date

fever, flu-like symptoms~HPV (Gardasil)~1~11~In PatientPrex Vax Illns:

HPV4 MERCK & CO. INC. 0637F 1 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Apr-2007
Vaccine Date

27-Apr-2007
Onset Date

1
Days

11-Jul-2007
Status Date

CA
State Mfr Report Id

This is report # 3 of 3, one for each Gardisil administered.  Mother stated to me on 05/18/07, that 24 hours after Gardisil vaccines, patient had fever, and then
developed flu-like symptoms.  Mother feels that after Gardisil administration, patient seemed much more susceptible to flu-like illness and various infections,
e.g. sinusitis.

Symptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

284260-1

11-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Influenza like illness, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
10-Jul-2007

Received Date

flu-like symptoms ~HPV (Gardasil)~1~11~In PatientPrex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

0387U
AHAVB162CB

2
1

Left arm
Right arm

Intramuscular
Unknown



10 JUN 2008 06:27Report run on: Page 2917
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Jan-2007
Vaccine Date

02-Jan-2007
Onset Date

0
Days

11-Jul-2007
Status Date

CA
State Mfr Report Id

On 4/11/2007, patient reported to me that after her 1st Gardisil vaccine on 01/02/2007, she had a "blackout" feeling as she was leaving the office.  This
occurred again after the 2nd Gardisil vaccine was given on 3/28/2007.She stated that "everything went black" and she could not see.  She was very much alert
and could hear, at that time.  This episode lasted approximately 1 minute.  These episodes have happened recurrently since that time, initially about once a
week, now occurring less often.

Symptom Text:

Allegra-D, Flonase, Ortho TricyclenOther Meds:
Lab Data:
History:

NONEPrex Illness:

MRI of brain was negative.  Labs ordered but were not done.
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

284261-1

11-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness, Visual disturbance

 ER VISIT, NOT SERIOUS

Other Vaccine
10-Jul-2007

Received Date

Prex Vax Illns:

TDAP

HEPA

HPV4

GLAXOSMITHKLINE
BIOLOGICALS
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

AC52B014AA

AHAVB129AA

0637F

0

0

0

Unknown

Unknown

Unknown

Intramuscular

Intramuscular

Intramuscular



10 JUN 2008 06:27Report run on: Page 2918
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Jul-2007

Vaccine Date
04-Jul-2007
Onset Date

1
Days

19-Jul-2007
Status Date

AZ
State Mfr Report Id

Heart palpations, dizziness, headache, nausea, SOB - hurt to breathe, feverSymptom Text:

Zantac, Albuterol, PulmicortOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

284274-1

19-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Dyspnoea, Headache, Nausea, Pain, Palpitations, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
11-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0181U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2919
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Jun-2007
Vaccine Date

25-Jun-2007
Onset Date

0
Days

12-Jul-2007
Status Date

PA
State Mfr Report Id

Pain at injection site - lasted 2 weeks post-injectionSymptom Text:

TrisprintecOther Meds:
Lab Data:
History:

NonePrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

284283-1

12-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
11-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0524U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2920
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Jun-2007
Vaccine Date

02-Jul-2007
Onset Date

11
Days

12-Jul-2007
Status Date

IL
State Mfr Report Id

RECEIVED GARDASIL, VARICELLA VACCINE AND MENACTRA 6-21-07.  DEVELOPED LOWER EXTREMITY NUMBNESS 7-2-07 AND DIAGNOSED WITH
GUILLAN-BARRE SYNDROME 7-5-07

Symptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

POSITIVE EPSTEIN-BARR VIRUS TITER BY HISTORY
ENVIRONMENTAL ALLERGIES, MILD

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

284287-1 (S)

12-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Guillain-Barre syndrome, Hypoaesthesia

 ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, SERIOUS

Related reports:   284287-2;  284287-3

Other Vaccine
11-Jul-2007

Received Date

Prex Vax Illns:

VARCEL
MNQ
HPV4

MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.

0594U
U2155CA
0523U

Unknown
Unknown
Unknown

Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 2921
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Sep-2007
Status Date

IL
State

WAES0707USA04132
Mfr Report Id

Information has been received from a physician concerning a female patient who was vaccination with a dose of Gardasil. Concomitant therapy included
Menactra. The physician reported that the patient developed "Guillain Barre Syndrome" after receiving a dose of Gardasil over at the hospital and had to be
hospitalized. The outcome was unknown. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284287-2 (S)

05-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Guillain-Barre syndrome

 ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, SERIOUS

Related reports:   284287-1;  284287-3

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 2922
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Jun-2007
Vaccine Date

02-Jul-2007
Onset Date

11
Days

14-Jan-2008
Status Date

IL
State

200702583
Mfr Report Id

Initial information received from the Centers for Disease Control and Prevention on 19 July 2007. An 18-year-old female patient received a dose of Menactra,
lot number U2155CA, a dose of Varivax and a does of Human Papilloma Virus Vaccine on 21 June 2007. The lot numbers were not reported for Varivax or
Human Papilloma Virus Vaccine. 11 days after receiving the vaccines, the patient was diagnosed with Guillain-Barre syndrome. it was not reported what
specific symptoms the patient experienced or whether she was hospitalized. No results of laboratory testing were provided. The patient's recovery status in
unknown at the time of this report. This case is being followed by the Clinical Immunization Safety Assessment Network (CISA). Follow-up information received
on 30 August 2007 from the Centers for Disease Control and Prevention. This case was confirmed by the Clinical Immunization Safety Assessment Network
(CISA) as Guillain Barre Syndrome. No additional information was provided. Follow-up information received on 01 October 2007 from the Centers for Disease
Control and Prevention. It was reported that the patient recovered. The date of recovery was not provided.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

The patient has a history of mild environmental allergies.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

284287-3

14-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Guillain-Barre syndrome

 ER VISIT, NOT SERIOUS

Related reports:   284287-1;  284287-2

Other Vaccine
17-Dec-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
MNQ

MERCK & CO. INC.
MERCK & CO. INC.
SANOFI PASTEUR

NULL
NULL
U2155CA

Unknown
Unknown
Unknown

Unknown
Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Jul-2007

Vaccine Date
11-Jul-2007
Onset Date

0
Days

12-Jul-2007
Status Date

MI
State Mfr Report Id

Immed. after receiving injection client eyes rolled and tongue protruded (siezure like activity)became VERY pale and fainted.  Skin was cold and clammy.  Took
several minutes for her to come around.  Client had 2 injection prior to getting the HPV.

Symptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

284288-1

12-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cold sweat, Dyskinesia, Gaze palsy, Immediate post-injection reaction, Pallor, Peripheral coldness, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
11-Jul-2007

Received Date

Prex Vax Illns:

MNQ
TDAP

TDAP
MNQ
HPV4

SANOFI PASTEUR
SANOFI PASTEUR
MERCK & CO. INC.

1208F
AVU2277AA
C2638AA

Unknown
Unknown
Unknown

Intramuscular
Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Jun-2007
Vaccine Date

29-Jun-2007
Onset Date

3
Days

12-Jul-2007
Status Date

MA
State Mfr Report Id

R hip and knee effusion; seen by orthopedics at ER of Hospital, ESR 23 CRP 4.5 felt to be c/w inflammatory, post-infectious type arthritisSymptom Text:

cefdinir for 10 days starting on 6/6/07     azithromycin for 5 days starting on 5/31Other Meds:
Lab Data:
History:

nonePrex Illness:

ESR 23 CRP 4.5
rash to amoxicillin dx'd in 2000

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

284293-1

12-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthritis, Joint effusion

 ER VISIT, NOT SERIOUS

Other Vaccine
11-Jul-2007

Received Date

Prex Vax Illns:

MNQ
HPV4
HEPA

SANOFI PASTEUR
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

U2226AA
0523U
AHAVB172AA

0
0
0

Left arm
Left arm
Left arm

Intramuscular
Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Jun-2007
Vaccine Date

21-Jun-2007
Onset Date

1
Days

19-Jul-2007
Status Date

--
State Mfr Report Id

1 day after HPV - Sharp pain in head lasted a few seconds, achy, low grade temp.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

284323-1

19-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Body temperature increased, Headache, Pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
11-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 05226 0 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Jun-2007
Vaccine Date

29-Jun-2007
Onset Date

1
Days

19-Jul-2007
Status Date

PA
State Mfr Report Id

R arm, 5x3 cm zone of erythema, induration this was measured 2 days after the injection.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

284324-1

19-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Induration

 ER VISIT, NOT SERIOUS

Other Vaccine
11-Jul-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

0451U
0188U

1
0

Right arm
Left arm

Subcutaneously
Intramuscular



10 JUN 2008 06:27Report run on: Page 2927
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-May-2007
Vaccine Date

30-May-2007
Onset Date

1
Days

19-Jul-2007
Status Date

PA
State Mfr Report Id

1 day after injection, patient had erythema and induration measuring 2x3 inches on R upper arm.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

284326-1

19-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Induration

 ER VISIT, NOT SERIOUS

Other Vaccine
11-Jul-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

0451U
0188U

1 Right arm
Left arm

Subcutaneously
Intramuscular



10 JUN 2008 06:27Report run on: Page 2928
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Apr-2007
Vaccine Date

02-Apr-2007
Onset Date

0
Days

19-Jul-2007
Status Date

OH
State Mfr Report Id

Nausea (within an hour) for 3 hours. Fever (within an hour) for 12 hours. Bruising at injection site - 4/3/07 - lasting two weeks - softball size. Swelling at injection
site - 4/2/07 lasting two weeks at injection site - 4/2/07 - lasting two weeks - softball size - non-responsive to Ibuprofen.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

284329-1

20-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site bruising, Injection site swelling, Nausea, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
11-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 024466 1 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Dec-2006
Vaccine Date

29-Dec-2006
Onset Date

0
Days

19-Jul-2007
Status Date

OH
State Mfr Report Id

Fever - 12/29/06, bruising at the injection site 12/30/06, swelling approximately golf size at the injection site - 12/30/06.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

284330-1

20-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site bruising, Injection site swelling, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
11-Jul-2007

Received Date

Prex Vax Illns:

HPV4
FLU
HEPA

MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.

1425F
U2312AA
1008F

Left arm
Right arm
Left arm

Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 2930
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Jul-2007
Status Date

NH
State Mfr Report Id

w/in 2 days pt developed small, red, itchy, raised rash to both arms.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Alg: Soy, Miralax

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

284343-1

20-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Pruritus, Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
11-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0524U 0 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Jun-2007
Vaccine Date

21-Jun-2007
Onset Date

1
Days

19-Jul-2007
Status Date

PA
State Mfr Report Id

Pt developed hives over all her body requiring steroids and Benadryl went to PCP and allergist required high dose  steroids.Symptom Text:

Lo EstrenOther Meds:
Lab Data:
History:
Prex Illness:

NKDA

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

284344-1

19-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
11-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0524U 0 Left arm Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Jun-2007
Vaccine Date

04-Jun-2007
Onset Date

0
Days

12-Jul-2007
Status Date

PA
State

WAES0706USA01796
Mfr Report Id

Information has been received from an 18 year old  female who in 2007 was vaccinated IM with a dose of Gardasil. The patient reported that she is 8 weeks
pregnant and received the vaccine. No adverse reaction reported. Follow up information has been received from a physician concerning the 18 year old female
with 0 previous pregnancies and no medical history who on 04-JUN-2007 was vaccinated IM with a dose of Gardasil. The patient received an elective abortion
at 8 weeks. The elective termination occurred the week of 04-JUN-2007. Upon internal review, elective abortion was considered to be an other important
medical event. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = Unknown)Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

284352-1

12-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion induced, Drug exposure during pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
11-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Jul-2007
Status Date

PA
State

WAES0707USA00854
Mfr Report Id

Information has been received from a physician who received a fax from a patient, concerning a female patient who on an unspecified date was vaccinated with
Gardasil. Subsequently, following vaccination, the patient became dizzy, her "muscles were heavy", and she lost focus. It was reported that a nurse sat the
patient down, however sitting down did not make the symptoms any better. The physician then came into the room and gave the patient a shot of Benadryl.
After receiving the Benadryl the patient was placed in another room for a short time. After a couple of minutes, the nurse went back into the room to take the
patient's blood pressure and found the patient having a grand mal seizure. The physician again entered the room and found the patient unconscious, not
breathing, and her jaw was clamped and her lips were blue. The patient was subsequently hospitalized. At the time of this report, the outcome of the events
was unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284353-1 (S)

12-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cyanosis, Dizziness, Grand mal convulsion, Loss of consciousness, Myalgia, Respiratory arrest, Trismus, Vision blurred

 ER VISIT, HOSPITALIZED, SERIOUS

Other Vaccine
11-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Apr-2007
Vaccine Date

01-May-2007
Onset Date

18
Days

13-Jul-2007
Status Date

FL
State

WAES0705USA00509
Mfr Report Id

Initial and follow-up information has been received from a physician for the Pregnancy Registry for Gardasil concerning a 16 year old female with no medical
history or previous pregnancies who on 13-APR-2007 was vaccinated intramuscularly with a 0.5 mL dose of Gardasil (lot # 655165/0137U). Concomitant
therapy included pre-natal vitamins. On 01-MAY-2007 a pregnancy test was performed because of amenorrhea and found to be positive with an HCG results of
29576. The estimated conception date was 7 weeks and the estimated delivery date was 22-DEC-2007 (LMP was not known). On 16-MAY-2007, an additional
HCG test was performed with a result of 74136. The patient sought unspecified medical attention. In May 2007, the patient experienced a spontaneous
abortion. It was noted that the patient was currently under a physician's care and that she was permitted to return to normal activities without limitations. At the
time of this report, the outcome was unknown. No further information is available.

Symptom Text:

vitamins (unspecified)Other Meds:
Lab Data:
History:

Pregnancy NOS (LMP = Unknown)Prex Illness:

beta-human chorionic 05/01/07 29576 - positive, beta-human chorionic 05/16/07 74136

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

284390-1

13-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Amenorrhoea, Drug exposure during pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
12-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0137U 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Jul-2007

Vaccine Date
09-Jul-2007
Onset Date

0
Days

20-Jul-2007
Status Date

KS
State Mfr Report Id

Fainted/nausea/decreased BP - Trendelenberg used. Unable to get a B/P but pt was alert. B/P after 10 min was 100/58 (normal per pt)Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

284401-1

20-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure decreased, Nausea, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
12-Jul-2007

Received Date

Prex Vax Illns:

TDAP

HPV4

GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

AC528009AA

1427F

5

0

Right arm

Left arm

Intramuscular

Intramuscular



10 JUN 2008 06:27Report run on: Page 2936
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Feb-2007
Vaccine Date

15-Mar-2007
Onset Date

29
Days

20-Jul-2007
Status Date

FL
State Mfr Report Id

First Gardasil given 2-14-07 pt returned 4-11-07. Informed nurse of episode of dizziness severe with diaphoresis - near syncope - within 3 days of 1st injection -
ER visit - DX possible seizure - referred to neurology. Neuro cleared pt feels not related to Gardasil event occurred actually 3wks after injection.

Symptom Text:

Orthotricyclen - LoOther Meds:
Lab Data:
History:

None KnownPrex Illness:

EEG 3-15-07 Neurology Evaluation/clearance 5-16-07
No Known allergies

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

284402-1

20-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Hyperhidrosis, Presyncope

 ER VISIT, NOT SERIOUS

Other Vaccine
12-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 01864 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 2937
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Jul-2007
Status Date

NY
State Mfr Report Id

3-4 weeks after her Gardasil shot (#1) She began exhibiting a rash which escalated over the next 5-6 weeks until she was covered with psoriasis and eczema
on her arms (upper and lower), her legs (upper and lower), tops of her feet and hands, her neck, and slightly on her torso, body and face.

Symptom Text:

CONCERTA, YAZ birth control pills (daily)Other Meds:
Lab Data:
History:

Severe angry, red, itchy scaly rash, exhaustionPrex Illness:

Blood tests, dermatologic diagnosis
Asthma, ADHD

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

284404-1

20-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Eczema, Psoriasis, Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
12-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2938
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Jul-2007

Vaccine Date
12-Jul-2007
Onset Date

0
Days

18-Jul-2007
Status Date

GA
State Mfr Report Id

Pt. given vaccine, was in the process of checking out and became fainty, clammy, poor skin color, would not acknowldege questions asked or instructions. BP
at that time was 70/40, with a pulse of 50. Cold compresses applied to forehead, fan was turned to pt.,coke and saltines to pt. BP 10 minutes later was 86/58 ,
pulse 74. Pt. continued to rest and vitals again taken after 10 minutes-BP 90/60 and pulse 74. Pt. was no longer clammy, was speaking when spoken to, color
good.Stated that she had not eaten anything this am. Felt better and was told to call the office prn.

Symptom Text:

YazOther Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

284418-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure decreased, Cold compress therapy, Cold sweat, Heart rate, Pallor, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
12-Jul-2007

Received Date

Prex Vax Illns:

HPV4HPV4 MERCK & CO. INC. 0802U 1 Left arm Subcutaneously



10 JUN 2008 06:27Report run on: Page 2939
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Jul-2007

Vaccine Date
10-Jul-2007
Onset Date

1
Days

18-Jul-2007
Status Date

NC
State Mfr Report Id

Mother reportrd patient's arm swollen to the size of a lemon at the injection site and is sore. The swelling started after the shot but was larger today. The area is
not warm to touch. No fever. The patient does not feel bad. Dr advise to use 500mgs of Tylenol 2-3 times a day for 2-3days and warm compresses to the site
several times a day till the swelling resolves.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

284419-1

19-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Injection site swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
12-Jul-2007

Received Date

Prex Vax Illns:

TD
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

C2631AA
0186U

0
0

Right arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 2940
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Jul-2007

Vaccine Date
12-Jul-2007
Onset Date

0
Days

19-Jul-2007
Status Date

WI
State Mfr Report Id

Lightheadedness, dizziness, blackout, temporary loss of hearing, chills and sweats.Symptom Text:

None (vitamin supplements)Other Meds:
Lab Data:
History:

Pink-eye infectionPrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

284426-1

19-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chills, Deafness, Dizziness, Hyperhidrosis, Loss of consciousness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
12-Jul-2007

Received Date

none~ ()~NULL~~In PatientPrex Vax Illns:

HPV4 MERCK & CO. INC. UNKNOWN 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2941
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Jul-2007

Vaccine Date
11-Jul-2007
Onset Date

0
Days

20-Jul-2007
Status Date

NC
State Mfr Report Id

vaccine given at 10:30am in treatment room. soreness of right arm at injection site within 4 hours, painful to lift overhead. within 8 hours suffering headache,
neck stiffness & several (3) periods of tingling sensations in the left leg (lasting 10 minutes each or so)and a spell of itchiness. 12 hours after injection, went to
bed with headache (still), fever & chills. restless night. fever of 102F at 7AM (22 hours after shot).  went back to sleep and was difficult to wake. i called doctor --
mentioned my concerns over a reaction of some sort & was told this vaccine did not cause these symptoms. i scheduled an appointment because this was not
normal for claire and i was not quite sure what to do. by noon, most symptoms were gone except for the headache. we saw the doctor who pronounced her fine
& told us to watch for other symptoms of illness. he told us that it was not the vaccine, but would note my concerns on her file as a precaution. this was the 3rd
and final injection of this vaccine, she had only soreness at the injection sight with the first two shots. she took an aleve around 8pm the night of the shot & 2
motrins - 6 hours apart - the next day because of the headache. no relief was provided by the pills.

Symptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

seasonal allergies / mild asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

284429-1

23-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chills, Headache, Hypokinesia, Injected limb mobility decreased, Injection site pain, Musculoskeletal stiffness, Paraesthesia, Pruritus, Pyrexia, Restlessness,
Somnolence

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
12-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. UN 2 Right arm Unknown



10 JUN 2008 06:27Report run on: Page 2942
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Jul-2007

Vaccine Date
10-Jul-2007
Onset Date

1
Days

20-Jul-2007
Status Date

IN
State Mfr Report Id

c/o sore neck and back, nausea and sweating 7/10. 7/11 - some better, still no fever, cont. to have nausea and sweating. 7/12 feels better.Symptom Text:

Levilite, Flexeril (PRN), Naprosyn (PRN)Other Meds:
Lab Data:
History:

NonePrex Illness:

None
1/19/06 Menorrhagia, 1/5/07 L shoulder pain, allergic to some ear drop med, NAMC

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

284443-1

20-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Back pain, Hyperhidrosis, Nausea, Neck pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
12-Jul-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2221AA
0188U

0
0

Left arm
Right arm

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Jul-2007

Vaccine Date
09-Jul-2007
Onset Date

0
Days

20-Jul-2007
Status Date

OR
State Mfr Report Id

Back of R upper arm - redness area 8cm x 4cm with slight edema, pain at site - SQ injection of VaricellaSymptom Text:

Yaz, Claritin DOther Meds:
Lab Data:
History:
Prex Illness:

Dysfunctional Uterine bleeding

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

284446-1

20-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site oedema, Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
12-Jul-2007

Received Date

Prex Vax Illns:

VARCEL
TDAP
HPV4
HEPA
MNQ

MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.
MERCK & CO. INC.
SANOFI PASTEUR

0609U
C2689AA
0389U
0442U
U2232AA

1
0
0
1
0

Right arm
Right arm
Left arm
Left arm

Right arm

Subcutaneously
Intramuscular
Intramuscular
Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Jul-2007

Vaccine Date
10-Jul-2007
Onset Date

1
Days

20-Jul-2007
Status Date

CA
State Mfr Report Id

Dizzy, NauseaSymptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

NKDA

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

284447-1

20-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
12-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0171U 0 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Feb-2008
Status Date

OH
State

WAES0705USA04092
Mfr Report Id

Information has been received from two nurses concerning a 20 year old female patient who was vaccinated with a first dose of Gardasil.  The patient
experienced pain in the injection site right after receiving her injection.  The pain lasted approximately 1 hour following the injection.  No medical treatment was
sought.  Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

284459-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
22-Feb-2008
Status Date

OH
State

WAES0705USA04103
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated IM with the second dose of Gardasil. Subsequently the patient
passed out within 5-10 minutes after receiving the vaccine. The patient went up to the circulation desk to pay before leaving and made it to the parking lot. The
physician reported that the patient began to feel some nausea and dizziness so she came back into the physician's office. It was unclear as to when and where
the patient passed out. The physician reported that they had taken the patient's blood pressure and let her rest while back in the office and someone came to
pick her up . The patient's outcome was not reported. Medical attention was sought. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

blood pressure
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284460-1

22-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Immediate post-injection reaction, Loss of consciousness, Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-May-2007
Vaccine Date

01-May-2007
Onset Date

0
Days

22-Feb-2008
Status Date

WI
State

WAES0705USA04145
Mfr Report Id

Information has been received from a physician concerning a 20 year old female who in May 2007 was vaccinated with 0.5 ml of the third dose of Gardasil. The
patient experienced injection site was red, swollen, and puffed up about a half an inch. The reaction went away about 72 hours after the injection. Medical
attention was sought. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

284461-1

22-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
22-Feb-2008
Status Date

NM
State

WAES0705USA04197
Mfr Report Id

Information has been received from a physician concerning a patient who was vaccinated with 0.5 ml of Gardasil. subsequently the patient experienced
stomach pain after receiving the vaccine. The patient's outcome was not reported. Medical attention was sought. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284462-1

22-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain upper

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Mar-2007
Vaccine Date

21-Mar-2007
Onset Date

0
Days

22-Feb-2008
Status Date

KS
State

WAES0705USA04199
Mfr Report Id

Information has been received from a registered nurse concerning an 18 year old female who on 21-MAR-2007 at 3:30 pm was vaccinated with 0.5 ml of the
first dose of Gardasil (Lot #653736/0014U) in right deltoid. Concomitant therapy on 21-MAR-2007 at 3:30 pm included MENACTRA (lot # U2228AA) in right
deltoid, and BOOSTRIX (lot # C2638AA) in left deltoid. On 21-MAR-2007, at 3:30 pm (previously reported as 10 to 15 minutes after vaccination) the patient
experienced fainting. On 21-MAR-2007, the patient recovered from fainting. Additional information is not expected.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

284463-1

22-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

TDAP

MNQ
HPV4

GLAXOSMITHKLINE
BIOLOGICALS
SANOFI PASTEUR
MERCK & CO. INC.

C2638AA

U2228AA
0014U

0

0
0

Left arm

Right arm
Right arm

Intramuscular

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 2950
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Feb-2008
Status Date

--
State

WAES0705USA04232
Mfr Report Id

Information has been received from a medical assistant concerning a 20 year old female who in approximately April 2007, was vaccinated with a dose of
Gardasil.  In approximately April 2007, the patient experienced syncope when receiving the vaccination.  At the time of the report, the patient's outcome was
unknown.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

284464-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2951
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Feb-2008
Status Date

--
State

WAES0705USA04235
Mfr Report Id

Information has been received from a nurse practitioner concerning a female with no known allergies who was vaccinated with a dose of Gardasil, Varivax
(MSD), MENACTRA and DTaP.  Subsequently, the patient experienced syncope that lasted two to three minutes.  It was reported that the patient required no
treatment, hospitalization or resuscitation and had no illness at the time of vaccination.  The patient was recovered.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284465-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
DTAP
MNQ

MERCK & CO. INC.
MERCK & CO. INC.
UNKNOWN MANUFACTURER
SANOFI PASTEUR

NULL
NULL
NULL
NULL

Unknown
Unknown
Unknown
Unknown

Unknown
Unknown
Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Mar-2007
Vaccine Date

15-Mar-2007
Onset Date

2
Days

22-Feb-2008
Status Date

KY
State

WAES0705USA04246
Mfr Report Id

Information has been received from a nurse practitioner concerning a 21 year old white female student with no pertinent medical history who on 13-MAR-2007
was vaccinated intramuscularly, into the left deltoid, with a second dose of Gardasil (lot #).  On 15-MAR-2007 the patient developed a rash on her face, she
"wanted to sleep all day and for some reason wanted to cry."  Unspecified medical attention was sought.  On approximately 18-MAR-2007, the patient
recovered.  There were no laboratory or diagnostic tests performed.  It was noted that the night before the second dose of Gardasil was administered, the
patient had eaten shellfish.  Although there was no history of shellfish allergy, there was a family history of shellfish allergy.  No further information is expected.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

284466-1

22-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash, Somnolence

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0243U Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2953
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Feb-2008
Status Date

CA
State

WAES0705USA04333
Mfr Report Id

Information has been received from a physician concerning a female patient who was vaccinated with a dose of Gardasil.  Subsequently, the patient
experienced mood swings after receiving the vaccine.  At the time of this report the patient's outcome was unknown.  Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284467-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Mood swings

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-May-2007
Vaccine Date

08-May-2007
Onset Date

0
Days

22-Feb-2008
Status Date

MI
State

WAES0705USA04339
Mfr Report Id

Information has been received from a licensed practical nurse concerning a 15 year old female with a history of ear tube surgery as a child and with no known
drug allergies who on 08-MAY-2007 was vaccinated IM with a first 0.5 ml dose of Gardasil (Lot# 654540/1161F). The patient fainted 7 to 10 minutes after
receiving the vaccine and sustained a laceration of her lower lip. The laceration was repaired in the office by placement of 4 sutures. On 14-MAY-2007, the
sutures were removed, the laceration was completely healed without complication and the patient fully recovered. No laboratory diagnostic studies were
performed. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
Ear tube insertion

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

284468-1

22-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Laceration, Suture insertion, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1161F 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Feb-2008
Status Date

--
State

WAES0705USA04348
Mfr Report Id

Information has been received from a registered nurse concerning a 19 year old female who in December 2006, was vaccinated with her second dose of
Gardasil.  Subsequently the patient experienced pain at the injection site for 1 week after her vaccination.  There was no treatment required.  Subsequently, the
patient recovered.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

284469-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2956
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-May-2007
Vaccine Date

23-May-2007
Onset Date

0
Days

22-Feb-2008
Status Date

--
State

WAES0705USA04349
Mfr Report Id

Information has been received through a pregnancy registry from two licensed practical nurses concerning a 21 year old female with asthma and type II
diabetes mellitus who on 23-MAR-2007 was vaccinated with the first dose of Gardasil (lot #655618/0186U).  On 18-APR-2007 the patient had a positive
pregnancy test.  The patient was vaccinated with the second dose on 23-MAY-2007 Gardasil (lot #657617/0384U).  (It was also reported that this was the
patients first dose).  Concomitant therapy included prenatal vitamins (unspecified) and folic acid.  Subsequently, on 23-MAY-2007 within one hour of the
vaccine, the patient experienced dizziness, nausea and vomiting.  The patient was prescribed promethazine hydrochloride (PHENERGAN) and symptoms are
resolving.  Patient had prenatal blood work and abdominal ultrasound, results not reported.  The patient is pregnant with twins.  The last menstrual period was
26-FEB-2007 with estimated delivery date is 03-DEC-2007.  (The last menstrual period was also reported as 03-MAR-2007).  Additional information has been
requested.

Symptom Text:

Folic acid; Vitamins (unspecified)Other Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 2/26/2007); Asthma; Type II diabetes mellitusPrex Illness:

Abdominal ultrasound results not reported.  Diagnostic laboratory results not reported.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

284470-1

22-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Drug exposure during pregnancy, Nausea, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0384U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2957
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Feb-2008
Status Date

--
State

WAES0705USA04351
Mfr Report Id

Information has been received from a licensed visiting nurse concerning a female who was vaccinated with Gardasil.  Subsequently the patient fainted after
being vaccinated with Gardasil.  Subsequently the patient recovered.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284471-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2958
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Feb-2008
Status Date

--
State

WAES0705USA04380
Mfr Report Id

Information has been received from a 28 year old female consumer, who was vaccinated with the first dose (date unspecified) of Gardasil.  Subsequently she
reported that she felt dizzy; the outcome of feeling dizzy was not provided.  The patient was later vaccinated with the second dose (date unspecified) of
Gardasil and experienced flu-like symptoms.  She reported her symptoms had improved, though it was unknown if she had recovered at the time of this report.
The consumer refused to provide additional information.  No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
28.0

284472-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Inappropriate schedule of drug administration, Influenza like illness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2959
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
22-Feb-2008
Status Date

CA
State

WAES0705USA04385
Mfr Report Id

Information has been received from a nurse concerning a 22 year old female who was vaccinated with her first dose of Gardasil.  Subsequently the patient
developed little bumps all over her body for a few days after the vaccination.  The outcome was not reported.  Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

284473-1

22-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2960
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
22-Feb-2008
Status Date

--
State

WAES0705USA04397
Mfr Report Id

Information has been received from a physician concerning a female patient who was vaccinated IM with Gardasil (Lot # not reported). The patient experienced
pain when Gardasil was administered. Additional information is not expected. This is one of several reports received from the same source.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284474-1

22-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2961
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-May-2007
Vaccine Date

16-May-2007
Onset Date

0
Days

22-Feb-2008
Status Date

FL
State

WAES0705USA04401
Mfr Report Id

Information has been received from a health professional concerning a 25 year old female with a history of seasonal allergy who on 16-MAY-2007 was
vaccinated IM with Gardasil (Lot #656051/0244U).  Concomitant therapy included drospirenone (+) ethinyl estradiol (YAZ).  On 16-MAY-2007 the patient
developed a lump at the injection site.  As of 23-MAY-2007, the patient had not recovered.  Additional information has been requested.

Symptom Text:

YAZOther Meds:
Lab Data:
History:
Prex Illness:

None
Seasonal allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

284475-1

22-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site mass

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0244U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2962
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-May-2007
Vaccine Date

22-May-2007
Onset Date

0
Days

19-Feb-2008
Status Date

MN
State

WAES0705USA04409
Mfr Report Id

Information has been received from a physician concerning a 10 year old female who on 22-MAY-2007 was vaccinated IM with 0.5 ml of the first dose of
Gardasil.  Concomitant therapy included Varivax (MSD) and hepatitis A virus vaccine (unspecified).  On 22-MAY-2007 the patient experienced injection site
redness, swelling and itching.  As of 23-MAY-2007, the patient had not recovered from her experience.  Medical attention was sought.  Additional information
has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
10.0

284476-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site pruritus, Injection site swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
HEPA

MERCK & CO. INC.
MERCK & CO. INC.
UNKNOWN MANUFACTURER

NULL
NULL
NULL

0
Unknown
Unknown
Unknown

Unknown
Intramuscular

Unknown



10 JUN 2008 06:27Report run on: Page 2963
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Apr-2007
Vaccine Date

Unknown
Onset Date Days

16-Jul-2007
Status Date

NC
State

WAES0705USA04415
Mfr Report Id

Information has been received from a physician concerning a female who in April 2007, was vaccinated with the first dose of Gardasil. Subsequently the patient
experienced a small lump, similar to a mosquito bite, on her left shoulder. As of 23-MAY-2007, the patient had not recovered. It was not known whether the
second or third doses of vaccine would be administered. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284477-1

17-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Mass

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2964
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Apr-2007
Vaccine Date

13-Apr-2007
Onset Date

0
Days

22-Feb-2008
Status Date

--
State

WAES0705USA04419
Mfr Report Id

Information has been received from a registered nurse concerning a 22 year old female with no illness at the time of being vaccinated and a history of an
allergy to acetaminophen (+) hydrocodone bitartrate (VICODIN) who on 13-APR-2007 was vaccinated with a first dose of Gardasil (lot #657617/0384U) in the
left arm in the morning.  On 13-APR-2007, the patient experienced general pain at the injection site since the injection.  On 24-APR-2007, in the PM, the
injection site became red and hot, "bubbled up".  The throbbing was waking her up.  The patient visited the office on 27-APR-2007.  On 27-APR-2007, there
was no redness or lump or swelling noted; events resolved.  No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Drug hypersensitivityPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

284478-1

22-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site pain, Injection site swelling, Injection site warmth, Sleep disorder

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0384U 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 2965
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Feb-2008
Status Date

--
State

WAES0705USA04425
Mfr Report Id

Information has been received from a nurse concerning a female who was vaccinated with the first dose of Gardasil.  Subsequently the patient experienced
continuous vaginal discharge and symptoms of a yeast infection.  As of 23-MAY-2007, the patient had not recovered.  Medical attention was sought.  Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284479-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Fungal infection, Vaginal discharge

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2966
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
22-Feb-2008
Status Date

TX
State

WAES0705USA04450
Mfr Report Id

Information has been received from a physician concerning an 18 year old female who was vaccinated with the first dose of GARDASIL. Subsequently the
patient expired breathing problems after the vaccine was administered. Subsequently, the patient recovered from the breathing problems after given Benadryl.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

284480-1

22-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dyspnoea

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2967
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jul-2007
Status Date

--
State

WAES0705USA04478
Mfr Report Id

Information has been received from a physician concerning her 12 year old daughter who was vaccinated with Gardasil. Concomitant therapy included
Menactra. Within 24 hours post vaccination, the reporter indicated that her daughter developed swelling, warmth and redness at the injection site. The
symptoms resolved within a week. Unspecified medical attention was sought. No other information was available. Additional information has been requested.

Symptom Text:

MENACTRAOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

284481-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site swelling, Injection site warmth

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 2968
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Apr-2007
Vaccine Date

05-Apr-2007
Onset Date

0
Days

18-Jul-2007
Status Date

TX
State

WAES0705USA04525
Mfr Report Id

Information has been received from a physician concerning a 15 year old female who on 05-APR-2007 was vaccinated with Gardasil (Lot#654702/0011U). On
05-APR-2007 post vaccination the patient developed a red swollen arm. Unspecified medical attention was sought. On 09-APR-2007 the patient recovered
from the red swollen arm. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

284482-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Oedema peripheral

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0011U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2969
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Jan-2007
Vaccine Date

03-Jan-2007
Onset Date

0
Days

18-Jul-2007
Status Date

--
State

WAES0705USA04564
Mfr Report Id

This report was identified from a line listing obtained on request by the Company from the FDA under the Freedom of Information Act. A 17 year old female
experienced injection site erythema, injection site warmth, skin ulcer and tenderness following vaccination with Gardasil. The patient experienced on the left
deltoid site a 5 cm x 3  1/2 cm circular erythematous tender area that was warm to the touch, and a lesion that was very tender. No further information is
available. The original reporting source was not provided. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:

Latex allergyPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

284483-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site warmth, Skin lesion, Skin ulcer, Tenderness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

MNQ
FLU
HPV4

SANOFI PASTEUR
SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL
0961F

Unknown
Unknown
Unknown

Unknown
Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-May-2007
Vaccine Date

09-May-2007
Onset Date

0
Days

18-Jul-2007
Status Date

MD
State

WAES0705USA04575
Mfr Report Id

Information has been received from a nurse concerning an 18 year old female who on 09-MAY-2007 was vaccinated with the first dose of Gardasil (Lot #
657621/0387U). On 09-MAY-2007 the patient fainted after receiving the first dose of Gardasil. Subsequently, the patient recovered from fainting. Unspecified
medical attention was sought. No additional information was provided. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

284484-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0387U 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-May-2007
Vaccine Date

01-May-2007
Onset Date

0
Days

17-Jul-2007
Status Date

--
State

WAES0705USA04595
Mfr Report Id

Information has been received from a company representative as reported by a nurse concerning a female (age not reported) who in approximately May 2007
"within the last couple of weeks", was vaccinated with a dose of Gardasil (lot# not provided). In approximately May 2007 'within the last two weeks or so", the
patient experienced vomiting and fainting after receiving the first dose of the vaccine. The patient was hospitalized for about 5 days. Liver enzyme tests were
performed indicating that "she may have some liver enzyme elevation." The patient was complaining about GI upset. Subsequently the patient recovered.
There was no product quality complaint involved. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

hepatic function tests - patient may have liver enzyme elevation
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284485-1 (S)

17-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal discomfort, Syncope, Vomiting

 EXTENDED HOSPITAL STAY, HOSPITALIZED, SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2972
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jul-2007
Status Date

--
State

WAES0705USA04921
Mfr Report Id

Information has been received from a medical assistant concerning a patient who was vaccinated with Gardasil. Subsequently the patient experienced
amenorrhea. No further details were provided. The medical assistant also reported the same adverse experience for herself which was captured in WAES
#0705USA04044. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284486-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Amenorrhoea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jul-2007
Status Date

DE
State

WAES0705USA04955
Mfr Report Id

Information has been received from a physician concerning a 15 year old female patient with a history of asthma who was vaccinated with a first dose of
Gardasil. Within twenty-four hours after receiving the vaccine, the patient experienced difficulty breathing. Unspecified medical attention was sought. At the
time of this report the patient had recovered. It was reported that the patient will not complete the series. No product quality complaint was involved. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

284487-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dyspnoea

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jul-2007
Status Date

--
State

WAES0705USA04959
Mfr Report Id

Information has been received from a registered nurse concerning a "couple of female patients" who were vaccinated with a 0.5 ml dose of Gardasil.
Subsequently, the patients' experienced syncope. The nurse stated that the events were not reported because there were no adverse outcomes and most of
the patients' had a history of fainting. Unspecified medical attention was sought. At the time of this report, the patients' recovered. No product quality complaint
was involved. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Syncope

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284488-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2975
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jul-2007
Status Date

--
State

WAES0705USA04961
Mfr Report Id

Information has been received from a physician concerning two females who were vaccinated with Gardasil. Subsequently the patients both developed fever
and vomiting. Attempts are being made to obtain additional identifying information to distinguish the individual patients mentioned in this report. Additional
information will be provided if available. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284489-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pyrexia, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Apr-2007
Vaccine Date

18-May-2007
Onset Date

23
Days

18-Jul-2007
Status Date

NJ
State

WAES0705USA04962
Mfr Report Id

Information has been received from a physician concerning a 25 year old female patient with no medical history or allergies, who on 25-APR-2007 was
vaccinated with a first dose of Gardasil. Concomitant therapy included Zovia 1/50E. It was noted the patient received the vaccine at another practice. On 18-
MAY-2007, the patient experienced numbness in the left leg which spread to the left foot. The numbness has since spread to all of her extremities. The
numbness was sporadic and there was no pattern to the numbness. The patient was examined by an internist (name unspecified) who has ordered blood tests
(unspecified). At the time of this report the patient has not recovered. No product quality complaint was involved. The internist suspected that Gardasil may be
responsible for the numbness. Additional information has been requested.

Symptom Text:

ZOVIA 1/50EOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory - blood test
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

284490-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Dec-2006
Vaccine Date

06-Dec-2006
Onset Date

0
Days

18-Jul-2007
Status Date

--
State

WAES0705USA05022
Mfr Report Id

Information has been received from the mother of a consumer concerning her 15 year old daughter with an allergic reaction to Septra and an allergy to Suprax
who on 06-DEC-2006 was vaccinated with Gardasil. Concomitant therapy included Augmentin and Flonase. On 06-DEC-2006 the patient experienced
soreness at injection site for a day or two. In February 2007, the patient was vaccinated with her second dose and experienced soreness at injection site for a
day or two. On 05-MAY-2007 the patient was vaccinated with her third dose of Gardasil. On 23-MAY-2007 the patient experienced swelling in the injection arm
and tenderness in the injection arm. And on 24-MAY-2007 the patient's arm turned red. The patient's swelling and tenderness in the injection arm and
reddened arm persisted. It was reported that the patient sought unspecified medical attention. No further details were provided. Additional information has been
requested.

Symptom Text:

AUGMENTIN, FLONASEOther Meds:
Lab Data:
History:

Allergic reaction to antibiotics; Drug hypersensitivityPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

284491-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site pain, Injection site swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2978
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Apr-2007
Vaccine Date

01-Apr-2007
Onset Date

0
Days

18-Jul-2007
Status Date

--
State

WAES0705USA05033
Mfr Report Id

Information has been received from a physician concerning a 15 year old female who in April 2007, was vaccinated with Gardasil. There was no concomitant
medication. In April 2007, the patient fainted after receiving the vaccine. It was reported that the patient's blood pressure was taken. No further details were
provided. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

284492-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2979
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-May-2007
Vaccine Date

19-May-2007
Onset Date

2
Days

18-Jul-2007
Status Date

--
State

WAES0705USA05062
Mfr Report Id

Information has been received from a physician concerning a 19 year old female with a history of type I diabetes mellitus who on 17-MAY-2007 was vaccinated
with Gardasil. Concomitant therapy included insulin. On 19-MAY-2007 the patient experienced vomiting. It was reported that the patient sought unspecified
medical attention. Subsequently, the patient recovered from vomiting. No further details were provided. Additional information has been requested.

Symptom Text:

insulinOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Type I diabetes mellitus

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

284493-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2980
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-May-2007
Vaccine Date

21-May-2007
Onset Date

0
Days

18-Jul-2007
Status Date

--
State

WAES0705USA05147
Mfr Report Id

Information has been received from a physician concerning a 14 year old female who on 27-MAR-2007 was vaccinated with a first dose of Gardasil (lot not
reported) and a second dose on 21-MAY-2007 (Lot# 657737/0522U). There were no concomitant medications. During this second injection on 21-MAY-2007
the patient experienced tingling and numbness in her arm immediately upon injection which continued for the rest of the day. It was her entire arm, but "not to
the point of non-function". She needed no prescription treatment and subsequently recovered from tingling in arm and numbness in her arm. Additional
information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

284494-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Paraesthesia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0522U 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2981
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Mar-2007
Vaccine Date

04-Apr-2007
Onset Date

5
Days

18-Jul-2007
Status Date

IN
State

WAES0705USA05187
Mfr Report Id

Information has been received from a pharmacist and the patient's mother concerning a 12 year old female who on 29-JAN-2007 was vaccinated with the first
dose of Gardasil. On 30-MAR-2007 the patient received a second dose of Gardasil. On 04-APR-2007 the patient was diagnosed with genital warts. The patient
had no other symptoms. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

284495-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anogenital warts

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2982
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-May-2007
Vaccine Date

25-May-2007
Onset Date

0
Days

18-Jul-2007
Status Date

VA
State

WAES0705USA05188
Mfr Report Id

Information has been received from a health professional concerning an 18 year old female patient with an allergy to morphine who on 25-MAY-2007 was
vaccinated with a second dose of Gardasil (lot # 0212U). That same day, the patient experienced tingling of her right and left fingers, hands, lips, bridge of her
nose and eyelids which resolved after an hour. The patient sought unspecified medical attention. No further information is available. Additional information has
been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Drug hypersensitivityPrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

284496-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Paraesthesia

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0212U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2983
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jul-2007
Status Date

OH
State

WAES0705USA05227
Mfr Report Id

Information has been received from a physician concerning a female patient who was vaccinated IM with Gardasil (date unknown). Three weeks after the
patient received her second dose of Gardasil, she experienced numbness in her arms and legs and went to the hospital. It was not clear if the patient was
admitted or not. However, at the hospital, the patient underwent testing. One test was described as a "drop test." During this test, the patient's arms were
released from above her head and "it dropped on her face." Subsequently, the patient recovered from the numbness in her arms and legs. The physician noted
that the patient was fine after she received her first dose of Gardasil. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284497-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2984
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jul-2007
Status Date

--
State

WAES0705USA05234
Mfr Report Id

Information has been received from a nurse concerning a female patient who was vaccinated IM with Gardasil. Subsequently two to three days after the patient
was vaccinated, she experienced a headache and sweating. The patient sought unspecified medical attention. This is one of several reports received from the
same source. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284498-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Hyperhidrosis

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2985
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Mar-2007
Vaccine Date

19-Mar-2007
Onset Date

0
Days

18-Jul-2007
Status Date

--
State

WAES0705USA05245
Mfr Report Id

Information has been received from a healthcare worker concerning a 26 year old female with allergic reaction to Cipro who on 19-MAR-2007 was vaccinated
with Gardasil 9Lot # 656049/0187U). Concomitant therapy included Estrostep and acne medication. On 19-MAR-2007 the patient experienced abdominal
cramping, diarrhea, nausea, body aching and fatigue for 24 hours after receiving her first dose of the vaccine. The next day, 20-MAR-2007, the patient fully
recovered from abdominal cramping, diarrhea, nausea, body aching and fatigue. Additional information has been requested.

Symptom Text:

(therapy unspecified), EstrostepOther Meds:
Lab Data:
History:

Allergic reaction to antibioticsPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

284499-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Diarrhoea, Fatigue, Nausea, Pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0187U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2986
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-May-2007
Vaccine Date

25-May-2007
Onset Date

0
Days

19-Feb-2008
Status Date

--
State

WAES0705USA05263
Mfr Report Id

Information has been received from a Licensed Practical Nurse (LPN) concerning a 22 year old female with a penicillin allergy and no pertinent medical history
who was vaccinated with Gardasil on 25-MAY-2007. Concomitant therapy included TRIPHASIL. The patient fainted five to minutes after receiving her first dose
of Gardasil on 25-May-2007. The patient received and fully recovered within 15 minutes. No other information was reported. Additional information has been
requested.

Symptom Text:

TRIPHASILOther Meds:
Lab Data:
History:

Penicillin allergyPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

284500-1

20-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0389U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2987
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Feb-2008
Status Date

--
State

WAES0705USA05309
Mfr Report Id

Information has been received from a physician concerning a 13 year old female who was vaccinated with Gardasil.  Subsequently the patient experienced
malaise, not feeling well, and body aches and pains after the first and second dose.  No other information was reported.  Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

284501-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Malaise, Pain, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2988
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Jul-2007
Status Date

--
State

WAES0705USA05322
Mfr Report Id

Information has been received from a physician concerning a female patient between 17 and 18 years old who was vaccinated with Gardasil. The patient
fainted after her first administration of Gardasil. She had also had her blood drawn at the same time and also received a dose of Menactra. The patient
recovered. No other information was reported. Continued on Additional Page

Symptom Text:

See Additional PageOther Meds:
Lab Data:
History:
Prex Illness:

Refer to Additional Page
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

284502-1

17-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2989
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-May-2007
Vaccine Date

Unknown
Onset Date Days

18-Jul-2007
Status Date

NC
State

WAES0705USA05333
Mfr Report Id

Information has been received from a physician concerning a female teenager, probably between 17 and 18 year old patient who in May 2007, was vaccinated
with a second dose of Gardasil. The patient developed amenorrhea after the second injection. The physician felt that amenorrhea was not related to therapy
with Gardasil. It was unknown if the the patient sought medical attention. The outcome was unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

284503-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Amenorrhoea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2990
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jul-2007
Status Date

NY
State

WAES0705USA05336
Mfr Report Id

Information has been received from a physician and follow up information has been received from a nurse concerning a female patient between the ages of 11
and 19 who was vaccinated with a first dose of Gardasil. It was reported that the patient sat for a minute (after receiving the injection) and when she got up to
leave she fainted in the hallway. Her outcome was not reported. The physician reported that lot numbers were not available, however, the physician will forward
other information including the lot numbers. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284504-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2991
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jul-2007
Status Date

NY
State

WAES0705USA05337
Mfr Report Id

Initial information has been received from a physician and follow up information has been received from a nurse concerning a female patient between the ages
of 11 and 19 who was vaccinated with a dose of Gardasil, it was reported that the patient sat for a minute (after receiving the injection) and when she got up to
leave she fainted in the hallway. Her outcome was not reported. The physician reported that lot numbers were not available, however the physician will forward
other information including the lot numbers. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284505-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2992
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jul-2007
Status Date

NY
State

WAES0705USA05338
Mfr Report Id

Initial information has been received from a physician and follow up information has been received from a nurse concerning a female patient between the ages
of 11 and 19 who was vaccinated IM with a dose of Gardasil. It was reported that the patient sat for a minute (after receiving the injection) and when she got up
to leave she fainted in the hallway. Her outcome was not reported. The physician reported that lot numbers were not available, however, the physician will
forward other information including the lot numbers. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284506-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2993
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jul-2007
Status Date

NY
State

WAES0705USA05339
Mfr Report Id

Initial information has been received from a physician and follow up information has been received from a nurse concerning a female patient between the ages
of 11 and 19 who was vaccinated IM with a dose of Gardasil. It was reported that the patient sat for a minute (after receiving the injection) and when she got up
to leave she fainted in the hallway. Her outcome was not reported. The physician reported that lot numbers were not available, however, the physician will
forward other information including the lot numbers. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284507-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2994
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Jan-2007
Vaccine Date

30-Jan-2007
Onset Date

1
Days

18-Jul-2007
Status Date

FL
State

WAES0705USA05395
Mfr Report Id

Information has been received from a medical assistant concerning a 35 year old female with genital herpes who on 27-NOV-2006 and 29-JAN-2007 was
vaccinated IM with 0.5 ml of Gardasil (Lot #653978/0955F and 654741/0013U). Concomitant therapy included Valtrex as needed. On 30-JAN-2007 the patient
experienced vertigo and nausea. The vertigo and nausea resolved on its own by 2 PM. Medical attention was sought. Additional information has been
requested.

Symptom Text:

VALTREXOther Meds:
Lab Data:
History:

Genital herpesPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
35.0

284508-1

30-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, Nausea, Vertigo

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0013U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2995
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jul-2007
Status Date

--
State

WAES0705USA05397
Mfr Report Id

Information has been received from a nurse practitioner concerning a female who was vaccinated with Gardasil. Subsequently the patient experienced hair loss
two weeks after vaccination. Medical attention was sought. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284509-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Alopecia

 ER VISIT, NOT SERIOUS

Related reports:   284509-2

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2996
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-May-2007
Vaccine Date

21-May-2007
Onset Date

4
Days

18-Jul-2007
Status Date

--
State

WAES0705USA05435
Mfr Report Id

Information has been received from a nurse practitioner concerning a 12 year old female with no drug reactions/allergies a history of hernia surgery (March or
April 2007) who on 17-MAY-2007 was vaccinated IM in her left deltoid with 0.5 ml Gardasil (lot # 655618/0186U). There was no concomitant medication. On 21-
MAY-2007 the patient experienced hair loss after receiving her first dose of Gardasil. The patient was presently losing large clumps of hair. When she
showered the hair loss was so great her hair clogged the drain. The patient had an appointment with her physician on 29-MAY-2007. The patient's hair loss
persisted. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
Hernia; Surgery

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

284509-2

24-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Alopecia

 NO CONDITIONS, NOT SERIOUS

Related reports:   284509-1

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0186U Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 2997
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Apr-2007
Vaccine Date

16-Apr-2007
Onset Date

0
Days

18-Jul-2007
Status Date

--
State

WAES0705USA05428
Mfr Report Id

Information has been received from a physician assistant concerning a 24 year old female who on 16-APR-2007 was vaccinated IM with 0.5 ml of the second
dose of Gardasil (Lot #657617/0384U). On 16-APR-2007 the patient received the vaccine but the needle hit the bone in her upper arm an she has has
soreness and pain in the site since then. The patient did not have any adverse symptoms after the first dose. Medical attention was sought. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

284510-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Wrong technique in drug usage process

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0384U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 2998
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jul-2007
Status Date

FL
State

WAES0705USA05431
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with the second dose of Gardasil. Subsequently the patient has not
had a period since her vaccination and has slight vaginal spotting and sore breasts. The physician did not perform a pregnancy test. Medical attention was
sought. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284511-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Breast pain, Menstruation delayed, Metrorrhagia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 2999
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-May-2007
Vaccine Date

25-May-2007
Onset Date

0
Days

18-Jul-2007
Status Date

MA
State

WAES0705USA05439
Mfr Report Id

Information has been received from a health professional concerning her 17 year old daughter who on 25-MAY-2007 was vaccinated IM in deltoid with a
second dose of Gardasil. On 25-MAY-2007 the patient experienced pain next to the injection site after vaccination and her arm started to swell. Two days later
bumps appeared on the same arm. She was given over the counter ibuprofen (Motrin) for pain. The reporter reported that patient experienced mild pain at the
injection site after getting her first dose of Gardasil. The patient has not recovered. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

284513-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Oedema peripheral, Pain, Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3000
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-May-2007
Vaccine Date

24-May-2007
Onset Date

0
Days

18-Jul-2007
Status Date

--
State

WAES0705USA05443
Mfr Report Id

Information has been received from a medical assistant concerning a 16 year old female who on 24-MAY-2007 was vaccinated with Gardasil subcutaneously.
The patient experienced an injection site hematoma and reported the injection was "uncomfortable". Subsequently, the patient recovered. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

284514-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Incorrect route of drug administration, Injection site haematoma, Pain

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Subcutaneously



10 JUN 2008 06:27Report run on: Page 3001
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Mar-2007
Vaccine Date

29-Mar-2007
Onset Date

0
Days

18-Jul-2007
Status Date

--
State

WAES0705USA05457
Mfr Report Id

Information has been received from a 23 year old female with no drug reactions/allergies and no medical history who on 29-MAR-2007 was vaccinated with her
first dose of Gardasil, 0.5 ml, intramuscularly. There was no concomitant medication. On 29-MAR-2007 the patient fainted after receiving the first dose of the
Gardasil. The patient sought unspecified medical attention. On 29-MAR-2007, the patient recovered from fainting. Additional information is not expected.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

284515-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3002
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-May-2007
Vaccine Date

07-Mar-2007
Onset Date

-82
Days

18-Jul-2007
Status Date

--
State

WAES0705USA05488
Mfr Report Id

Information has been received from a registered nurse concerning a 23 year old female with no pertinent medical history who on 28-MAR-2007 was vaccinated
with her first dose of Gardasil, 0.5 ml, intramuscular administration (IM), Concomitant therapy included valacyclovir (Valtrex). Subsequently, the patient fainted
after receiving her initial dose of Gardasil and recovered that same day. The nurse reported that the Gardasil was improperly stored at room temperature for
three weeks prior to use (approximately 07-MAR-2007). Approximately two months later (28-MAY-2007) the patient received her second dose of Gardasil. It
was reported that the patient's second dose had been stored at room temperature for five days prior to use (approximately 23-MAY-2007). Product Quality
Control was not involved. Additional information has been requested.

Symptom Text:

VALTREXOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

284516-1

02-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Medication error, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3003
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jul-2007
Status Date

--
State

WAES0705USA05504
Mfr Report Id

Information has been received from a health professional concerning a female who was vaccinated with a dose of Gardasil. Subsequently the patient
experienced rash at injection site and itching at injection site. The patient's rash at injection site and itching at injection site persisted. The patient sought
unspecified medical attention. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284517-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pruritus, Injection site rash

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3004
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jul-2007
Status Date

--
State

WAES0705USA05551
Mfr Report Id

Information has been received from a Licensed Visiting Nurse (LVN) concerning a 16 year old female patient who was vaccinated IM with her first dose of
Gardasil. Almost immediately, the patient burst into tears. She commented on how much the vaccination hurt. She repeatedly said she was not dizzy although it
took her a long time to get out of the chair. Medical attention was sought. Subsequently, the patient recovered. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

284519-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Crying, Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3005
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-May-2007
Vaccine Date

29-May-2007
Onset Date

0
Days

18-Jul-2007
Status Date

PA
State

WAES0705USA05644
Mfr Report Id

Initial and follow-up information has been received from a physician and a medical assistant concerning a 13 year old female patient who on 29-MAY-2007 was
scheduled to be vaccinated with a dose of Gardasil (Lot #655324/0089U). However, when the medical assistant attempted to administer the vaccination, "the
plunger would not depress," and blood was aspirated into the syringe. The CMA added that she had made 2 unsuccessful attempts to get the syringe to work.
The physician reported that "the UltraSafe mechanism had not activated," so the patient did not get the vaccination, and had to be rescheduled " due to a
defective (Gardasil) syringe." Follow up information received from a nurse, confirmed the above events, and added that actually there was no medication in the
syringe. She reported the patient still has not received the vaccination. No further information is expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

284520-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Medical device complication

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0089U Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3006
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Feb-2007
Vaccine Date

17-Feb-2007
Onset Date

2
Days

18-Jul-2007
Status Date

--
State

WAES0705USA05666
Mfr Report Id

Information has been received from a Registered Nurse (R.N.) concerning a 15 year old female patient who on 15-FEB-2007 was vaccinated with a first dose of
 Gardasil lot #655619/1427F. On 17-FEB-2007 the patient developed a fever of 105 degrees and experienced headaches, nausea, vomiting, body aches,
abdominal pain and she was "flush all over". These symptoms lasted for ten days before dissipating. On 22-FEB-2007 five days after the adverse symptoms
began, the patient was given cetirizine hydrochloride (ZYRTEC) and patient said she felt a little better and her headaches stopped. The nurse who provided this
information works in a health department and the name of the patient's prescribing physician was not provided. Subsequently, the patient recovered. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

284521-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Flushing, Headache, Nausea, Pain, Pyrexia, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1427F 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3007
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Mar-2007
Vaccine Date

01-Mar-2007
Onset Date

0
Days

18-Jul-2007
Status Date

--
State

WAES0705USA05672
Mfr Report Id

Information has been received from a physician concerning a 20 year old female with a penicillin allergy who in January 2007, was vaccinated with a first dose
of Gardasil. Concomitant therapy included Levora. In March 2007, the patient was vaccinated with a second dose of Gardasil. Within 24 hours of the second
vaccination, the patient developed a headache. The patient sought unspecified medical attention. The headache resolved on its own. The vaccination was not
administered at the physician's office. The patient picked up the vaccine from the pharmacy, and her mother, who was a physician, administered the vaccine at
home. The patient did not develop a headache after the first injection. Additional information has been requested.

Symptom Text:

LEVORAOther Meds:
Lab Data:
History:

Penicillin allergyPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

284522-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3008
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jul-2007
Status Date

MI
State

WAES0705USA05677
Mfr Report Id

Information has been received from a nurse concerning a female patient (age not reported) who unspecified dates was vaccinated with a first and second dose
of Gardasil. The patient felt faint after receiving the first dose of Gardasil. The patient sought unspecified medical attention. The patient did not end up fainting
and recovered the same day. The patient did not have this experience after receiving her second dose of Gardasil. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284523-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3009
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Apr-2007
Vaccine Date

25-Apr-2007
Onset Date

0
Days

18-Jul-2007
Status Date

--
State

WAES0705USA05684
Mfr Report Id

Information has been received from a Doctor of Pharmacy concerning his 17 year old daughter who on 25-APR-2007 was vaccinated with 0.5 mL second dose
of Gardasil. There was no concomitant medication. Shortly after administration of the dose, the patient experienced swelling and pain at the injection site. The
swelling had gone down, but there was still a nodule present at the injection site that was painful when pressure was applied to it. No form of treatment was
used to help with the symptoms. At the time of this report, the patient was recovering. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

284524-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site nodule, Injection site pain, Injection site swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3010
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-May-2007
Vaccine Date

16-May-2007
Onset Date

0
Days

18-Jul-2007
Status Date

OH
State

WAES0705USA05692
Mfr Report Id

Information has been received from a registered nurse concerning a 14 year old female who "two weeks ago" on 16-MAY-2007 was vaccinated with her first
dose of Gardasil 0.5 ml intramuscularly. After receiving the vaccination on 16-MAY-2007, the patient turned white, grabbed her mother's arm and then fainted.
Subsequently, the patient recovered. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

284525-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pallor, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3011
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jul-2007
Status Date

--
State

WAES0705USA05693
Mfr Report Id

Information has been received from a nurse concerning a female in her 20's who in the past few months , in 2007, was vaccinated IM with 0.5 ml Gardasil.
Subsequently the patient experienced syncope after the first and second doses of Gardasil. No treatment was required, and no lab diagnostic studies were
performed. Subsequently, the patient recovered. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

284526-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3012
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-May-2007
Vaccine Date

30-May-2007
Onset Date

1
Days

18-Jul-2007
Status Date

--
State

WAES0705USA05701
Mfr Report Id

Information has been received from a physician concerning a 24 year old female who in  2007 was vaccinated with the first dose of 0.5 ml Gardasil
intramuscularly. There were no adverse events. The second Gardasil 0.5 ml dose was given intramuscularly on 29-MAY-2007. On 30-MAY-2007 the patient
experienced significant rash and hives. The patient's significant rash and hives persisted. No lab testing was performed. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

284527-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3013
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jul-2007
Status Date

--
State

WAES0705USA05702
Mfr Report Id

Information has been received from a Nurse Practitioner concerning a 14 year old female with no history of drug reactions/allergies and a history of asthma who
on an unspecified date was vaccinated with Gardasil. Concomitant therapy included several other unspecified vaccines concomitantly and Necon.
Subsequently the patient developed frostbite of the toes/foot. The frostbite occurred some time in February  in 40 degree weather outdoors at a football game
with socks and shoes. The patient was still experiencing numbness and discoloration of toes. The vaccination was administered at another unspecified
practice. The patient sought unspecified medical attention but did not undergo lab tests. As of 30-MAY-2007 the patient was recovering. Additional information
has been requested.

Symptom Text:

(therapy unspecified), NECONOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

284528-1

06-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Frostbite, Hypoaesthesia, Skin discolouration

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3014
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
17-May-2007
Onset Date Days

18-Jul-2007
Status Date

--
State

WAES0705USA05709
Mfr Report Id

Information has been received from a 27 year old female who was vaccinated with Gardasil. Concomitant therapy Ortho Tri-Cyclen. On 17-MAY-2007 the
patient experienced injection site pain, dizziness and mental fogginess that lasted four days after receiving therapy with Gardasil. Subsequently, the patient
recovered from injection site pain, dizziness and mental fogginess. Additional information is not expected.

Symptom Text:

Ortho Tri-CyclenOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
27.0

284529-1

30-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Feeling abnormal, Inappropriate schedule of drug administration, Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3015
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jul-2007
Status Date

--
State

WAES0705USA05712
Mfr Report Id

Information has been received from a physician concerning a 12 year old female who was vaccinated with Gardasil. Concomitant therapy included DPT and
Menactra. Subsequently the patient experienced dizziness and a lightheaded woozy feeling after receiving therapy with Gardasil. Subsequently, the patient
recovered from dizziness and lightheaded woozy feeling. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

284530-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

MNQ
HPV4
DTP

SANOFI PASTEUR
MERCK & CO. INC.
UNKNOWN MANUFACTURER

NULL
NULL
NULL

Unknown
Unknown
Unknown

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 3016
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-May-2007
Vaccine Date

01-May-2007
Onset Date

0
Days

18-Jul-2007
Status Date

--
State

WAES0705USA05713
Mfr Report Id

Information has been received from a registered nurse concerning a 20 year old female who on approximately 01-MAY-2007 was vaccinated with Gardasil.
Since the vaccination, the patient has experienced arm pain. The arm pain has persisted. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

284531-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3017
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jul-2007
Status Date

OH
State

WAES0705USA05716
Mfr Report Id

Information has been received from a physician concerning an approximately 14 or 15 year old female. Medical history and concomitant therapies not reported.
On an unspecified date the patient was vaccinated with the first dose of Gardasil. Subsequently the patient experienced an outbreak of genital warts. On an
unspecified date the patient was vaccinated with the second dose of Gardasil. Subsequently the patient experienced another outbreak of genital warts. The
patient sought unspecified medical attention. As of 30-MAY-2007 the patient did not receive a third dose and patient outcome was not reported. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

284532-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anogenital warts

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3018
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-May-2007
Vaccine Date

30-May-2007
Onset Date

0
Days

18-Jul-2007
Status Date

GA
State

WAES0705USA05718
Mfr Report Id

Information has been received from a nurse concerning a 17 year old female who 30-MAY-2007 was vaccinated with a dose of Gardasil. The patient was
concomitantly vaccinated with a dose of Menactra. The patient reported to the nurse that the Gardasil injection was more painful than Menactra. Subsequently,
the patient passed out in the waiting room after Gardasil. The patient sought unspecified medical attention. The patient recovered from the event on 30-MAY-
2007. No further information is available.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

284533-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 3019
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
15-Nov-2006
Onset Date Days

18-Jul-2007
Status Date

NY
State

WAES0705USA05721
Mfr Report Id

Information has been received from a physician concerning a 32 year old female who on 15-NOV-2006 was vaccinated with the first dose Gardasil 0.5 ml IM.
On an unspecified date the patient received the second dose Gardasil. On 16-MAY-2007 the patient received the third dose of Gardasil 0.5 ml IM. On 17-MAY-
2007 the patient experienced pain, swelling and tenderness at the injection site of the right deltoid muscle. The physician also mentioned that the patient had
trouble lifting her arm due to pain. The physician prescribed ibuprofen (Motrin). The patient was examined by the physician on 05-21-2007 and the symptoms
were resolving. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
32.0

284534-1

30-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, Injected limb mobility decreased, Injection site pain, Injection site swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3020
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-May-2007
Vaccine Date

26-May-2007
Onset Date

1
Days

17-Jul-2007
Status Date

WA
State

WAES0705USA05726
Mfr Report Id

Information has been received from a Nurse Practitioner concerning a 13 year old female with a history of lightheadedness who on 25-MAY-2007 was
vaccinated with the first dose of Gardasil 0.5 ml. Concomitant therapy included DTaP (unspecified) and Menactra. The physician reported that the patient
fainted the day after receiving the vaccine. The patient was sitting and fainted when she stood up. The patient sought unspecified medical attention. As of 30-
MAY-2007 the patient had recovered. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Lightheadedness

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

284535-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3021
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Apr-2007
Vaccine Date

31-May-2007
Onset Date

42
Days

17-Jul-2007
Status Date

--
State

WAES0705USA05727
Mfr Report Id

Information has been received from a physician concerning a female who on 19-APR-2007 was vaccinated with Gardasil. On approximately 31-MAY-2007 the
patient developed injection site redness and injection site swelling. The patient has not recovered. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284536-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3022
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-May-2007
Vaccine Date

26-May-2007
Onset Date

0
Days

17-Jul-2007
Status Date

--
State

WAES0705USA05737
Mfr Report Id

Information has been received from a nurse concerning her 14 year old daughter who on 26-APR-2007 was vaccinated IM with 0.5 ml of Gardasil. On 26-MAY-
2007 after she was vaccinated, the patient experienced dizziness and passed out. The patient sought unspecified medical attention. Subsequently, the patient
recovered from the events. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

284537-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3023
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-May-2007
Vaccine Date

29-May-2007
Onset Date

0
Days

17-Jul-2007
Status Date

KS
State

WAES0705USA05748
Mfr Report Id

Information has been received from a physician concerning a female patient with a urinary tract infection who on 29-MAY-2007 was vaccinated IM with
Gardasil. Concomitant therapy included Menactra. That same day, the patient experienced pain and swelling at the injection site. The patient sought
unspecified medical attention. Additional information has been requested.

Symptom Text:

MENACTRAOther Meds:
Lab Data:
History:

Urinary tract infectionPrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284538-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Injection site swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3024
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Jul-2007
Status Date

--
State

WAES0705USA05758
Mfr Report Id

Information has been received from a nurse concerning a 2 patients who were vaccinated IM with Gardasil. Subsequently the patients experienced a headache
and sweating. This is one of several reports received from the same source. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284539-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Hyperhidrosis

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3025
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Jul-2007
Status Date

MI
State

WAES0705USA05760
Mfr Report Id

Information has been received from a registered nurse concerning a female who was vaccinated IM with a 0.5 mL dose of Gardasil. Subsequently, post
vaccination, the patient experienced tingling of the same arm she was vaccinated. The patient sought unspecified medical attention. The patient's outcome was
unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284540-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Paraesthesia

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3026
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Feb-2007
Vaccine Date

01-Feb-2007
Onset Date

0
Days

17-Jul-2007
Status Date

TX
State

WAES0705USA05763
Mfr Report Id

Information has been received from a licensed visiting nurse for the pregnancy registry for Gardasil concerning a 20 year old female with abdominal pain and
inguinal lymphadenopathy (treated with doxycline therapy) and  a history of recurrent upper respiratory sinus infections who on 30-NOV-2006 was vaccinated
with the first dose of Gardasil. On 01-FEB-2007, the patient was vaccinated with the second dose of Gardasil. On 09-MAY-2007, the patient was seen in her
physician's office with a complaint of sinus congestion. On this visit, the patient reported that she was pregnant, and had seen her gynecologist one month ago.
The patient's outcome was unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Abdominal pain; Lymphadenopathy inguinal; Pregnancy NOS (LMP = Unknown)Prex Illness:

Unknown
Sinus infection

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

284541-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Inappropriate schedule of drug administration, Sinus congestion

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3027
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Jul-2007
Status Date

CA
State

WAES0705USA05764
Mfr Report Id

Information has been received from a physician concerning a 13 year old female who was vaccinated with a dose of Gardasil. Subsequently, the patient
developed a bad rash after the vaccination. The patient visited and urgent care center for unspecified treatment. The patient's outcome was unknown.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

284542-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3028
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Jul-2007
Status Date

TX
State

WAES0705USA05771
Mfr Report Id

Information has been received from a medical assistant concerning an 11 year old female who was vaccinated with the first dose of Gardasil. Concomitant
therapy included DTaP (unspecified) (+) Menactra, both administered in the opposite arm. It was reported that 20 seconds after vaccination with Gardasil, the
patient fainted. The patient recovered after five to ten seconds, although, bumped her head on the floor. X-rays of the patient's head were taken (results not
reported). The outcome of the patient's head injury was unknown. Additional information has been requested. This is one of two reports received fro the same
source.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

skull X-ray - unknown results
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

284543-1

30-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Head injury, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

MNQ
DTAP
HPV4

SANOFI PASTEUR
UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL
NULL 0

Unknown
Unknown
Unknown

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 3029
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-May-2007
Vaccine Date

Unknown
Onset Date Days

17-Jul-2007
Status Date

MO
State

WAES0706USA00002
Mfr Report Id

Information has been received from a registered nurse concerning a 23 year old female who in approximately May 2007, was vaccinated with Gardasil.
Subsequently the patient experienced a red welt at injection site. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

284544-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site reaction, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3030
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Mar-2007
Vaccine Date

16-Apr-2007
Onset Date

33
Days

17-Jul-2007
Status Date

--
State

WAES0706USA0011
Mfr Report Id

Information has been received from a physician's assistant concerning a 22 year old female with a history of an unspecified reaction to Lortab who on 14-MAR-
2007 was vaccinated with her second dose of Gardasil (lot# 657617/0384U). Concomitant therapy included unspecified birth control. The patient experienced
pain at the injection site. As of 31-MAY-2007 she was recovering. Additional information has been requested.

Symptom Text:

(therapy unspecified)Other Meds:
Lab Data:
History:
Prex Illness:

None
Adverse drug reaction

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

284545-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0384U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3031
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Jul-2007
Status Date

--
State

WAES0706USA00012
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with Gardasil. Subsequently the patient experienced tachycardia.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284546-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Tachycardia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3032
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-May-2007
Vaccine Date

24-May-2007
Onset Date

0
Days

17-Jul-2007
Status Date

--
State

WAES0706USA00013
Mfr Report Id

Information has been received from a nurse practitioner concerning an 18 year old female who on 24-MAY-2007 was vaccinated with Gardasil. Concomitant
therapy included , given at the same time. On 24-MAY-2007 the patient was extremely nauseous after her vaccinations. Subsequently, the patient recovered.
Additional information has been requested.

Symptom Text:

diphtheria toxoid (+)Other Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

284547-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3033
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Jul-2007
Status Date

--
State

WAES0706USA00018
Mfr Report Id

Information has been received from a registered nurse concerning a female who was vaccinated with Gardasil. Subsequently the patient fainted. This is one of
several reports from the same source. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284548-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3034
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Jul-2007
Status Date

--
State

WAES0706USA00020
Mfr Report Id

Information has been received from a nurse concerning a 12 year old  female who was vaccinated with Gardasil, 0.5 mL IM. Subsequently, the patient
experienced vomiting and dizziness. Therapy with human papillomavirus vaccine was discontinued. Subsequently, the patient recovered from vomiting and
dizziness. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

284549-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3035
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-May-2007
Vaccine Date

16-May-2007
Onset Date

0
Days

17-Jul-2007
Status Date

--
State

WAES0706USA00022
Mfr Report Id

Information has been received from a nurse practitioner concerning a 17 year old female who on 16-MAY-2007 was vaccinated with her first dose of Gardasil.
Concomitant therapy included Menactra. On 16-MAY-2007 the patient fainted. Subsequently, the patient recovered from fainted. Additional information has
been requested.

Symptom Text:

MENACTRAOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

284550-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3036
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Nov-2006
Vaccine Date

22-Nov-2006
Onset Date

0
Days

17-Jul-2007
Status Date

--
State

WAES0706USA00023
Mfr Report Id

Information has been received from a physician concerning a female who on 22-NOV-2006 was vaccinated with Gardasil. On 22-NOV-2006 the patient passed
out in the lobby 5 minutes after she was vaccinated. The patient recovered. It was noted that the patient's mother has a history of syncope. Subsequently, the
patient received dose 2 and dose 3 without any adverse experience. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284551-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3037
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-May-2007
Vaccine Date

29-May-2007
Onset Date

0
Days

17-Jul-2007
Status Date

--
State

WAES0706USA00025
Mfr Report Id

Information has been received from a health professional concerning an 11 year old female who on 27-MAR-207 was vaccinated with Gardasil (lot number
657736/0389U). Two months later, on 29-MAY-2007, she received her third dose of the vaccination (lot number 657736/0389U). On 30-May-2007 the patient
experienced dizziness, felt lightheaded and developed an elevated temperature. Degree of fever is unknown. At the time of this report, the patient had not
recovered. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

284552-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Body temperature increased, Dizziness

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0389U 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3038
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Jul-2007
Status Date

--
State

WAES0706USA00027
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with Gardasil. Three to four days after she received the vaccination,
she experienced nausea, vomiting and fever. The physician felt that the nausea, vomiting and fever were not related to therapy with Gardasil. He noted that he
had a lot of patients with the flu. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284553-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Nausea, Pyrexia, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3039
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-May-2007
Vaccine Date

01-May-2007
Onset Date

0
Days

17-Jul-2007
Status Date

--
State

WAES0706USA00030
Mfr Report Id

Information has been received from a registered nurse, concerning a 12 year old female patient, who in May 2007, was vaccinated with a dose of Gardasil. Two
days after the vaccination, the patient had a "breakthrough menstrual period;" the patient's LMP was 2 weeks prior to the vaccination. The nurse clarified, this
was not 'spotting," but rather a "normal flow period," and confirmed that the patient had not experienced anything similar prior to the vaccination. The patient
sought unspecified medical attention. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

284554-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Menstruation irregular

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3040
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
17-May-2007
Onset Date Days

17-Jul-2007
Status Date

MN
State

WAES0706USA00033
Mfr Report Id

Information has been received from a licensed practical nurse concerning a 16 year old female who was vaccinated IM with the second 0.5 ml dose of Gardasil.
On 17-MAY-2007 after receiving the vaccine the patient fainted and was unconscious for a few seconds. The patient sought unspecified medical attention. No
treatment was required. Subsequently, the patient recovered from fainting. The patient did not experience any adverse symptoms after the first dose. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

284555-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3041
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Jul-2007
Status Date

CA
State

WAES0706USA00037
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with a 0.5 ml dose of Gardasil. Subsequently the patient experienced
injection site soreness and dizziness. Unspecified medical attention was sought. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284556-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3042
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Nov-2006
Vaccine Date

01-Nov-2006
Onset Date

0
Days

17-Jul-2007
Status Date

--
State

WAES0706USA00038
Mfr Report Id

Information has been received from a certified nurse midwife concerning a 21 year old female with lactose intolerance who in November 2006, was vaccinated
with a first dose of Gardasil. There were no concomitant medications. Subsequently, 12 to 24 hours after the first, the patient experienced "extreme weakness"
and fever > 100 F. Unspecified medical attention was sought. Subsequently, the patient recovered from "extreme weakness" and fever > 100 F. On an
unspecified date, the patient was vaccinated with a second dose of Gardasil. Subsequently, 12 to 24 hours after the second, the patient experienced "extreme
weakness" and fever > 100 F. Unspecified medical attention was sought. Subsequently, the patient recovered from "extreme weakness" and fever > 100 F.
Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Lactose intolerancePrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

284557-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3043
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Jul-2007
Status Date

TX
State

WAES0706USA00040
Mfr Report Id

Information has been received from a licensed practical nurse concerning a female patient who was vaccinated with a first dose of Gardasil. Concomitant
therapy given on the same day included a dose of Varivax and a dose of DTaP on the same day. It was reported that Gardasil was the last in that series of
vaccines the patient received. Subsequently, the patient fainted. Unspecified medical attention was sought. On an unknown date, the patient recovered. No
product quality complaint was involved. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284558-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
DTAP

MERCK & CO. INC.
MERCK & CO. INC.
UNKNOWN MANUFACTURER

NULL
NULL
NULL

0
Unknown
Unknown
Unknown

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 3044
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
30-May-2007
Onset Date Days

17-Jul-2007
Status Date

MO
State

WAES0706USA00046
Mfr Report Id

Information has been received from a physician concerning a 19 year old female patient who was vaccinated in the arm with a first dose of Gardasil.
Subsequently the day after, the injection complained of significant pain in the arm at the injection site and in her upper arm toward her shoulder. The soreness
in her arm lasted for one week and then dissipated. However, subsequently the soreness returned and as 30-MAY-2007 the patient was still experiencing pain
and soreness. Unspecified medical attention was sought. At the time of this report, the patient had not recovered. No product quality complaint was involved.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

284559-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3045
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Feb-2007
Vaccine Date

01-Feb-2007
Onset Date

0
Days

17-Jul-2007
Status Date

CA
State

WAES0706USA00047
Mfr Report Id

Information has been received from a staff member concerning her 13 year old daughter who in February 2007, was vaccinated with a first dose of Gardasil.
Subsequently, the patient fainted after receiving the vaccine. It was reported that the patient recovered, but she fainted again 3 weeks later in school.
Unspecified medical attention. Laboratory diagnostic studies included a CAT scan and was reported to be normal. On an unspecified date in April 2007 the
patient received a second dose of Gardasil and did not faint. At the time of this report, the patient recovered. No product quality complaint was involved.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

computed axial - normal
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

284560-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3046
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Apr-2007
Vaccine Date

30-Apr-2007
Onset Date

0
Days

17-Jul-2007
Status Date

CA
State

WAES0706USA00049
Mfr Report Id

Information has been received from a physician concerning an 18 year old female who on approximately 30-APR-2007 was vaccinated with the first dose of
Gardasil. It was reported that as the patient was leaving the medical office, she lost consciousness and fainted. The patient regained consciousness and
remained in the office for a period of time for observation and was given liquids. The patient recovered and subsequently left the office. Additional information
has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

284561-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3047
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Jan-2007
Vaccine Date

Unknown
Onset Date Days

17-Jul-2007
Status Date

--
State

WAES0706USA00074
Mfr Report Id

Information has been received from a female consumer who on 30-JAN-2007 was vaccinated with the first dose of Gardasil (0.5 ml). Subsequently the patient
stated that as of 31-MAY-2007, she had not gotten her periods. At the time of this report, the patient had not received the second and third doses of the
vaccine. The patient did not have a physician at the time of this report. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284562-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Menstruation delayed

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3048
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Jul-2007
Status Date

--
State

WAES0706USA00127
Mfr Report Id

Information has been received from a registered nurse concerning a female who was vaccinated with Gardasil. Subsequently the patient experienced
dizziness. This is one of several reports from the same source. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284563-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3049
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Jul-2007
Status Date

NY
State

WAES0706USA00267
Mfr Report Id

Information has been received from a physician concerning a 15 year old female who was vaccinated with Gardasil. It was reported that "Patient experienced
dizziness, vomiting and lost consciousness for short period of time after receiving Gardasil. It is not known which dose this was in the series." Lot number was
not available. Unspecified medical attention was sought. No further information was provided. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

284564-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Loss of consciousness, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3050
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Jul-2007
Status Date

NY
State

WAES0706USA00304
Mfr Report Id

Information has been received from a physician, via a company representative, concerning a 12 year old female patient, who was vaccinated with a dose
Gardasil (date and dose not specified). The physician reported that the patient experienced dizziness after receiving the vaccination, and subsequently,
recovered (duration not specified). Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

284565-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3051
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jul-2007
Status Date

--
State

WAES0706USA01032
Mfr Report Id

Information has been received from a Nurse Practitioner (N.P.) concerning three patients who were vaccinated with a dose of Gardasil and developed genital
warts within a short period. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284566-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anogenital warts

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3052
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jul-2007
Status Date

--
State

WAES0706USA01123
Mfr Report Id

Information has been received from a certified medical assistant (C.M.A.) concerning a female patient between the ages of 11 to 15 years old who on an
unspecified date was vaccinated with a 0.5 mL dose of Gardasil, (Lot # not reported). Subsequently the patient experienced pain at the injection site lasting for
about a week. This is one of several reports from the same source. Additional information has been requested

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284567-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3053
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jul-2007
Status Date

--
State

WAES0706USA01124
Mfr Report Id

Information has been received from a certified medical assistant (C.M.A.) concerning a female patient between the ages of 11 to 15 years old who on an
unspecified date was vaccinated with a 0.5 mL dose of Gardasil, (Lot # not reported). Subsequently the patient experienced pain at the injection site lasting for
about a week. This is one of several reports from the same source. Additional information has been requested

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284568-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3054
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jul-2007
Status Date

--
State

WAES0706USA01125
Mfr Report Id

Information has been received from a certified medical assistant (C.M.A.) concerning a female patient between the ages of 11 to 15 years old who on an
unspecified date was vaccinated with a 0.5 mL dose of Gardasil, (Lot # not reported). Subsequently the patient experienced pain at the injection site lasting for
about a week. This is one of several reports from the same source. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284569-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3055
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jul-2007
Status Date

--
State

WAES0706USA01126
Mfr Report Id

Information has been received from a certified medical assistant (C.M.A.) concerning a female patient between the ages of 11 to 15 years old who on an
unspecified date was vaccinated with a 0.5 mL dose of Gardasil, (Lot # not reported). Subsequently the patient experienced pain at the injection site lasting for
about a week. This is one of several reports from the same source. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284570-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3056
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jul-2007
Status Date

--
State

WAES0706USA01127
Mfr Report Id

Information has been received from a certified medical assistant (C.M.A.) concerning a female patient between the ages of 11 to 15 years old who on an
unspecified date was vaccinated with a 0.5 mL dose of Gardasil, (Lot # not reported). Subsequently the patient experienced pain at the injection site lasting for
about a week. This is one of several reports from the same source. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284571-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3057
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jul-2007
Status Date

--
State

WAES0706USA01128
Mfr Report Id

Information has been received from a certified medical assistant (C.M.A.) concerning a female patient between the ages of 11 to 15 years old who on an
unspecified date was vaccinated with a 0.5 mL dose of Gardasil, (Lot # not reported). Subsequently the patient experienced pain at the injection site lasting for
about a week. This is one of several reports from the same source. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284572-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3058
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jul-2007
Status Date

--
State

WAES0706USA01129
Mfr Report Id

Information has been received from a certified medical assistant (C.M.A.) concerning a female patient between the ages of 11 to 15 years old who on an
unspecified date was vaccinated with a 0.5 mL dose of Gardasil, (Lot # not reported). Subsequently the patient experienced pain at the injection site lasting
about a week. This is one of several reports from the same source. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284573-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3059
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jul-2007
Status Date

--
State

WAES070601130
Mfr Report Id

Information has been received from a certified medical assistant (C.M.A.) concerning a female patient between the ages of 11 to 15 years old who on an
unspecified date was vaccinated with a 0.5 mL dose of Gardasil, (Lot # not reported). Subsequently the patient experienced pain at the injection site lasting for
about a week. This is one of several reports from the same source. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284574-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3060
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jul-2007
Status Date

--
State

WAES0706USA01131
Mfr Report Id

Information has been received from a certified medical assistant (C.M.A.) concerning a female patient between the ages of 11 to 15 years old who on an
unspecified date was vaccinated with a 0.5 mL dose of Gardasil (Lot # not reported). Subsequently the patient experienced pain at the injection site lasting for
about a week. This is one of several reports from the source. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284575-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3061
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jul-2007
Status Date

--
State

WAES0706USA01132
Mfr Report Id

Information has been received from a certified medical assistant (C.M.A.) concerning a female patient between the ages of 11 to 15 years old who on an
unspecified date was vaccinated with a 0.5 mL dose of Gardasil, (Lot # not reported). Subsequently the patient experienced pain at the injection site lasting for
about a week. This is one of several reports from the same source. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284576-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3062
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-May-2007
Vaccine Date

09-May-2007
Onset Date

0
Days

18-Jul-2007
Status Date

MD
State

WAES0706USA01187
Mfr Report Id

Information has been received concerning a 25 year old female patient who on 09-MAY-2007 was vaccinated intramuscularly in the right deltoid with the third
dose of Gardasil (0.5 ml) (lot #657622/0388U). (Dates of the patient's first two injection were not provided). There was no concomitant medication. On 09-MAY-
2007, a few hours after vaccination, the patient experienced a headache, knee and joint soreness and a mild temperature (actual temperature not provided).
The patient took acetaminophen (Tylenol) for the "nagging headache". It was reported that she did not have shortness of breath, vertigo, nausea or vomiting. It
was reported that after 24 hours the symptoms resolved. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

vital sign 12/13/06 - normal
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

284577-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Body temperature increased, Headache

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0388U 2 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3063
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jul-2007
Status Date

--
State

WAES0706USA01310
Mfr Report Id

Information has been received from a licensed practical nurse concerning a female patient in her 20's who was vaccinated with a dose of Gardasil and
experienced mild soreness at the injection site after the vaccination was given. The same source reported that another had the same reaction (WAES #
0705USA00565). Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

284578-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3064
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jul-2007
Status Date

NY
State

WAES0706USA01441
Mfr Report Id

Information has been received from a physician concerning a female with asthma who was vaccinated with the first dose of Gardasil "a few weeks ago."
Subsequently, while at home, the patient developed fever, chills, sweating, difficulty breathing and swelling at the injection site. The patient sought unspecified
medical treatment. On an unspecified date, the patient recovered. Additional information has been requested. This is one of two reports received from the same
source.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

AsthmaPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284579-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chills, Dyspnoea, Hyperhidrosis, Injection site swelling, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3065
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jul-2007
Status Date

CA
State

WAES0706USA01455
Mfr Report Id

Information has been received from a physician concerning a 15 year old female who was vaccinated with a dose of Gardasil. Subsequently, the patient
developed bad rash. The patient visited an urgent care center for unspecified treatment. The patient's outcome was unknown. Additional information has been
requested. This is one of two reports received from the same source.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

284580-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3066
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Jul-2007
Status Date

TX
State

WAES0706USA01472
Mfr Report Id

Information has been received from a medical assistant concerning a 9 year old female who was vaccinated with the first dose of Gardasil. It was reported that
the patient appeared to be nervous prior to vaccination, and subsequently, 5-10 seconds after vaccination the patient fainted. The patient's mother caught her
so that she did not fall and incur any additional injury. The patient sought unspecified medical attention. It took 5-10 minutes for the patient to fully recover, and
then she was able to leave the office. Additional information has been requested. This is one of two reports received from the same source.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

NervousnessPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
9.0

284581-1

17-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3067
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Jul-2007
Status Date

NJ
State

WAES0706USA01484
Mfr Report Id

Information has been received from a licensed practical nurse (LPN) concerning a 26 year old female, who was vaccinated with a dose of Gardasil.
Immediately after vaccination, the patient experienced numbness and tingling in the fingers on the hand of the arm the patient was vaccinated. The numbness
and tingling were of "fleeting duration," and subsequently, the patient recovered without sequelae. No further is available. This is one of two reports received
from the same reporter.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

284582-1

17-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Paraesthesia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3068
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Jul-2007
Status Date

--
State

WAES0706USA02119
Mfr Report Id

Information has been received from a health professional concerning a patient who was vaccinated with a first dose of Gardasil. Subsequently the patient
became "lossy" and had a heavy feeling on the arm after the receiving the vaccine. Therapy with Gardasil was discontinued. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284583-1

17-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Sensation of heaviness

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3069
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Jul-2007
Status Date

--
State

WAES0706USA02167
Mfr Report Id

Information has been received from a health professional concerning a female patient who was vaccinated with a first dose of Gardasil. Subsequently the
patient passed out after receiving the vaccine. Therapy with Gardasil was discontinued. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284584-1

17-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3070
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jul-2007
Status Date

--
State

WAES0706USA02168
Mfr Report Id

Information has been received from a health professional concerning a female patient who was vaccinated with a first dose of Gardasil. Subsequently the
patient passed out after receiving the vaccine. Therapy with Gardasil was discontinued. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284585-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3071
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Jul-2007
Status Date

--
State

WAES0706USA02169
Mfr Report Id

Information has been received from a health professional concerning a female patient who was vaccinated with a first dose of Gardasil. Subsequently the
patient passed out after receiving the vaccine. Therapy with Gardasil was discontinued. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284586-1

17-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3072
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Jul-2007
Status Date

--
State

WAES0706USA02170
Mfr Report Id

Information has been received from a health professional concerning a female patient who was vaccinated with a first dose of Gardasil. Subsequently the
patient became "lossy" and had a heavy feeling on the arm after receiving the vaccine. Therapy with Gardasil was discontinued. Additional information has
been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284587-1

17-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Sensation of heaviness

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3073
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Jul-2007
Status Date

--
State

WAES0706USA02171
Mfr Report Id

Information has been received from a health professional concerning a female patient who was vaccinated with a first dose of Gardasil. Subsequently the
patient became "lossy" and had a heavy feeling on the arm after receiving the vaccine. Therapy with Gardasil was discontinued. Additional information has
been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284588-1

17-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Sensation of heaviness

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3074
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Jul-2007
Status Date

--
State

WAES0706USA02172
Mfr Report Id

Information has been received from a health professional concerning a female patient who was vaccinated with a first dose of Gardasil. Subsequently the
patient became "lossy" and had a heavy feeling on the arm after receiving the vaccine. Therapy with Gardasil was discontinued. Additional information has
been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284589-1

17-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Sensation of heaviness

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3075
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Jun-2007
Vaccine Date

07-Jun-2007
Onset Date

2
Days

19-Jul-2007
Status Date

MA
State Mfr Report Id

Simple motor tic- shrugging shoulder, persistent x 1 month, 1st noted approximately 2d after Gardasil vaccine.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
ADHD

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

284624-1

20-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Tic

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0387U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3076
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-May-2007
Vaccine Date

10-May-2007
Onset Date

0
Days

24-Jul-2007
Status Date

PA
State Mfr Report Id

Andrea passed out on our way out of the DR office.  She did come to pretty quickly without assistance.  She has not had this happen before after shots.  She
also had the Varinox #2 (Merck/0368U) shot that day - I couldn't find it on the drop-down box below.

Symptom Text:

NAOther Meds:
Lab Data:
History:

NoPrex Illness:

NA
Andrea has a VSD with no restrictions that has never caused her any problems.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

284651-1

25-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Jul-2007

Received Date

Prex Vax Illns:

UNK
HPV4

UNKNOWN MANUFACTURER
MERCK & CO. INC.

0368U
0388U

1
0

Right arm
Left arm

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 3077
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-May-2007
Vaccine Date

15-May-2007
Onset Date

0
Days

16-Jul-2007
Status Date

FR
State

D0053905A
Mfr Report Id

This case was reported by a regulatory authority and described the occurrence of erythema exsudativum multiforme in a 17-year-old female subject who was
vaccinated with Boostrix for prophylaxis. The subject received no concomitant medication. Concomitant vaccination included Gardasil (Non-GSK) (Sanofi
Pasteur MSD). On 15 May 2007 the subject received the first dose of Boostrix (0.5 ml, unknown, left deltoid) and an unknown dose of Gardasil (0.5 ml,
unknown, right deltoid), contralaterally. Approximately one week post vaccination with Boostrix, on an unknown date in May 2007, the subject experienced
erythema exsudativum multiforme with generalized urticarial and papular rash. Additionally, the subject experienced very severe injection site swelling at the
site of vaccination with Boostrix. The injection site of vaccination with Gardasil was uneventful. This case was assessed as medically serious by GSK criteria.
The subject was not hospitalized for these events. The subject was treated with systemic corticosteroid (Corticoid). The events were resolved after some days
on an unknown date in 2007. The reporter considered that the causal relationship of the systemic events to vaccination with Boostrix was evident due to the
concurrent severe local injection site and due to the morphological similarity. No further information will be available.

Symptom Text:

Other Meds:
Lab Data:
History:

UnknownPrex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

284652-1

17-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema multiforme, Injection site swelling, Rash papular, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

TDAP

HPV4

GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

AC37B024CB

NE51790

Right arm

Left arm

Unknown

Unknown



10 JUN 2008 06:27Report run on: Page 3078
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Jul-2007

Vaccine Date
11-Jul-2007
Onset Date

1
Days

19-Jul-2007
Status Date

GA
State Mfr Report Id

No fever, redness, slight swelling, RA, warm to touch, slightly firm advised to go to ER. Treatment per ER physician Claritin, Benadryl, Ibuprofen 200mg.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

284666-1

20-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Oedema peripheral, Skin warm

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

VARCEL
HEPA

HPV4
TDAP

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
SANOFI PASTEUR

0601U
AHAVB149AA

0389U
C2572AA

1
0

0
0

Right arm
Left arm

Right arm
Left arm

Subcutaneously
Intramuscular

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 3079
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-May-2007
Vaccine Date

29-Jun-2007
Onset Date

31
Days

17-Jul-2007
Status Date

--
State

WAES0706USA02076
Mfr Report Id

Information has been received from a licensed practical nurse through the Merck pregnancy concerning a female patient with latex allergy and a history of
bipolar disorder who on 29-MAY-2007, was vaccinated IM with a first 0.5 ml dose of Gardasil (Lot# 655324/0089U). Concomitant therapy included lamotrigine
(LAMICTAL), valacyclovir HCl (VALTREX), aripiprazole (ABILIFY), vitamins (unspecified), garlic extract (+) omega-3 marine triglycerides (+) vitamin E
(OPTIMUM OMEGA), calcium (unspecified), ascorbic acid and pyridoxine. Subsequently, the nurse reported that the patient had a positive pregnancy test and
will be terminating her pregnancy. Follow up information stated that the patient terminated her pregnancy on 29-JUN-2007. Unspecified medical attention was
sought. At the time of this report, the patient's outcome was unknown. No product quality complaint was involved. Upon internal review, terminated her
pregnancy was considered to be an other important medical event. Additional information has been requested.

Symptom Text:

Abilify, ascorbic acid, calcium (unspecified), Optimum Omega, Lamictal, pyridoxine, Valtrex, vitamins (unspecified)Other Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 5/6/2007), Latex allergyPrex Illness:

beta-human chorionic - positive
Bipolar disorder

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.4

284706-1

17-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion induced, Drug exposure during pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0089U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3080
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Feb-2007
Vaccine Date

16-Feb-2007
Onset Date

0
Days

17-Jul-2007
Status Date

--
State

WAES0707USA00454
Mfr Report Id

Information has been received from a nurse practitioner as part of the pregnancy registry for Gardasil concerning a 17 year old female with no history of drug
reactions/allergy who on 16-FEB-2007 was vaccinated with a first dose of Gardasil (lot # 656049/0187U) 0.5 ml IM. On 06-JUN-2007, was vaccinated with a
second dose of Gardasil (lot # 657736/0389U). There was no concomitant medication. Medical attention was sought. It was reported that the patient did not
know she was pregnant until a baby was delivered on the patient's bathroom floor on 21-JUN-2007 at an approximated gestation of 30 weeks. Estimated date
of delivery September 2007. The baby died eight days later on 29-JUN-2007 of schizencephaly. The patient claimed to be unaware of her pregnancy because
she had her menstrual periods throughout her pregnancy and did not gain weight. The patient had no prenatal care. No other information was available at the
time of reporting. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = Unknown)Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

284707-1

17-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Death neonatal, Drug exposure during pregnancy, Premature baby

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0187U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3081
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jun-2007
Vaccine Date

01-Jun-2007
Onset Date

0
Days

17-Jul-2007
Status Date

FR
State

WAES0707USA01348
Mfr Report Id

Information has been received from a health professional concerning a 21 year old female patient with a history of feeling dizzy following blood tests, who in
June 2007, was vaccinated with a first dose of Gardasil. Ten minutes post vaccination, the patient fainted, experienced a weak pulse, low blood pressure and
experienced a short fit. It was reported that there was no associated lip or tongue swelling. The patient received treatment with oxygen. Subsequently, the
patient recovered. The reporter considered a short fit, low blood pressure, fainted and weak pulse, to be other important medical events. Other business
partners numbers included: E200704423. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Dizziness

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

284708-1

06-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Dizziness, Hypotension, Pulse pressure decreased, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jun-2007
Vaccine Date

20-Jun-2007
Onset Date

2
Days

17-Jul-2007
Status Date

FR
State

WAES0707USA01352
Mfr Report Id

Information has been received from a pediatrician concerning a 15 year old female patient with no medical history who on 18-JUN-2007, was vaccinated with a
first dose of Gardasil. On 20-JUN-2007, the patient experienced dysdiadochokinesis, intention tremor, accommodation disorder with diplopia and nausea.
Laboratory diagnostic studies included EEG and MRI which showed normal results. In the Cerebral Spinal Fluid, protein was moderately increased (no exact
results reported). Blood tests were also taken, the results are not known. At the time of this report, the patient had not yet recovered. The reporter considered
dysdiadochokinesis, nausea, accommodation disorder and intention tremor to be other important medical events. Other business partners numbers include:
E200704378. No further information is expected.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Prex Illness:

electroencephalography normal results, magnetic resonance imaging normal results, laboratory test increased serum lipids in liquor/blood test, cerebrospinal
fluid total protein test moderately increased
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

284709-1

17-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Accommodation disorder, Cerebellar syndrome, Diplopia, Intention tremor, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Jun-2007
Vaccine Date

12-Jun-2007
Onset Date

0
Days

14-Aug-2007
Status Date

FL
State

200702231
Mfr Report Id

A case was reported by a health professional in the United States on 18 June 2007. An 18-year-old female patient experienced hives, swelling of the lip, hands,
and feet, and fever after receiving an intramuscular deltoid injection of Menactra (lot number U2339AA) and Gardasil (lot number 0523U). The vaccines were
administered on 12 June 2007, and within 24 hours the patient developed hives, swelling of the lip, hands, and feet, and fever (no documented temperature).
Treatment included Benadryl and Tylenol, and the patient was seen by her physician on 13 June 2007 and 18 June 2007. The patient had a history of scoliosis
with spinal fusion (07 July 2005). No concomitant medications were reported, and it was unknown if the patient had any illness at the time of vaccination.
Outcome was unknown.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Scoliosis, spinal fusion (08/Jul/2005)

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

284720-1

15-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Lip swelling, Oedema peripheral, Pyrexia, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Jul-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2339AA
0523U

0
0

Unknown
Unknown

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Jul-2004

Vaccine Date
10-Jul-2004
Onset Date

0
Days

24-Jul-2007
Status Date

NY
State Mfr Report Id

pt had a few hives on 7/10/07-later in day after the Gardasil. Hives were worse on 7/11/07 with itch throat. Went to ER-given Benadryl and Prednisone x 7 days.
pt also given an Epi Pen for future use.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

h/o seasonal allergies, Suprax

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

284726-1

25-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Throat irritation, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0523U 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 3085
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Jun-2007
Vaccine Date

07-Jun-2007
Onset Date

0
Days

19-Jul-2007
Status Date

VA
State Mfr Report Id

RECEIVED GARDASIL #2 6/7/07.  SUBSEQUENTLY ARM BECAME MARKEDLY SWOLLEN, TENDER, AND ERYTHEMATUS.  HAD DECREASED R.O.M.
SAW DR. WHO PLACED PATIENT ON KEFLEX FOR 10 DAYS.  ON 7/2/07, ARM STILL TENDER WITH 3CM ERYTHEMATUS NODULEAR TENDER TO
TOUCH.

Symptom Text:

Other Meds:
Lab Data:
History:

NONEPrex Illness:

NON

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

284746-1

20-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Mobility decreased, Nodule, Swelling, Tenderness

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0171U 1 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Jun-2007
Vaccine Date

06-Jun-2007
Onset Date

1
Days

27-Jul-2007
Status Date

PA
State Mfr Report Id

Gardasil shot on 6/5, 6/6 noticed bumps above shot area, (+) itch, 6/7 bumps spread across chest area. Patchy area on chest, red and bumpy. (+) itch Tx with
hydrocortisone cream, Caladryl cream + oatmeal baths. OTC itch cream.

Symptom Text:

Orthotryclen LoOther Meds:
Lab Data:
History:

NonePrex Illness:

None
Seasonal allergies, otherwise none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

284770-1

27-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site rash, Rash erythematous, Rash pruritic

 NO CONDITIONS, NOT SERIOUS

Related reports:   284770-2

Other Vaccine
17-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0245U 0 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Jun-2007
Vaccine Date

06-Jun-2007
Onset Date

1
Days

15-Aug-2007
Status Date

--
State

WAES0706USA02372
Mfr Report Id

Information has been received from a consumer concerning her 24 year old daughter with no pertinent medical history or drug reactions/allergies who on 05-
JUN-2007 was vaccinated with first dose of Gardasil (lot number unknown) 0.5 mL IM. There is no concomitant  medication. The consumer reported that on 06-
JUN-2007, the next day her daughter broke out in a rash all over her chest. Medical attention was not sought. At the time of reporting, the patient was
recovering. No additional information is expected.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

284770-2

22-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 NO CONDITIONS, NOT SERIOUS

Related reports:   284770-1

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3088
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Jul-2007

Vaccine Date
Unknown

Onset Date Days
25-Jul-2007
Status Date

CA
State Mfr Report Id

Syncope immediately post vaccination (Most likely vasovagal)Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Hx Allergic Rhinitis/Hx Syncope/Near Syncope Vasovagal Dx cleared by cardiology

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

284774-1

26-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Jul-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2223AA
01874

0
0

Right arm
Left arm

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 3089
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Jun-2007
Vaccine Date

Unknown
Onset Date Days

25-Jul-2007
Status Date

IA
State Mfr Report Id

HPV#1 was given and pt c/o a warm feeling, she started to stare, pupils dilated and color went pale. Pt was quickly helped to a supine position and was
responsive and did not have a loss of consciousness due to quick action

Symptom Text:

NoneOther Meds:
Lab Data:

History:
NonePrex Illness:

Pt had a near syncopal episode but with quickly placing supine was averted. Pt. observed x 30 min. and left feeling fine. Pt had not eaten. Given water and
crackers.
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

284775-1

06-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Feeling of body temperature change, Mydriasis, Pallor, Staring

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Jul-2007

Received Date

Prex Vax Illns:

TDAP

HPV4
MNQ

GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
SANOFI PASTEUR

AC52B002AB

1427F
U2181AA

0

0
0

Left arm

Left arm
Right arm

Intramuscular

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 3090
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
M

Gender
29-Jun-2007
Vaccine Date

06-Jul-2007
Onset Date

7
Days

25-Jul-2007
Status Date

WI
State Mfr Report Id

(R) facial nerve palsy Treatment-Doxycycline 100 mg po bid Prednisone 50 mg po dd x 5 dy 7/19/07-records received-7/6/07 seen in ED. 7/12/07 follow-up
visit. Right facial nerve pasy. No headaches, no fever no ear pain. Improved mobility, noticing that she is able to open and close her eye a little bit more, able to
close eye 90% of way. . Speech better. No associated weakness. No joint swelling

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

ESR 13 Lyme titer 0.58 records received 7/19/07- Lyme titer negative.
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

284776-1

06-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Facial palsy

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Jul-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U1996AA
0389U

0
0

Left arm
Right arm

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 3091
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Jun-2007
Vaccine Date

26-Jun-2007
Onset Date

0
Days

25-Jul-2007
Status Date

IA
State Mfr Report Id

Pt fainted with-in one minute after receiving Gardasil. Her eyes had dilated pupils and her color was pale. She was quickly placed supine. Mother stated she
woke her up and brought her in. She had not eaten or had fluids that morning. She was talking after being placed supine and had completely recovered 3 min
later.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

284780-1

26-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Mydriasis, Pallor, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3092
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Apr-2007
Vaccine Date

24-Jun-2007
Onset Date

80
Days

18-Jul-2007
Status Date

FR
State

WAES0707USA00892
Mfr Report Id

Information has been received from a gynecologist concerning a 15 year old female with no medical history reported who on 05-APR-2007 was vaccinated with
first dose of Gardasil. On 30-MAY-2007, the patient was vaccinated with second dose of Gardasil (lot # 1340F; batch # NF14740). On 24-JUN-2007, the patient
was hospitalized due to suspicious virus-encephalitis. A magnetic resonance imaging was performed which showed alterations. The results of the lumbar
puncture were not reported in detail but no typical viruses causing a viral encephalitis were found. The diagnosis reported from the physician at the hospital was
acute disseminated encephalomyelitis. The treatment in the hospital was cortisone, antibiotics, and Zovirax (ACYCLOVIR). At the time of the report, the patient
was still in the hospital but recovering. The acute disseminated encephalomyelitis was considered to be immediately life-threatening. Other business partner
numbers included: E2007-04352. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

magnetic resonance imaging alterations; spinal tap no typical viruses causing viral encephalitis were found
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

284855-1 (S)

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Encephalitis viral, Leukoencephalomyelitis

 HOSPITALIZED, LIFE THREATENING, SERIOUS

Other Vaccine
17-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3093
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Apr-2007
Vaccine Date

04-Jun-2007
Onset Date

62
Days

18-Jul-2007
Status Date

--
State

WAES0707USA01083
Mfr Report Id

Information has been received from a registered nurse concerning a 26 year old female with no relevant medical history reported who on 03-APR-2007 was
vaccinated intramuscularly with a 0.5 mL dose of Gardasil. There was no concomitant medication. on 04-JUN-2007, the patient returned to the office for her
second dose of Gardasil. Dose 2 was not given because she tested positive for pregnancy on that day. In June 2007, the patient had a miscarriage. It was
determined that the patient experienced an ectopic pregnancy. The patient returned to the office on 06-JUL-2007 to receive dose 2 of Gardasil. The nurse
reported that the patient was "fine now". Upon internal review, ectopic pregnancy and miscarriage were determined to be other important medical events.
Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = Unknown)Prex Illness:

urine beta-human 06/04/07 positive

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

284856-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy, Ectopic pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3094
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Jun-2007
Vaccine Date

08-Jun-2007
Onset Date

0
Days

18-Jul-2007
Status Date

FR
State

WAES0707USA01355
Mfr Report Id

Information has been received from a gynecologist, concerning a 17 year old female patient with a history of vascular collapse and epileptiform movement, who
on 08-JUN-2007, was vaccinated IM in the arm, with the first dose of Gardasil (Lot #655376/0572F; Batch NE45050). On 08-JUN-2007, immediately following
the vaccination, the patient experienced vascular collapse followed by epileptiform movement. The event lasted for 5 minutes, and the patient then recovered.
An examination was performed by a neurologist, and no pathologies were found. Additional exams were scheduled. The reporter considered vascular collapse
and epiltiform movement to be serious, as other important medical events. Other business partner numbers include: E2007-04376.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Vascular collapse; Epileptiform movement

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

284857-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Circulatory collapse, Condition aggravated, Epilepsy, Immediate post-injection reaction

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0572F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3095
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jul-2007
Status Date

PA
State

WAES0707USA01524
Mfr Report Id

Information has been received from a physician concerning a 13 year old female, with no seizure history or family seizure history, who on an unspecified date
was vaccinated with a second dose of Gardasil on an unspecified date. Subsequently, on an unspecified date, the patient experienced a seizure in gym class.
The patient was taken to the hospital. The seizure occurred at a "period of time" after the 2nd vaccination. The patient was placed on seizure medication which
is controlling the seizures. The patient recovered. The patient has not had any other seizures since the first seizure. The patient was then vaccinated with a
third dose of Gardasil without any problems. Upon internal review, seizures was considered to be an other important medical event. Additional information has
been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

284858-1

18-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3096
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Feb-2007
Vaccine Date

01-Mar-2007
Onset Date

2
Days

27-Jul-2007
Status Date

PA
State Mfr Report Id

Arthralgias (in knees/ankles/feet i.e small jts) finges/toeswrist, Fever Sx approx. 2-3 days after GardasilSymptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

All labs for arthritis/SLE negative per rheumatology
Possible early glaucoma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

284862-1

27-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0187U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3097
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Jul-2007

Vaccine Date
02-Jul-2007
Onset Date

0
Days

27-Jul-2007
Status Date

PA
State Mfr Report Id

Pt appeared very pale and diaphoretic "feel like I'm going to pass out"-occurred 10 min after injection. VSS. Rested on side x 15 min and observed for total of
30 min.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
Amoxicillin allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

284865-1

27-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Hyperhidrosis, Pallor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Jul-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

0716U
0525U

1
1

Right arm
Left arm

Subcutaneously
Intramuscular



10 JUN 2008 06:27Report run on: Page 3098
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Jul-2007

Vaccine Date
13-Jul-2007
Onset Date

0
Days

20-Jul-2007
Status Date

MO
State Mfr Report Id

Menactra, Gardasil, Hep A (Vaqta) given 7/13/07. Left here, shortly after felt disjointed and blank stares. At approx 2250 came home found to have tonic-clonic
approx 45 sec sz with heavy breathing and frothy. 911 called admitted x 2 nights. 7/19/07-records received: Seizure likely secondary to vasovagal reaction.
After vaccine felt a bit disjointed and had a somewhat blank stare. Clonic movements, snorting and grunting, frothing at mouth. Travel to Caribbean 2 weeks
prior. Headache. Neuro exam WNL. Assessment:Generalized tonic clonic seizure status post vaccines. Most likely a reaction of one of the vaccines.

Symptom Text:

ZyrtecOther Meds:
Lab Data:
History:

NonePrex Illness:

CT NL; Chem 7 NL; CBC NL records received 7/19/07-MRI negative. CT negative. WBC 13.8, poly 82. Glucose 125. urine culture negative
records received 7/19/07-HX of anxious spells starting in May occurring monthly similar to ones that increased prior to generalized tonic clonic seizure.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

284869-1 (S)

25-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Disorientation, Feeling abnormal, Foaming at mouth, Gaze palsy, Grand mal convulsion, Grunting, Headache, Hyperventilation, Staring, Syncope vasovagal,
Vaccination complication

 HOSPITALIZED, SERIOUS

Other Vaccine
17-Jul-2007

Received Date

Prex Vax Illns:

MNQ
HPV4
HEPA

SANOFI PASTEUR
MERCK & CO. INC.
MERCK & CO. INC.

U2324AA
0523Y
02504

0
0
1

Left arm
Right arm
Left arm

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 3099
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Aug-2007
Status Date

--
State

WAES0703USA03794
Mfr Report Id

Information has been received from a health professional concerning over 150 patients who were vaccinated with Gardasil in the hip instead of the deltoid area.
Many of the patient reported pain at the injection site and a lump forming at the injection site. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284886-1

13-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Incorrect route of drug administration, Injection site mass, Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3100
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Aug-2007
Status Date

--
State

WAES0703USA03999
Mfr Report Id

Information has been received from a physician concerning an 18 year old female who was vaccinated with Gardasil. After receiving her second dose of
vaccine, the patient from turned "ghost white." The patient sought unspecified medical attention. On an unspecified date, the patient recovered with turning
"ghost white." This is one of several reports received from the same source. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

284887-1

13-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pallor

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3101
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Feb-2007
Vaccine Date

21-Feb-2007
Onset Date

0
Days

13-Aug-2007
Status Date

--
State

WAES0703USA04647
Mfr Report Id

Information has been received from a LPN concerning an 18year old female with no pertinent medical history and no prior drug reactions who on 21-FEB-2007
was vaccinated with second dose Gardasil (Lot#653978/955F). Concomitant therapy included ORTHO TRI-CYCLEN and BENADRYL as needed for rash/itch.
The patient was administered her first and second dose of Gardasil via the gluteus. The first dose was administered at another practice (not administered by
the reporting nurse's practice). On 12-FEB_2007, the patient received her second dose of Gardasil and within minutes of vaccination, she experienced
dizziness. Subsequently, after a few minutes, the patient recovered from dizziness. The patient sought unspecified medical attention. Additional information has
been requested.

Symptom Text:

BENADRYL; ORTHO TRI-CYCLENOther Meds:
Lab Data:
History:

Rash PruritusPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

284888-1

14-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Incorrect route of drug administration

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0955F 1 Gluteous maxima Intramuscular



10 JUN 2008 06:27Report run on: Page 3102
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Feb-2007
Vaccine Date

13-Feb-2007
Onset Date

0
Days

13-Aug-2007
Status Date

NY
State

WAES0703USA04764
Mfr Report Id

Information has been received from a physician for the Pregnancy Registry of Gardasil concerning a 25 year old female with Von Willebrand's disease with a
history of 0 pregnancies and 0 live births and a history of left retinoblastoma who on 13-DEC-2006 was vaccinated with Gardasil, lot # 654389/0961F. On 13-
FEB-2007 she was vaccinated with Gardasil, lot # 656049/0187U expiration 29-SEP-2009. On 20-MAR-07 the patient went to the health clinic and a urine
pregnancy test was performed and the results were positive (6 weeks gestation, LMP= approximately 23-JAN-2007). On 21-MAR-2007 the patient went to the
hospital due to bleeding. A sonogram was performed and HCG levels were monitored. The patient was not hospitalized and she did not miscarry. The patient's
HCG levels are being monitored. The patient was not hospitalized and she did not miscarry. The patient's HCG levels are being monitored. This is one of
several reports received from the same source. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP=1/23/2007) Von Willebrand's diseasePrex Illness:

ultrasound 03/21/07, total serum human 03/21/07, urine beta-human 03/20/07 positive
Retinoblastoma; Eye excision

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

284889-1

13-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Haemorrhage

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0187U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3103
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Aug-2007
Status Date

--
State

WAES0703USA05627
Mfr Report Id

Information has been received from a physician concerning a patient (age and gender not reported) who on unspecified dates was vaccinated with the first and
second doses of Gardasil. Concomitant medication was not reported. Subsequently on an unspecified date, the patient experienced flu-like symptoms after
receiving the first and second doses of Gardasil. The patient sought unspecified medical attention. The outcome and causality of the events were not reported.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284890-1

14-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Influenza like illness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3104
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Aug-2007
Status Date

--
State

WAES0704USA01660
Mfr Report Id

Information has been received from a physician concerning a 15 year old female with an empty stomach who was vaccinated with Gardasil. Subsequently the
patient fainted immediately after receiving the Gardasil. Subsequently, the patient recovered from fainting. This is one of several reports received from the
same source. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

284891-1

14-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Aug-2007
Status Date

--
State

WAES0704USA01661
Mfr Report Id

Information has been received from a physician concerning a 17 year old female with an empty stomach who was vaccinated with Gardasil. Subsequently the
patient fainted immediately after receiving the Gardasil. Subsequently, the patient recovered from fainting. This is one of several reports received from the
same source. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

284892-1

14-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3106
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Apr-2007
Vaccine Date

02-Apr-2007
Onset Date

0
Days

13-Aug-2007
Status Date

OK
State

WAES0704USA02535
Mfr Report Id

Initial and follow up information has been received from a physician concerning a 14 year old female student with possible penicillin allergy who on 02-APR-
2007 was vaccinated IM with a first dose 0.5 mL of Gardasil lot # 655205/1426F. On 02-APR-2007 the patient developed swollen eyes after receiving the
injection. On 03-APR-2007 the patient was seen in the emergency room (E.R.) for swollen eyes and itching and was given BENADRYL intravenous (IV) and
ATERAX by mouth (PO). No abnormality of the eye found. On 05-APR-2007 the patient recovered. In follow up it was indicated that on 03-APR-2007, at AM
patient developed swollen eyes and itching. She was seen in the emergency room (E.R.) on 03 APR-2007 and no abnormality of the eyes found. She was
given treatment of BENADRYL intravenous (IV) and ATERAX by mouth. On 05-APR-2007 patient recovered. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Penicillin allergyPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

284893-1

14-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Eye pruritus, Eye swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1426F 0 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Aug-2007
Status Date

--
State

WAES0704USA05767
Mfr Report Id

Initial and follow up information has been received from the nursing staff and practice manager of a pediatric practice concerning patients who were vaccinated
with a dose of Gardasil and experienced injection site pain routinely when the Gardasil was given. The number of patients experiencing the injection site pain
was unreported, and it was unknown if medical attention was sought. The outcome was unknown. The reporter reported that one other pediatric office and
another physician reported patient experiencing pain after receiving the Gardasil. In follow up it was indicated by the practice manager that the pain was a
generalization that the girls were reporting a tenderness after the shot of Gardasil, but they were coming back for the second and third dose. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284894-1

14-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3108
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Nov-2006
Vaccine Date

23-Mar-2007
Onset Date

135
Days

13-Aug-2007
Status Date

--
State

WAES0705USA00321
Mfr Report Id

Information has been received for a Merck Pregnancy Registry via a health professional concerning a female who on 06-SEP-2006 was vaccinated with the first
dose of Gardasil (lot not reported). On 08-NOV-2006, the patient was vaccinated with the second dose of Gardasil (lot reported as "9725101"). The patient was
found to be pregnant after receiving her second dose, and it was noted as "second trimester". Routine vital signs were noted to be performed. The patient
sought unspecified medical attention. Follow up information has been received concerning the black 24 year old female who had her last menstrual period on
27-FEB-2007 (estimated date of delivery, 04-NOV-2007). From 23-MAR-2007 to 03-MAY-2007 the patient was treated with PROMETRIUM, 200 mg BID, for
low progesterone. From 23-MAR-2007 to the present she was treated with PHENERGAN, 25 mg PRN for nausea. On 26-MAR-2007 an ultrasound was
performed due to "spotting". The results of test were "Early IOP". Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 2/27/2007)Prex Illness:

Ultrasound 03/26/07 - "early IOP"

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

284895-1

14-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Metrorrhagia, Nausea, Pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3109
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Aug-2007
Status Date

OH
State

WAES0705USA00580
Mfr Report Id

Information has been received from a physician concerning a patient who was vaccinated with a dose of Gardasil (lot number unknown). The physician
reported that the patient experienced pain at the injection site after receiving the Gardasil routinely; however she had not had any issues with patients coming
back for the second and third injections. The outcome was unknown. Additional information was received from the office manager via phone call who reported
that the pain did not linger. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284896-1

14-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3110
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Aug-2007
Status Date

--
State

WAES0705USA00581
Mfr Report Id

Information has been received from the nursing staff of a pediatric practice concerning patients who were vaccinated with a dose of Gardasil (lot number
unknown) and experienced pain at the injection site after receiving Gardasil. The pain was worse than the pain with other vaccines. The outcome was unknown.
Additional information was received from a registered nurse via phone call who reported that there were too many patients to quantify who complained about
the pain of the injection. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284897-1

14-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3111
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jan-2007
Vaccine Date

01-Mar-2007
Onset Date

59
Days

13-Aug-2007
Status Date

--
State

WAES0706USA00199
Mfr Report Id

Information has been received from a physician concerning a 22 year old female with no pertinent medical history and no history of drug reaction/allergies who
in January 2007, was vaccinated with a first dose of Gardasil (lot # not reported) 0.5 ml IM. Concomitant therapy included hormonal contraceptives
(unspecified). In March 2007, the patient experienced left sided chest pain. Medical attention was sought. There was no radiation and treatment prescribed. In
March 2007, the patient had an electrocardiogram, blood work and ultrasound performed; all results were negative. The patient was taking birth control but was
discontinued in march 2007. The pain resolved on its own. When the patient was seen again by the physician at the end of April 2007, the pain had resolved
completely. The physician restarted the birth control after the patient's visit in April, 2007. The patient was requesting the second dose of Gardasil. No
additional information was available at the time of reporting. Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

electrocardiogram 03/01/07 - negative; ultrasound 03/??/07 - negative; diagnostic laboratory 03/01/07 -  blood work: negative
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

284898-1

14-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chest pain, Ultrasound scan normal

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3112
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Apr-2007
Vaccine Date

25-Apr-2007
Onset Date

0
Days

13-Aug-2007
Status Date

MD
State

WAES0706USA00207
Mfr Report Id

Information has been received from a registered nurse concerning a 15 year old white female who on 25-APR-2007 was vaccinated IM into the right deltoid with
a 0.5 ml first dose of Gardasil (lot# 657621/0387U). On 25-APR-2007 the patient experienced pain at the injection site for three to four weeks after her injection.
The patient obtained relief with MOTRIN. The patient has occasional discomfort at the injection site with movement currently. At the time of this report, the
patient was recovering. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

284899-1

14-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site discomfort, Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0387U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3113
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-May-2007
Vaccine Date

30-May-2007
Onset Date

1
Days

13-Aug-2007
Status Date

WV
State

WAES0706USA00208
Mfr Report Id

Information has been received from a physician concerning a 13 year old female with penicillin allergy who on 29-MAY-2007 was vaccinated IM with 0.5 ml of
the first dose of Gardasil (Lot #654702/0011U). There was no concomitant medication. On 30-MAY-2007 the patient experienced an all over body rash with
itching. Prior to the injection, the patient complained of her eyes hurting, an upper respiratory infection, and fatigue. The patient did not have a fever. The
physician performed an Epstein-Barr titer that came back with a result of "convalescencing". The patient was given Depo-Medrol on 30-MAY-2007 and
Garamycin ointment for her eye. As of 01-JUN-2007, the patient was recovering. Medical attention was sought. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Eye pain; Fatigue; Upper respiratory tract infection; Penicillin allergyPrex Illness:

Epstein-Barr virus - convalescencing

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

284900-1

14-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash generalised, Rash pruritic

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0011U 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-May-2007
Vaccine Date

31-May-2007
Onset Date

0
Days

13-Aug-2007
Status Date

FL
State

WAES0706USA00213
Mfr Report Id

Information has been received from a physician concerning a female patient who on 31-MAY-2007 was vaccinated IM with a first 0.5ml dose of Gardasil (Lot#
657005/0314U). On 31-MAY-2007, the patient experienced a fever of 102 deg F along with dizziness and nausea. Unspecified medical attention was sought. At
the time of this report the patient was recovering. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

body temp 05/31/07 102 F Fever
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284901-1

14-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Nausea, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0314U 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-May-2007
Vaccine Date

19-May-2007
Onset Date

1
Days

13-Aug-2007
Status Date

--
State

WAES0706USA00252
Mfr Report Id

Information has been received from a physician concerning an "18 year old" female who on 18-MAY-2007 who on 18-MAY-2007 was vaccinated IM in her left
arm with Gardasil. Concomitant therapy included VAQTA and BOOSTRIX. On 19-MAY-2007 the patient experienced severe lower right abdominal pain. The
patient sought medical attention at the hospital and had a CT Scan performed. It was reported the CT Scan was normal and the patient was not admitted to the
hospital. Subsequently, the patient recovered from severe lower right abdominal pain. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Computed axial 05/19/07 - normal
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

284902-1

14-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain lower

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

TDAP

HEPA
HPV4

GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
MERCK & CO. INC.

NULL

NULL
NULL 0

Unknown

Unknown
Unknown

Intramuscular

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-May-2007
Vaccine Date

24-May-2007
Onset Date

1
Days

13-Aug-2007
Status Date

--
State

WAES0706USA00293
Mfr Report Id

Information has been received from a 22 year old female nurse who on 23-MAY-2007 was vaccinated with the first dose of Gardasil. On 24-MAY-2007 the
patient experienced pain in her oblique muscles of her rib area. Subsequently, the patient recovered from pain in her oblique muscles of her rib area. No further
information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

284903-1

14-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Musculoskeletal chest pain

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-May-2007
Vaccine Date

25-May-2007
Onset Date

1
Days

13-Aug-2007
Status Date

--
State

WAES0706USA00302
Mfr Report Id

Information has been received from a nurse concerning a 21 year old female patient who on 24-MAY-2007 was vaccinated with Gardasil. On 25-MAY-2007 the
patient experienced dizziness and nausea. Medical attention was sought. The patient's outcome was unknown. No product quality complaint was involved.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

284904-1

14-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3118
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-May-2007
Vaccine Date

25-May-2007
Onset Date

0
Days

13-Aug-2007
Status Date

PA
State

WAES0706USA00316
Mfr Report Id

Information has been received from a physician concerning a female who on 25-MAY-2007 was vaccinated with the second dose of Gardasil (Lot
#657736/0389U). Concomitant therapy included medroxyprogesterone acetate (DEPO-PROVERA). On 25-MAY-2007 the patient fainted after receiving the
vaccination. The patient recovered that day and plans to receive the third injection of the vaccine. Medical attention was sought. Additional information has
been requested.

Symptom Text:

Depo-ProveraOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284905-1

14-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0389U 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3119
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Aug-2007
Status Date

--
State

WAES0706USA00323
Mfr Report Id

Information has been received from a physician concerning a female (age not reported) who was vaccinated with a dose of Gardasil. The physician reported
that "the patient was not pregnant but had miscarried three weeks prior" to vaccination. "Weeks of gestation was not known." The patient was seeing again by
the physician on 07-JUN-2007. It was reported that two days after the patient received her dose of Gardasil, she was sent to the emergency room because she
had developed a fever, leucopenia, and a lower platelet count of 80,000 (also reported as 86,000). The patient was treated with ciprofloxacin hydrochloride
(CIPROFLOXACIN) and was sent home. The physician reported that "she has done well" but has a "big knot at the injection site, outer later quad in her leg
(specific leg not specified)" which was "red before, no longer red now, just a knot, a fibrinous deposition there." The patient was told by her hematologist that "it
was the vaccine and that this can happen in an immunization situation and not to take it again." The physician stated that "they need to find out what exactly
caused this reaction in her." It was reported that "she has no other significant allergies but a family history of allergies, specifically a strong history of allergy to
iodine dye used in radiology procedures." The patient "never wants to attempt any dye after all this." There was no product quality complaint. No further
information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

platelet count 86000 thrombocytopenia, WBC count 2000 leukopenia
Miscarriage

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284906-1

14-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site induration, Leukopenia, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3120
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-May-2007
Vaccine Date

24-May-2007
Onset Date

9
Days

13-Aug-2007
Status Date

VA
State

WAES0706USA00324
Mfr Report Id

Information has been received from a nurse concerning her 20 year old daughter with a history of sulfonamide allergy who on 15-MAY-2007 was vaccinated
with the second dose of Gardasil (lot number not provided). Concomitant therapy included hormonal contraceptive (unspecified). On 24-MAY-2007 the patient
fainted under the hair dryer at a beauty salon. The patient reported feeling hot then slumped forward unconscious. She was  sweaty, her lips were white, and
her right side was jerking. The paramedics were called and they could not find a pulse but her blood pressure was low and her blood sugar was 65. She came
to before being transported to the emergency clinic and had blurred vision. At the hospital her left side began jerking, her left arm was rigid, and she had a
severe headache and nausea. She had many lab tests in the clinic including an electrocardiogram which was normal, a CT scan that was normal except for
sinusitis. She had no fever her pulse ox was 99, pulse 80 on arrival then 64 later, her blood pressure was 78/50 on arrival then 90/60 later, and her blood sugar
was 85. She was not admitted. Subsequently, the patient recovered from fainted, sinusitis, left arm rigid, left side jerking, blurred vision, right side jerking, right
side jerking, loss of consciousness, severe headache and nausea. Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:

History:
Sulfonamide allergyPrex Illness:

blood pressure 05/24/07 8/50 on arrival, blood pressure 05/24/07 90/60 post-arrival, electrocardiogram 05/24/07 normal, computed axial 05/24/07 normal,
except sinusitis, blood glucose 05/24/07 65, pulse oximetry 05/24/07 99 on arrival, tota

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

284907-1

14-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dyskinesia, Feeling hot, Headache, Hyperhidrosis, Loss of consciousness, Muscle rigidity, Nausea, Sinusitis, Syncope, Vision blurred

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3121
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Apr-2007
Vaccine Date

24-Apr-2007
Onset Date

0
Days

13-Aug-2007
Status Date

--
State

WAES0706USA00378
Mfr Report Id

Information has been received through the Merck pregnancy registry from a registered nurse concerning a 28 year old pregnant female with allergy to iodine
who on 06-FEB-2007 was vaccinated intramuscularly in the right deltoid with the first 0.5 mL dose of Gardasil (lot# 654741/1208F). On 24-APR-2007, the
patient was vaccinated intramuscularly in the right deltoid with the second 0.5 mL dose of Gardasil (lot# 655205/1426F). It was reported that the patient was 4
weeks into her gestation period and has a delivery date of 24-JAN-2008. The patient sought unspecified medical attention. The registered nurse reported that
the patient did not have any weight gain in the last 10 week. There was no product quality complaint involved. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

beta-human chorionic 05/22/07 posit, body mass index 05/22/07 low, hemoglobin 05/22/07 results not provided.
Hypersensitivity

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

284908-1

14-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Inappropriate schedule of drug administration, Off label use, Weight gain poor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1426F 1 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Apr-2007
Vaccine Date

18-Apr-2007
Onset Date

15
Days

22-Feb-2008
Status Date

GA
State

WAES0706USA00394
Mfr Report Id

Information has been received from a physician concerning a healthy 23 year old female nurse with a history of mole removal who on 03-APR-2007 was
vaccinated intramuscularly into the left deltoid with her first dose of GARDASIL (lot # 657617/0384U). On approximately 18-APR-2007, fifteen days post
vaccination, while being used as a model for an ultrasound, it was detected that the patient had pericardial effusion. The patient sought medical attention.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

ultrasound 04/18?/07 - pericardial effusion
Mole excision

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

284909-1

22-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pericardial effusion

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0384U 0 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-May-2007
Vaccine Date

31-May-2007
Onset Date

0
Days

19-Feb-2008
Status Date

NJ
State

WAES0706USA00539
Mfr Report Id

Information has been received from a physician concerning an adolescent female, who on 08-FEB-2007 was vaccinated with her first dose of Gardasil, IM.
Subsequently, on an unknown date, she went to her physician for her second vaccination; but the physician postponed the dose because the patient had a
migraine and not feeling well.  On 31-MAY-2007 the patient received her second dose, which was later than the indicated time-period.  No further information is
available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284910-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-May-2007
Vaccine Date

31-May-2007
Onset Date

0
Days

19-Feb-2008
Status Date

AZ
State

WAES0706USA00556
Mfr Report Id

Information has been received from a physician, via a company representative, concerning a 14 year old female patient, who on 31-MAY-2007 was vaccinated
with the first dose of Gardasil (Lot #657737/0522U).  Concomitant therapy included Varivax (MSD) (Lot 657406/0516U) and MENACTRA.  The physician
reported that on 31-MAY-2007, the patient passed out after receiving the vaccination, and recovered on the same day (duration of time not specified).  The
patient sought unspecified medical attention.  Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

284911-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
MNQ

MERCK & CO. INC.
MERCK & CO. INC.
SANOFI PASTEUR

0516U
0522U
NULL

0
Unknown
Unknown
Unknown

Unknown
Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
22-Feb-2008
Status Date

CA
State

WAES0706USA00557
Mfr Report Id

Information has been received from a physician, via a company representative, concerning a 13 year old female patient, who in April 2007, was vaccinated with
the first dose of GARDASIL. Since the injection in April 2007, the patient has had a small lump at the injection site. At the time of this report, the patient had not
recovered. The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

284912-1

22-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site mass

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3126
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-May-2007
Vaccine Date

24-May-2007
Onset Date

1
Days

22-Feb-2008
Status Date

--
State

WAES0706USA00593
Mfr Report Id

Information has been received from a physician concerning a 12 year old female who on 23-MAY-2007 was vaccinated with Gardasil (Lot #656051/0244U).  On
approximately 24-MAY-2007 the patient experienced bruises on her body, especially her legs.  It was reported that the patient sought unspecified medical
attention.  No further details were provided.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

284913-1

22-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Contusion

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0244U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3127
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Feb-2008
Status Date

--
State

WAES0706USA00596
Mfr Report Id

Information has been received from a registered nurse concerning a female who in April 2007, was vaccinated with Gardasil.  In April 2007, after receiving the
vaccine, the patient experienced feeling very dizzy and weak.  The patient called the office the next day from school complaining that she was tired and that her
arm hurt at the site of her injection.  On the third day she was fine.  The nurse felt that it was caused by anxiety.  It was reported that the patient sought
unspecified medical attention.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284914-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anxiety, Asthenia, Dizziness, Fatigue, Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3128
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Jun-2007
Vaccine Date

04-Jun-2007
Onset Date

0
Days

19-Feb-2008
Status Date

--
State

WAES0706USA00639
Mfr Report Id

Information has been received from a physician concerning a 14 year old female who on 04-JUN-2007 was vaccinated with Gardasil.  Concomitant therapy
included Vaqta (manufacturer unknown).  On 04-JUN-2007, the patient experienced passed out after receiving Gardasil.  The patient sought unspecified
medical attention.  On 04-JUN-2007, the patient recovered from having passed out.  Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

284915-1

19-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jun-2007
Vaccine Date

01-Jun-2007
Onset Date

0
Days

19-Feb-2008
Status Date

AZ
State

WAES0706USA00644
Mfr Report Id

Information has been received from a physician and an office worker concerning a 15 year old obese female (171 lbs.) with no history of prior vaccination
adverse events who on 01-JUN-2007 was vaccinated with Gardasil (lot 65453F/0960F) intramuscularly, Menactra, Boostrix and Varivax (lot# 653360/0791F,
subcutaneous injection. It was reported the patient received a previous dose of Varivax on 16-AUG-1996. On 01-JUN-2007 the patient passed out/fainted. On
01-JUN-2007 the patient recovered. The event was considered non serious. Additional information is not expected.

Symptom Text:

Boostrix; MenactraOther Meds:
Lab Data:
History:

ObesityPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

284916-1

20-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
HEPA

MERCK & CO. INC.
MERCK & CO. INC.
MERCK & CO. INC.

0791F
0960F
1289F

Unknown
Unknown
Unknown

Subcutaneously
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 3130
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Mar-2007
Vaccine Date

31-Mar-2007
Onset Date

2
Days

22-Feb-2008
Status Date

--
State

WAES0706USA00653
Mfr Report Id

Information has been received from the mother of an 18 year old female with no history of cold sores and no known drug reactions or allergic reactions, who on
29-MAR-2007, was vaccinated with GARDASIL. Concomitant therapy included YASMIN for birth control. On approximately 22-MAR-2007, the patient received
her first of 5 weekly doses of anti-malarial medication (not further specified) in preparation for a trip to another country. On approximately 31-MAR-2007 the
patient developed a cold sore on her upper lip. The cold sores progressed to "a cluster of ugly cold sores" on her upper lip. The cold sores went away on
approximately 07-APR-2007. Some scarring remained on her upper lip. On 24-MAY-2007, the patient received her second vaccination of GARDASIL. On
approximately 31-MAY-2007 the patient broke out with cold sores in the same area of the upper lip as previously. The patient was not pregnant and not
hospitalized. Additional information is expected.

Symptom Text:

YASMINOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

284917-1

22-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Oral herpes, Scar, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
04-Jun-2007
Vaccine Date

04-Jun-2007
Onset Date

0
Days

22-Feb-2008
Status Date

IL
State

WAES0706USA00788
Mfr Report Id

Information has been received from a certified medical assistant concerning a patient who on 04-JUN-2007 was vaccinated with the first dose of Gardasil.  It
was reported that the patient flinched when receiving the injection.  No further details were provided.  At the time of this report, the outcome of the event was
unknown.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284918-1

22-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Unevaluable event

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-May-2007
Vaccine Date

18-May-2007
Onset Date

0
Days

22-Feb-2008
Status Date

NY
State

WAES0706USA00797
Mfr Report Id

Information has been received from a physician concerning a 16 year old female who on 18-MAY-2007 was vaccinated with the first dose of Gardasil (Lot # not
reported).  Concomitant therapy included diphtheria toxoid (+) hepatitis B virus vaccine rHBsAg (yeast) (+) pertussis acellular 3-component vaccine (+)
poliovirus vaccine inactivated (Vero) (+) tetanus toxoid.  On 18-MAY-2007 a few minutes post vaccination the patient experienced an episode of syncope.  No
injury was noted.  Subsequently, the patient recovered from the episode of syncope.  Unspecified medical attention was sought.  Additional information has
been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

284919-1

22-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-May-2007
Vaccine Date

29-May-2007
Onset Date

0
Days

19-Feb-2008
Status Date

OR
State

WAES0706USA00800
Mfr Report Id

Information has been received from a physician concerning a 15 year old female who on approximately 29-MAY-2007 was vaccinated with the first dose of
Gardasil (Lot # not provided). Post vaccination the patient mentioned that she "felt like someone was pulling on her bone" and stated that she felt a little dizzy.
The nurse administering the vaccine had the patient lay down for 5 minutes and then stated that the patient was fine. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

284920-1

20-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Feeling abnormal

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-May-2007
Vaccine Date

31-May-2007
Onset Date

0
Days

19-Feb-2008
Status Date

--
State

WAES0706USA00802
Mfr Report Id

Information has been received from a registered nurse concerning an "18 or 19" year old female who on approximately 31-MAY-2007 was vaccinated with a
third dose of Gardasil. On 31-MAY-2007 several hours after the patient received the injection, the patient experienced fever, nausea and dizziness. On 01-JUN-
2007 the patient had to be taken to the emergency department of a local hospital to be treated for dehydration. There were no adverse experiences reported
after receiving the first and second doses. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

284921-1

20-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dehydration, Dizziness, Nausea, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-May-2007
Vaccine Date

01-May-2007
Onset Date

0
Days

19-Feb-2008
Status Date

CA
State

WAES0706USA00822
Mfr Report Id

Information has been received from a Nurse Practitioner concerning an 11 year old female who on an unspecified date in May 2007, was vaccinated
intramuscularly with 0.5ml of the first dose Gardasil (Lot # not provided). Post vaccination the patient passed out. Unspecified medical attention was sought.
Subsequently, the patient recovered. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

284922-1

20-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Mar-2007
Vaccine Date

18-Apr-2007
Onset Date

21
Days

22-Feb-2008
Status Date

PA
State

WAES0706USA00826
Mfr Report Id

Information has been received from a licensed practical nurse concerning a 21 year old female patient with no allergies or medical history, who on 28-MAR-
2007 was vaccinated IM with a first 0.5ml dose of Gardasil (Lot #656051/0244U).  There was no concomitant medication.  On 18-APR-2007, the patient
experienced irregular menses.  It was reported that the patient was 2 weeks late on 18-APR-2007 and has had no menses after 18-APR-2007 or in May.  It was
reported that after the first dose the patient had normal menses for the first month.  Unspecified medical attention was sought.  No laboratory diagnostic studies
were performed.  At the time of this report the patient's outcome was unknown.  No product quality complaint was involved.  Additional information has been
requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

284923-1

22-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Amenorrhoea, Menstruation irregular

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0244U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3137
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
22-Feb-2008
Status Date

OH
State

WAES0706USA00837
Mfr Report Id

Information has been received from a registered nurse concerning a 25 year old female who in approximately June "last week", was vaccinated with a first dose
of GARDASIL. Shortly after vaccination, the patient experienced tenderness and a pea size lump at the injection site. Subsequently, the patient recovered.
Unspecified medical attention was sought. No laboratory diagnostic studies were performed. On an unspecified date the patient recovered. No product quality
complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

284924-1

22-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site mass, Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-May-2007
Vaccine Date

23-May-2007
Onset Date

0
Days

19-Feb-2008
Status Date

FL
State

WAES0706USA00854
Mfr Report Id

Information has been received from a health professional concerning a 19 year old female with no past medical history who on 23-MAY-2007 was vaccinated
with a first dose of Gardasil (lot # 657005/0314U) into her hip. There was no concomitant medication. A few days after vaccination, on approximately 25-MAY-
2007, the patient experienced a fine rash from waist down both legs. She was treated with BENADRYL. Subsequently, the patient recovered from fine rash
from waist down both legs on 01-JUN-2007. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

284925-1

20-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Incorrect route of drug administration, Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0314U 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-May-2007
Vaccine Date

02-Jun-2007
Onset Date

3
Days

22-Feb-2008
Status Date

--
State

WAES0706USA00859
Mfr Report Id

Information has been received from an office manager concerning a 24 year old female patient who on 30-MAY-2007 was vaccinated with a dose of Gardasil.
On approximately 02-JUN-2007 the patient developed "peeling in the mouth".  Medical attention was sought.  The patient had not recovered.  Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

284927-1

22-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Oral mucosal exfoliation

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
22-Feb-2008
Status Date

MI
State

WAES0706USA00861
Mfr Report Id

Information has been received from a physician concerning a female patient who was vaccinated with a dose of GARDASIL. After receiving the injection, the
patient fainted. Medical attention was sought. Subsequently, the patient recovered. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284928-1

22-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-May-2007
Vaccine Date

22-May-2007
Onset Date

0
Days

22-Feb-2008
Status Date

TX
State

WAES0706USA00863
Mfr Report Id

Information has been received from a Licensed Visiting Nurse (LVN) concerning a 22 year old female patient with a history of toe surgery who on 22-MAY-2007
was vaccinated IM in deltoid with a dose of Gardasil, lot #657736/0389U.  Concomitant therapy included escitalopram oxalate (LEXAPRO) and a multivitamin.
On 22-MAY-2007 the patient developed bilateral hands and upper arms reddish-brown discoloration, swelling and pain.  She was examined in the office on 24-
MAY-2007.  Azithromycin (Z-PAK) was prescribed, "not sure if started yet".  Her outcome was unknown.  It was noted that urine and CBC were taken on 22-
MAY-2007, before vaccination, and that neutrophils, MCV (mean corpuscular volume) and MCH (mean corpuscular hemoglobin) were "a little high".  Additional
information has been requested.

Symptom Text:

LEXAPRO; Vitamins (unspecified)Other Meds:
Lab Data:
History:

Neutrophil count increased; Mean cell volume increased; Mean cell haemoglobin increased.Prex Illness:

Neutrophil count 05/22/07 a little high; Mean corpuscular volume 05/22/07 a little high; Mean corpuscular 05/22/07 a little high
Toe operation

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

284929-1

22-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Oedema peripheral, Pain in extremity, Skin discolouration

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0389U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3142
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
22-Feb-2008
Status Date

--
State

WAES0706USA00867
Mfr Report Id

Information has been received from a registered nurse concerning a female who was vaccinated with GARDASIL. It was reported that the patient had received
one dose of GARDASIL and experienced dizziness. It was not reported, if she was one of the patient's that had not eaten that day prior to her vaccination or if
she was one of the patients that had received another vaccine at the same time. The patient was observed at the office for an unspecified period and then was
allowed to leave. It was reported that the patient recovered. This is one of two patients. Attempts are being made to obtain additional identifying information to
distinguished the individual patients mentioned in this report. Additional information will be provided if available. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284930-1

22-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-May-2007
Vaccine Date

28-May-2007
Onset Date

3
Days

22-Feb-2008
Status Date

TX
State

WAES0706USA00870
Mfr Report Id

Information has been received from a health professional, concerning a 26 year old female patient with allergies to latex, fruit and nuts, dysmenorrhoea,
menorrhagia, depression, and history of tonsillectomy and ear operation, who on 25-MAY-2007 was vaccinated IM in the right upper arm with the first dose,
0.5ml, of GARDASIL (Lot #657736/0389U). Concomitant therapy included YASMIN. On 28-MAY-2007, three days later the injection site was hard, red and
itchy, and further described as "looked like a spider bite."On 01-JUN-2007, the patient reported the event, and on 04-JUN-2007, she was seen by the physician.
At that time, the physician noted there was "diffuse mild erythema" with no bruising. Bloodwork testing was ordered, with all results normal. At the time of this
report, the patient was recovering from the events. Additional information has been requested.

Symptom Text:

YASMINOther Meds:
Lab Data:
History:

Dysmenorrhoea; MenorrhagiaPrex Illness:

diagnostic hematology 06/04?/07 - normal
Tonsillectomy; Ear operation; Latex allergy; Depression; Allergy to nuts; Dysmenorrhoea; Menorrhagia

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

284931-1

22-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site induration, Injection site pruritus

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0389U 0 Right arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
22-Feb-2008
Status Date

NJ
State

WAES0706USA00892
Mfr Report Id

Information has been received from a healthcare professional, concerning an unknown number of patients who were vaccinated with a prefilled syringe filled
with a dose of GARDASIL, and experienced "very painful" reactions. The reporter indicated that the prefilled syringes "eject out" quickly, and are more painful
than when the syringes supplied to the office are used. Consequently, the office discontinued the use of the prefilled syringes, and the number of very painful
reactions has decreased. Attempts are being made to obtain additional identifying information to distinguish the individual patients mentioned in this report.
Additional information will be provided if available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284932-1

22-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Medical device complication

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-May-2007
Vaccine Date

22-May-2007
Onset Date

0
Days

22-Feb-2008
Status Date

--
State

WAES0706USA00913
Mfr Report Id

Information has been received from a physician concerning a 22 year old female patient with multiple allergic reactions (unspecified) in past who on 22-MAY-
2007 was vaccinated with a first dose of GARDASIL. On 22-MAY-2007 the patient developed hardness and warmth to the touch at the injection site.
Unspecified medical attention was sought by the patient. The outcome was unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Multiple allergies

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

284933-1

22-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site induration, Injection site warmth

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
20-Feb-2008
Status Date

--
State

WAES0706USA00930
Mfr Report Id

Information has been received from a Registered Nurse (R.N.) concerning a female patient in "early 20s" who was vaccinated with a first dose of Gardasil. The
reporter reported that "patient fainted immediately after receiving her second dose of Gardasil." The patient sought unspecified medical attention and
recovered. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

284934-1

20-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
20-Feb-2008
Status Date

NM
State

WAES0706USA00942
Mfr Report Id

Information has been received from a nurse concerning a female who was vaccinated with a dose of Gardasil. Concomitant therapy included other unspecified
vaccines administered the same day. Subsequently, approximately five minutes after the patient was vaccinated with Gardasil, she passed out and vomited.
The patient sought unspecified medical attention. The patient's outcome was unknown. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284935-1

20-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

UNK
HPV4

UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
05-Jun-2007
Onset Date Days

20-Feb-2008
Status Date

FL
State

WAES0706USA00997
Mfr Report Id

Information has been received from a medical assistant (M.A.) concerning a 26 year old female patient with dysplasia and a history of chickenpox, abnormal
papanicolaou smear test who on 05-JUN-2007 was vaccinated in the right arm with a second dose of Gardasil lot #657737/0522U. Concomitant therapy
included AVIANE 28. On 05-JUN-2007, after she received the second injection and later that night her right hand was swollen and red. she went to the
emergency room (E.R.) because her stomach and right side was hurting and the right hand was red and swollen. The patient was seen in the office on 06-JUN-
2007 and the fingers were swollen, blue and the right hand was very cold. The patient had blood drawn from the right forearm the same day as receiving
Gardasil. She did not have any problems from the 1st injection. The patient had not recovered at the time of this report. Additional information has been
requested.

Symptom Text:

AVIANEOther Meds:
Lab Data:
History:

DysplasiaPrex Illness:

None
Chickenpox; Papanicolaou smear abnormal

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

284936-1

20-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain upper, Cyanosis, Erythema, Flank pain, Oedema peripheral, Peripheral coldness

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Jun-2007
Vaccine Date

04-Jun-2007
Onset Date

0
Days

20-Feb-2008
Status Date

NY
State

WAES0706USA01012
Mfr Report Id

Information has been received from an LPN concerning a 12 year old female with no pertinent medical history and no history of drug reactions/allergies, who on
04-JUN-2007 was vaccinated intramuscularly in the arm with Gardasil (lot # 657736/0389U). There was no concomitant medication. on 04-JUN-2007, following
vaccination, the patient developed a rash over her whole body. The rash was red and itchy and was described as developing into hives from the head to toe.
The rash started over the whole body a few hours after vaccination. At the time of this report, the patient had not recovered. Unspecified medical attention was
sought. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

284937-1

20-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash generalised, Rash pruritic, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0389U Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-May-2007
Vaccine Date

30-May-2007
Onset Date

0
Days

20-Feb-2008
Status Date

CA
State

WAES0706USA01015
Mfr Report Id

Information has been received from a physician concerning a 17 year old female student who on 30-MAY-2007 at 1:35 PM was vaccinated in the right upper
extremity with the first dose of Gardasil (lot # 657737/0522U). Concomitant vaccination included MENACTRA (lot # U2234AA). There were no illnesses at time
of vaccination. The patient experienced a syncopal episode within a few minutes of vaccination and fell of the exam table. Her body became stiff and her eyes
rolled. She had a second episode approximately 20-30 minutes later. The patient was lethargic for approximately 24 hours. The patient subsequently recovered
on 31-MAY-2007. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

284938-1

20-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Fall, Gaze palsy, Musculoskeletal stiffness, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0522U 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
20-Feb-2008
Status Date

NC
State

WAES0706USA01037
Mfr Report Id

Information has been received from a nurse concerning 3 female patients (the age of the patients ranged from 9 to 11 year old) who were vaccinated with a
dose of Gardasil and fainted after being given the injection. Unspecified medical attention was sought by the patients. The outcome was unknown. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284939-1

20-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
20-Feb-2008
Status Date

--
State

WAES0706USA01043
Mfr Report Id

Information has been received from a nurse concerning her daughter (age not reported) who on an unspecified date was vaccinated with the first dose of
Gardasil (lot # not reported). Subsequently, the patient experienced injection site pain for three days after receiving the vaccine. The pain was treated with an
application of ice to the injection site. Subsequently, the patient recovered from injection site pain. No other information was provided. Additional information
has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284940-1

20-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-May-2007
Vaccine Date

30-May-2007
Onset Date

0
Days

22-Feb-2008
Status Date

CA
State

WAES0706USA01047
Mfr Report Id

Information has been received from a registered nurse concerning a 47 year old female with no pertinent medical history and no known allergies, who on 30-
MAY-2007 was vaccinated with the third dose Gardasil (lot # 657737/0522U). The patient reported that following the vaccination, "all the fluid leaked out along
with some blood". The patient informed the nurse that she knew how to administer vaccines. The nurse stated that medical assistant at the office who
administers vaccines refuted the patient's claim. The nurse confirmed the patient's age. Unspecified medical attention was sought. At the time of this report, the
outcome of the event was unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
47.0

284941-1

22-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, Injection site extravasation, Underdose, Wrong technique in drug usage process

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0522U 2 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Apr-2007
Vaccine Date

07-Apr-2007
Onset Date

1
Days

22-Feb-2008
Status Date

RI
State

WAES0706USA01050
Mfr Report Id

Information has been received from an RN concerning a female patient who on approximately 06-APR-2007 was vaccinated with her first dose of Gardasil.
The day after receiving the injection the patient's arm turned red, swelled, and was itchy.  Her arm was red from the injection site to her elbow.  Unspecified
medical attention was sought.  The patient treated herself with diphenhydramine hydrochloride (BENADRYL).  Her symptoms lasted seven days.  The patient's
outcome was reported as recovered, date unknown.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

284942-1

22-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Oedema peripheral, Pruritus

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Jun-2007
Vaccine Date

04-Jun-2007
Onset Date

0
Days

21-Feb-2008
Status Date

IL
State

WAES0706USA01056
Mfr Report Id

Information has been received from a 25 year old female patient with anxiety and allergy to amoxicillin who on 04-JUN-2007 was vaccinated with her first dose
of Gardasil. Concomitant therapy included unspecified anxiety medication. The patient reported that after she received the injection, she experienced itching at
the injection site and nausea. On 06-JUN-2007 the patient developed diarrhea. The patient's symptoms persisted. Additional information has been requested.

Symptom Text:

[therapy unspecified]Other Meds:
Lab Data:
History:

Anxiety; Allergic reaction to antibioticsPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

284943-1

21-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Diarrhoea, Injection site pruritus, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Jul-2007

Vaccine Date
13-Jul-2007
Onset Date

3
Days

23-Jul-2007
Status Date

AL
State Mfr Report Id

1st shot 3 days later swelling, fever, in right   arm & breast  next week later surgery     2 month later had nurse to put in     opposite arm swelling reaction from
    neck down on left side lots of pain    no one told us of these side affects.  8/13/2007 MR received for ER visit 7/17/2007 for c/o swelling and tenderness in L
deltoid.  PE (+) minimal induration at injection site and tenderness to palpation of the L back. DX: Local reaction to vaccination.

Symptom Text:

Other Meds:
Lab Data:
History:

hospilization surgery fever swellingPrex Illness:

None. PMH: Cellulitis after 1st injection.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

284962-1 (S)

29-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site induration, Local reaction, Pain, Pyrexia, Surgery, Swelling, Tenderness, Vaccine positive rechallenge

 ER VISIT, HOSPITALIZED, SERIOUS

Related reports:   284962-2

Other Vaccine
17-Jul-2007

Received Date

swelling pain fever hospilization~HPV (no brand name)~2~15~In PatientPrex Vax Illns:

HPV4 MERCK & CO. INC. 0384U 2 Right leg Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Jul-2007

Vaccine Date
12-Jul-2007
Onset Date

2
Days

30-Jul-2007
Status Date

AL
State Mfr Report Id

Patient was seen on 7/17/07 with (L) arm swelling and warmth and complaints of (L) sided discomfort including face, arm, leg, and back, no other physical
findings. Sxs began 7/12/07 and worsened next 5-7 days. No fever but generalized aches.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Local reaction/inflammatoryPrex Illness:

None, treated with Naprosyn
After vaccines 5/4/07, breast cellulitis

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.7

284962-2

30-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Discomfort, Injection site swelling, Injection site warmth, Pain

 ER VISIT, NOT SERIOUS

Related reports:   284962-1

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

0602U
0802U

1
1

Left arm
Right arm

Subcutaneously
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Jul-2007

Vaccine Date
16-Jul-2007
Onset Date

10
Days

27-Jul-2007
Status Date

CA
State Mfr Report Id

Erythema Multiforme 12 days post Gardasil vaccine. Eruptions started on 10 day post vaccineSymptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

CBC Herpes H2 Mono Aso Chem Sed Rate
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

284970-1

30-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema multiforme

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1427E 1 Right arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Jul-2007

Vaccine Date
17-Jul-2007
Onset Date

0
Days

27-Jul-2007
Status Date

FL
State Mfr Report Id

Pre faint in parking lotSymptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

284971-1

30-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Jul-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

02069AA
0245U

Right arm
Left arm

Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Jul-2007

Vaccine Date
16-Jul-2007
Onset Date

0
Days

27-Jul-2007
Status Date

CA
State Mfr Report Id

Patient passed out/fainted, fell to floor from examination table. Bruised, disoriented.Symptom Text:

topical wart removerOther Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

284978-1

08-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Contusion, Disorientation, Fall, Loss of consciousness, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Jul-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL

0
0

Unknown
Unknown

Unknown
Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Jul-2007

Vaccine Date
17-Jul-2007
Onset Date

0
Days

30-Jul-2007
Status Date

PA
State Mfr Report Id

Lacey fainted soon after receiving her vaccines she awoke after approx 3 sec and didn't know what happened to her. She then laid down on the table w/feet
elevated for approx 15 min and 2 sets of vitals were taken.

Symptom Text:

InsulinOther Meds:
Lab Data:
History:

NonePrex Illness:

Vital signs #1 BP 116/64 heart rate 54 #2 BP 107/68 heart rate 53
IDDM

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

284990-1

30-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2378BA
0525U

0
0

Left arm
Left arm

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jul-2007

Vaccine Date
18-Jul-2007
Onset Date

0
Days

27-Jul-2007
Status Date

WI
State Mfr Report Id

PATIENT GIVEN tDAP AND MENACTRA IN LEFT DELTOID, HPV IN RIGHT DELTOID.  C/O DIZZINESS, PUT HEAD DOWN.  WITHIN MINUTES, PATIENT
GREEN IN COLOR AND VERY CLAMMY.  HEAD PUT FURTHER DOWN.  AFTER SEVERAL MINUTES TRIED TO MOVE CLIENT TO NEXT ROOM TO
REST WHEN SHE FAINTED IN HALLWAY.  LOWERED TO GROUND AND FEET PUT UP ON CHAIR.  PULSE AND BLOOD PRESSURE TAKEN.  911
CALLED.  PATIENT SLOWLY OPENED EYES.  STILL CLAMMY AND PALE.  RESCUE ARRIVED, DENIED NEED FOR OXYGEN.  COOL, WET COMPRESS
PUT ON FOREHEAD.  PULSE OX 98%, PULSE 60 AND BLOOD PRESSURE 100/60.  SLOWLY ABLE TO GET PATIENT TO SITTING POSITION.  BLOOD
PRESSURE TAKEN AGAIN AND PATIENT HELPED INTO CHAIR.  GIVEN WATER TO DRINK.  MOM PRESENT THROUGHOUT INCIDENT.  DENIED NEED
FOR TRANSPORT TO ER.  PATIENT REMAINED ON PREMISES FOR ANOTHER 15 MINUTES DRINKING WATER.  NURSE ASSISTED OUT TO HER
CAR.  MOM DRIVING, AND MOM WILL BE HOME WITH PATIENT ALL DAY TO OBSERVE.

Symptom Text:

NONE KNOWNOther Meds:
Lab Data:
History:

NONEPrex Illness:

NONE
NONE KNOWN

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

284999-1

30-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cold sweat, Dizziness, Pallor, Syncope, Wrong drug administered

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

NONE~ ()~NULL~~In PatientPrex Vax Illns:

MNQ
HPV4
DTAP

SANOFI PASTEUR
MERCK & CO. INC.
SANOFI PASTEUR

U2236AA
1426F
C2688AA

0
1
0

Left arm
Right arm
Left arm

Intramuscular
Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jul-2007

Vaccine Date
18-Jul-2007
Onset Date

0
Days

19-Jul-2007
Status Date

RI
State Mfr Report Id

five minutes after vaccine given, patient fainted.  Patient pale , diaphoretic, weak.  Placed in supine position, cold cloth to head, vital signs done, sugar
containing drink given.  Patient recovered back to normal conditon in twenty minutes and was able to walk out of clinic.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

OCD, Tourette"s Syndrome

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

285002-1

19-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Hyperhidrosis, Pallor, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

TDAP

HPV4

GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

AC52B00BAA

0525U

0

0

Left arm

Right arm

Intramuscular

Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Jul-2007

Vaccine Date
13-Jul-2007
Onset Date

1
Days

27-Jul-2007
Status Date

WI
State Mfr Report Id

Healthy client received Menactra 0.5 cc IM L Deltoid at 4PM on 07/12/07 without incident. Mother of client reported the following information at 4PM on
07/17/07.  Onset of symptoms during the night of 07/12/07- fever of 100-101 degrees F, nausea, stiff neck, blurred vision, sore L arm, generalized joint aching
severe headache,malaise, sl. mental "fogginess," without seizure paralysis, generalized rash or vomiting.  Parents gave client tylenol as needed to reduce
aching and fever symptoms over the course of next 3 days, during which time client was not able to go to work due to symptoms, but was able to lay on the
couch and eat some foods and liquids. At 4PM on 7/17/07 mother reports client is "Slowly getting better-she was able to go to work today, but she's still tired
and the L arm is still tender.  The headache is going away, too.  Interestingly, my sister's son had the Menactra vaccine last summer, and she just told me that
her son had three days of fever and aching when he had it, too."  I encouraged mother to call Dr. to report the adverse symptoms and any symptoms that may
occur in the future related to the vaccination. Mother agreed to contact Dr. as follow up to incident.

Symptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

Mother reports client is allergic to sulfa, unknown if allery is physician diagnosed

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

285004-1

08-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Fatigue, Feeling abnormal, Headache, Injection site pain, Malaise, Musculoskeletal stiffness, Nausea, Pyrexia, Vision blurred

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

MNQ

HPV4

SANOFI PASTEUR

MERCK & CO. INC.

U2236AA/PUBLI
C
0181U/PUBLIC

0

0

Left arm

Right arm

Intramuscular

Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Feb-2007
Vaccine Date

28-Feb-2007
Onset Date

1
Days

23-Jul-2007
Status Date

OK
State Mfr Report Id

(PER MOTHERS WRITTEN STATEMENT SUBMITTED TO HEALTH DEPARTMENT ON JULY 18, 2007) ON FEBRUARY 27 AT APPROXIMATELY 1:30 PM
PATIENT RECEIVED THE HPV VACCINE, GARDISIL. THAT EVENING SHE RAN A LOW GRADE TEMPERATURE AND COMPLAINED OF PAIN AT THE
INJECTION SITE. THE FOLLOWING AFTERNOON AT APPROXIMATELY 2:30PM SHE BEGAN TO EXPERIENCE PAIN IN HER CHEST AND UPPER
ABDOMEN AND CONTINUED TO RUN A LOW GRADE FEVER. ON 2/29/07 SHE BEGAN EXPERIENCING NAUSEA AND VOMITING CONTINUING
THROUGH THE WEEK. ON 03/02/2007 SHE WENT TO OUR FAMILY DR., WHO FELT THAT IT WAS A VIRUS AND PRESCRIBED SOME PRESCRIPTION
NAUSEA MEDICATION AND SOMETHING FOR HER STOMACH. SHE CONTINUED TO THROW UP AND RUN A LOW GRADE FEVER THAT RARELY
WENT OVER 101F.. ON MARCH 13TH I BEGAN CALLING OTHER DOCTORS WHO WOULD ACCEPT OUR INSURANCE AND FOUND DR. HE DID NOT
HAVE ANY APPOINTMENTS AVAILABLE THAT DAY SO I TOOK PATIENT TO THE EMERGENCY ROOM. THERE I ASKED THE DOCTOR TO RUN BLOOD
TESTS BECAUSE SHE HAD BEEN SICK FOR A LONG TIME, AND I FELT SHE WAS DEHYDRATED AND SOMETHING OTHER THAN A VIRUS WAS
GOING ON WITH HER. THE ER DOCTOR CHECKED HER ENZYME LEVELS AND HER LIPASE WAS OVER 1000. SHE WAS HOSPITALIZED FOR 11
DAYS AND HER ENZYMES CONTINUED TO FLUCTUATE. HOSPITAL WAS CALLED AND THEY DID NOT HAVE ANY BEDS AVAILABLE AT THAT TIME. A
CATSCAN REVEALED A SMALL PSEUDOCYST ON HER PANCREAS AND IT WAS EXPECTED TO RESOLVE ON ITS OWN. SHE WAS RELEASED ON
THE 23RD. ON MARCH 30TH SHE WAS TAKEN TO HOSPITAL AND ADMITTED. THEY FOUND THE SPUEDOCYST HAD GROWN AND SHE HAD
DEVELOPED ANOTHER CYST ON HER PANCREAS AS WELL. SHE WAS HOSPITALIZED UNTIL THE 2ND OF APRIL AND THEN RELEASED. ON APRIL
5TH SHE WENT TO THE DOCTOR AND HER ENZYMES WERE BACK UP OVER 700. ON APRIL 24TH THEY HAD COME DOWN TO 435. ON MAY 3RD
HER PAIN GOT EVEN WORSE AND SHE WAS TAKEN BACK TO HOSPITAL AND RELEASED AS SHE WAS TO HAVE SURGERY ON THE 14TH. ON MAY
14TH SHE HAD SURGERY AND THEY DRAINED HER PSUEDOCYST. SHE WAS RELEASED ON MAY 20TH. ON JUNE 9TH SHE WAS TAKEN BACK TO
THE ER AND HER ENZYMES WERE UP AGAIN. ON JUNE 12TH

Symptom Text:

noneOther Meds:
Lab Data:

History:
nonePrex Illness:

records received 8/30/07- Amylase 176 and lipase 1008 elevated. Abdominal CT scan positive for thin walled fluid collection within body of pancreas and
evidence of inflammation within pancreas. WBC 9800.
seasonal allergies

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

285010-1 (S)

19-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain upper, Blood test, Body temperature increased, Chest pain, Computerised tomogram abnormal, Dehydration, Dizziness, Enzyme abnormality,
Gastrointestinal tube insertion, Injection site pain, Lipase increased, Nausea, Pain, Pancreatic cyst, Pancreatic pseudocyst drainage, Pseudocyst, Surgery,
Swelling, Vomiting

 ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, LIFE THREATENING, SERIOUS

Related reports:   285010-2

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1208F 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3166
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Feb-2007
Vaccine Date

28-Feb-2007
Onset Date

1
Days

04-Sep-2007
Status Date

--
State

WAES0708USA02039
Mfr Report Id

This report was identified from a line listing obtained on request by the Company from the FDA under the Freedom of Information Act. A 13 year old female with
seasonal allergies and no pre-existing illnesses who on 27-FEB-2007 was vaccinated, intramuscularly into the left arm with the first dose of Gardasil, (lot #
654741/1208F). It was reported that the patient experienced abdominal pain, upper, blood test, body temperature increased, chest pain, computerized
tomogram abnormal, dizziness, dehydration, enzyme abnormality, gastrointestinal tube insertion, injection site pain, lipase increased, nausea, pain, pancreatic
cyst, pancreatic pseudocyst drainage, pseudocyst, surgery, swelling, vomiting and nausea. The listing indicated that one or more of the events required
hospitalization, was considered to be immediately life-threatening. (Per the mother's written statement submitted to the Health department on 18-JUL-2007) on
27-FEB-2007, at approximately 1:30 p.m. the patient received Gardasil. That evening she ran a low grade temperature and complained of pain at the injection
site. The following afternoon at approximately 2:30 p.m., she began to experience pain in her chest and upper abdomen and continued to run a low grade fever.
On 29-FEB-2007, she began experiencing nausea and vomiting which continued through the week. On 02-MAR-2007, she went to the family physician who felt
that it was a virus and prescribed some prescription nausea medication and something for her stomach. She continued to throw up and run a low grade fever
that rarely went over 101 degrees Fahrenheit. On 13-MAR-2007, the patient was taken to the Emergency Room (ER). The patient's mother requested that
blood tests be done because the patient had been sick a long time. The mother thought the patient was dehydrated and she thought that something other than
a virus was going on with the patient. The ER physician checked the patient's enzyme levels and her lipase was over 1000. The patient was hospitalized for 11
days and her enzymes continued to

Symptom Text:

NoneOther Meds:
Lab Data:

History:
Seasonal allergyPrex Illness:

computed axial 03/13?/07 - see narrative; diagnostic laboratory 04/24/07 435 - enzymes; diagnostic laboratory 04/05/07 700 - enzymes; serum lipase test
03/13/07 >1000; body temp 03/02?07 - rarely over 101 degrees Fahrenheit records receive

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

285010-2 (S)

19-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Body temperature increased, Chest pain, Dehydration, Dizziness, Enzyme abnormality, Gastrointestinal tube insertion, Injection site pain,
Nausea, Pain, Pancreatic cyst, Pseudocyst, Pseudolymphoma, Surgery, Swelling, Vomiting

 EXTENDED HOSPITAL STAY, HOSPITALIZED, LIFE THREATENING, SERIOUS

Related reports:   285010-1

Other Vaccine
31-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1208F 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3167
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Jul-2007

Vaccine Date
17-Jul-2007
Onset Date

0
Days

27-Jul-2007
Status Date

PA
State Mfr Report Id

Patient reportedly had a seizure within 12 hours of recieving Gardisil Vaccine.  This was her first dose.  It is undetermined how long the seizure lasted as the
patient and her mother are poor historians.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None Available
Amoxicillin

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

285011-1

30-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0212U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3168
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Mar-2007
Vaccine Date

01-Jun-2007
Onset Date

84
Days

30-Jul-2007
Status Date

FL
State Mfr Report Id

Gardasil adverse reaction resembling RA pauciarticular joint pain  elevated sed rate, elevated RF, anemiaSymptom Text:

Other Meds:
Lab Data:
History:

nonePrex Illness:

RF 343sed rate 110hgb 11hct 33other labs pending
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
7.0

285016-1

30-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anaemia, Arthralgia, Juvenile arthritis

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. N/A 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3169
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Apr-2007
Vaccine Date

21-Apr-2007
Onset Date

4
Days

22-Feb-2008
Status Date

MA
State

WAES0706USA01077
Mfr Report Id

Information has been received from a physician concerning a 17 year old white female student who is allergic to cefaclor (CECLOR) who on 17-APR-2007 was
vaccinated IM into the left deltoid with a first dose of Gardasil (lot # 657621/0387U).  There was no concomitant medication.  On 21-APR-2007 the patient
developed pain in the left upper arm and shoulder.  There was no swelling or redness.  She was treated with ibuprofen.  It lasted about 4 days.  Subsequently,
the patient recovered from pain left shoulder.  Additional information is not expected.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Drug hypersensitivityPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

285039-1

22-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Musculoskeletal pain, Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0387U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3170
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
22-Feb-2008
Status Date

NM
State

WAES0706USA01087
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with a 0.5 mL dose of Gardasil.  It was reported that the patient had
fainted after vaccination.  The patient sought unspecified medical attention.  Subsequently, the patient recovered.  This is one of two reports received from the
same source.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285040-1

22-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3171
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Aug-2007
Status Date

--
State

WAES0706USA01092
Mfr Report Id

Information has been received from a health professional concerning her 15 year old daughter who was vaccinated with a third dose of Gardasil. Subsequently
the patient developed extreme fatigue after receiving the third dose of Gardasil. The event resolved after three days without any treatment. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

285041-1

13-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Fatigue

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3172
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-May-2007
Vaccine Date

01-Jun-2007
Onset Date

9
Days

13-Aug-2007
Status Date

CA
State

WAES0706USA01097
Mfr Report Id

Information has been received through the Merck pregnancy registry from a physician concerning a 15 year old female with anaemia and scabies infestation
who on 23-MAR-2007 was vaccinated IM in the right deltoid with a 0.5 ml with a first dose of Gardasil (lot# 654702/0011U) patient reported last menstrual
period was 25-FEB-2007. On 23-MAY-2007 was vaccinated IM in the right deltoid with a 0.5 ml with a second dose of Gardasil (LOT # 654702/0011U) patient
reported LMP as 23-APR-2007. Concomitant therapy included Elimite cream. On 01-JUN-2007 the patient was seen in the office for a rash. When asked her
LMP, she refused to answer. The patient had a positive pregnancy test and it was discovered that the patient was 24 - 26 weeks pregnant. Other laboratory
tests included complete blood cell count, enzyme immunoassay HIV antibody screen, cervix Chlamydia trachomatis and Neisseria gonorrhoeae screen, and
food allergy test (results not reported). Additional information has been requested.

Symptom Text:

ELIMITE CREAMOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = Unknown); Anaemia; Scabies infestationPrex Illness:

allergy test, beta-human chorionic - positive, complete blood cell, HIV antibody screen, cervix C. trachomatis/N.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

285042-1

13-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0011U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3173
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Aug-2007
Status Date

--
State

WAES706USA01116
Mfr Report Id

Information has been received from a registered nurse, via a company representative, concerning a female patient who was vaccinated (date unspecified) with
the first dose of Gardasil. Following the vaccination (duration of time not specified), the patient developed swollen lymph nodes in her neck. At the time of this
report, it was unknown if the patient had recovered. The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285043-1

13-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Lymphadenopathy

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3174
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Jun-2007
Vaccine Date

05-Jun-2007
Onset Date

0
Days

13-Aug-2007
Status Date

MD
State

WAES0706USA01133
Mfr Report Id

Information has been received from a registered nurse, concerning a 20 year old female patient, with oligomenorrhoea, who on 05-JUN-2007, at 11:30am, was
vaccinated with the third dose, 0.5ml, IM, of Gardasil (Lot #657622/0388U). There was no concomitant medication. On 05-JUN-2007, at 8:00pm, the patient
developed a fever of 101F, with chills and muscular weakness. On 06-JUN-2007, the patient visited her physician, and stated the physician "thinks that it's a
natural virus infection." At the time of this report, the patient had not recovered. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

OligomenorrhoeaPrex Illness:

temperature measurement 06/05/07 101 degre

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

285044-1

13-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chills, Muscular weakness, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0388U 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3175
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Aug-2007
Status Date

TX
State

WAES0706USA01138
Mfr Report Id

Information has been received from a registered nurse, concerning a 23 year old female patient, with no known allergies and no significant medical history, who
was vaccinated (date unspecified) with the third dose, 0.5ml, IM, of Gardasil, two months after the second dose. There was no concomitant medication.
Following the vaccination (duration of time not specified), she developed hand swelling, and a rash that developed on her arms. At the time of this report, the
patient had recovered (date unspecified). Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

285045-1

13-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, Oedema peripheral, Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3176
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Mar-2007
Vaccine Date

06-Mar-2007
Onset Date

0
Days

13-Aug-2007
Status Date

--
State

WAES0706USA01149
Mfr Report Id

Information has been received from a physician's assistant, concerning a 23 year old female patient, who on approximately 06-MAR-2007 ("three months ago"),
was vaccinated with the third dose, 0.5ml, of Gardasil. Following the vaccination (duration not specified), the patient developed raised hives on all of her
extremities, but not her trunk. Treatment included prednisone (manufacturer not specified). At the time of this report, the PA indicated the patient had not
recovered. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

285046-1

13-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3177
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jun-2007
Vaccine Date

05-Jun-2007
Onset Date

4
Days

13-Aug-2007
Status Date

--
State

WAES0706USA01155
Mfr Report Id

Information has been received from a nurse practitioner concerning an 18 year old female who was vaccinated on 01-JUN-2007 with a third dose of Gardasil.
Subsequently on 05-JUN-2007, the patient experienced abnormal bleeding and spotting. Unspecified medical attention was sought. The patient's abnormal
bleeding and spotting persisted.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

285047-1

13-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Menstrual disorder, Metrorrhagia

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3178
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Mar-2007
Vaccine Date

Unknown
Onset Date Days

13-Aug-2007
Status Date

ME
State

WAES0706USA01160
Mfr Report Id

Information has been received from a nurse practitioner concerning a 14 year old female who on 21-MAR-2007 was vaccinated with a third dose of Gardasil.
Subsequently the patient experienced a skipped menstrual period in April and May (but had slight spotting in May). Unspecified medical attention was sought. A
pregnancy test was not given to the patient. This is one of two reports received from the same source. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

285048-1

13-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Menstruation delayed

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3179
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Jun-2007
Vaccine Date

05-Jun-2007
Onset Date

0
Days

13-Aug-2007
Status Date

--
State

WAES0706USA01166
Mfr Report Id

Information has been received from a certified medical assistant concerning a female who was vaccinated on 05-JUN-2007 with Gardasil. On 05-JUN-2007 the
patient experienced dizziness. Unspecified medical attention was sought. Subsequently, the patient recovered  from dizziness the same day. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285049-1

13-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3180
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Aug-2007
Status Date

--
State

WAES0706USA01168
Mfr Report Id

Information has been received from a physicians assistant concerning a 9 year old female who was vaccinated with Gardasil. Subsequently 6 hours after the
vaccination the patient experienced vomiting. Unspecified medical attention was sought. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
9.0

285050-1

13-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3181
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Jun-2007
Vaccine Date

04-Jun-2007
Onset Date

0
Days

13-Aug-2007
Status Date

--
State

WAES0706USA01169
Mfr Report Id

Information has been received from a nurse practitioner concerning a 16 year old female who on 04-JUN-2007 was vaccinated IM with a 0.5 ml first dose of
Gardasil. Five minutes later the patient experienced dizziness and fainted while sitting in a chair. Unspecified medical attention was sought. Subsequently, the
patient recovered from dizziness and fainting. This is one of several reports received from the same source. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

285051-1

13-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3182
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Jun-2007
Vaccine Date

07-Jun-2007
Onset Date

1
Days

13-Aug-2007
Status Date

NY
State

WAES0706USA01191
Mfr Report Id

Information has been received from a physician concerning a female patient with a penicillin allergy and no medical history who on 06-JUN-2007 was
vaccinated IM with a dose of Gardasil. There was no concomitant medication. On the morning of 07-JUN-2007, the patient developed a rash that was red,
erythematous, and itchy. It was on her trunk, neck and arms. She also felt faint or dizzy as the rash began. The treatment was Benadryl. No diagnostic
laboratory studies were performed. At the time of this report the patient had not recovered. No product quality complaint was involved. Additional information
has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Penicillin allergyPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285052-1

13-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Rash erythematous, Rash pruritic, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3183
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Apr-2007
Vaccine Date

15-Apr-2007
Onset Date

3
Days

13-Aug-2007
Status Date

NY
State

WAES0706USA01197
Mfr Report Id

Information has been received from a physician concerning a 26 year old female with no medical history or drug allergies, who on 12-APR-2007 was
vaccinated with a first dose of Gardasil. There was no concomitant medication. Three days after vaccination, the patient developed a severe generalized rash
all over her body. The patient was referred to a dermatologist who treated the rash with hydrocortisone (Cotizone). No laboratory diagnostic studies were
performed. Subsequently, the patient recovered after a couple days. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

285053-1

13-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash generalised

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3184
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Apr-2007
Vaccine Date

01-Apr-2007
Onset Date

0
Days

13-Aug-2007
Status Date

TN
State

WAES0706USA01198
Mfr Report Id

Information has been received from a physician concerning a female between the age of 12 and 16, who, a "couple months ago" was vaccinated with a 0.5mL
dose of Gardasil. Concomitant therapy included Menactra. Twenty-four hours after being vaccinated with Gardasil the patient experienced nausea and
weakness. The patient sought unspecified medical attention. Subsequently, the patient recovered. No product quality complaint was involved. Additional
information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

285054-1

13-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 3185
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Aug-2007
Status Date

--
State

WAES0706USA01212
Mfr Report Id

Information has been received from a physician concerning a female (age unknown), who, on an unspecified date, was vaccinated with a dose of Gardasil.
After the patient received one dose of Gardasil she experienced numbness in her arm. Patient received vaccination from her primary care physician and not the
reporting physician. The patient did seek unspecified medical attention. At the time of this report, the outcome was unknown. No product quality complaint was
involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285055-1

13-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3186
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Aug-2007
Status Date

MI
State

WAES0706USA01227
Mfr Report Id

Information has been received from a physician concerning a female (age not reported) who on an unspecified date was vaccinated with Gardasil (Lot Number
unknown) injection. The physician reported that the patient fainted after receiving Gardasil. Medical attention was sought. At the time of reporting the outcome
was unknown. No further information was provided. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285056-1

13-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3187
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Aug-2007
Status Date

MI
State

WAES0706USA01228
Mfr Report Id

Information has been received from a physician concerning a female (age not reported) who on an unspecified date was vaccinated with Gardasil (lot number
unknown) injection. The physician reported that the patient fainted after receiving Gardasil. Medical attention was sought. No further information was provided.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285057-1

13-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3188
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jun-2007
Vaccine Date

01-Jun-2007
Onset Date

0
Days

13-Aug-2007
Status Date

--
State

WAES0706USA01234
Mfr Report Id

Information has been received from a 41 year old with no pertinent medical history or drug reactions/allergies who on 01-JUN-2007 was vaccinated with her
first dose of Gardasil (lot number unknown) 0.5 mL. There was no concomitant medication used. On 01-JUN-2007 the consumer reported that she experienced
nausea following the first dose of Gardasil. The consumer recovered from the nausea on 02-JUN-2007. She did not seek medical attention. No additional
information is available.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
41.0

285058-1

06-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, Nausea, Off label use

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3189
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Aug-2007
Status Date

NC
State

WAES0706USA01244
Mfr Report Id

Information has been received from a certified medical assistant concerning multiple patients' (unknown number) who were vaccinated with a dose of Gardasil.
Subsequently the patients' complained of pain while and after receiving vaccinations of Gardasil. It was reported that all of their patients' complain of the pain. It
was also reported that vaccinations are given via intramuscular route using two inch needles. The needles do not completely penetrate nor do the staff want to
"force it." It was also reported that for all patients' the symptoms resolved. No product quality complaint was involved. Attempts are being made to obtain
additional identifying to distinguish the individual patients mentioned in this report. Additional information will be provided if available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285059-1

13-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3190
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Feb-2007
Vaccine Date

20-Feb-2007
Onset Date

0
Days

13-Aug-2007
Status Date

TX
State

WAES0706USA01254
Mfr Report Id

Information has been received from a physician's office manager concerning a 21 year old female who on 20-FEB-2007 received her first dose of Gardasil.
After receiving the vaccination, on 20-FEB-2007, the patient fell backwards and hit the back of her head in the physician's office. She was taken to the
emergency room for treatment. The patient was not admitted to the hospital. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

285060-1

13-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Fall, Head injury

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3191
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-May-2007
Vaccine Date

22-May-2007
Onset Date

0
Days

13-Aug-2007
Status Date

WA
State

WAES0706USA01261
Mfr Report Id

Information has been received from a physician concerning a 16 year old female patient who on 22-MAY-2007 was vaccinated IM with a first dose of Gardasil
(Lot# "0170U"). Concomitant therapy included a dose of Menactra. Within fifteen minutes, the patient "passed out cold." Unspecified medical attention was
sought. Subsequently, the patient recovered and was fine. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

285061-1

13-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL 0

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 3192
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Jun-2007
Vaccine Date

04-Jun-2007
Onset Date

0
Days

13-Aug-2007
Status Date

--
State

WAES0706USA01270
Mfr Report Id

Information has been received from a nurse practitioner concerning a 17 year old female who on 04-JUN-2007 was vaccinated IM with a 0.5 ml first dose
Gardasil. On 04-JUN-2007 the patient fainted and hit her head. Unspecified medical attention was sought. Subsequently, the patient recovered from fainting.
This is one of several reports received from the same source. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

285062-1

13-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Head injury, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3193
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
05-Jun-2007
Vaccine Date

05-Jun-2007
Onset Date

0
Days

13-Aug-2007
Status Date

--
State

WAES0706USA01271
Mfr Report Id

Information has been received from a nurse practitioner concerning a 17 year old patient who was hysterical prior to receiving the vaccine and on 05-JUN-2007
was vaccinated IM with a 0.5 ml dose of Gardasil. On 05-JUN-2007 after the vaccination, the patient felt light headed. Unspecified medical attention was
sought. Subsequently, the patient recovered from light headedness. This is one of several reports from the same source. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

HysteriaPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

285063-1

13-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3194
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Jun-2007
Vaccine Date

06-Jun-2007
Onset Date

0
Days

13-Aug-2007
Status Date

--
State

WAES0706USA01272
Mfr Report Id

Information has been received from a nurse practitioner concerning a 16 year old female patient who on 06-JUN-2007 was vaccinated IM with a 0.5 ml second
dose of Gardasil. On 06-JUN-2007 the patient felt dizzy. Unspecified medical attention was sought. Subsequently, the patient recovered from dizziness. This is
one of several reports from the same source.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

285064-1

13-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3195
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Aug-2007
Status Date

MI
State

WAES0706USA01318
Mfr Report Id

Information has been received from a licensed practical nurse, concerning herself, a female in her 20's, who was vaccinated on an unspecified date, with the
first dose of Gardasil. The day following the vaccination, the nurse reported that her period came early, and she felt sick. The nurse recovered after an unknown
duration of time. The nurse sought unspecified medical attention. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

285065-1

13-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Malaise, Menstruation irregular

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3196
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Apr-2007
Vaccine Date

Unknown
Onset Date Days

13-Aug-2007
Status Date

NY
State

WAES0706USA01336
Mfr Report Id

Information has been received from a nurse concerning a female (age not reported) who on an unspecified date was vaccinated with her first dose of Gardasil
(Lot Number unknown). The nurse reported that on 23-APR-2007 the female was vaccinated with her second dose of Gardasil (Lot Number 655324/0089U)
0.5mL. On an unspecified date, the patient experienced violent headaches. There was no concomitant medication. Medical attention was sought. Additional
information was not provided. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285066-1

13-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0089U 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3197
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Aug-2007
Status Date

TN
State

WAES0706USA01337
Mfr Report Id

Information has been received from a physician, via a company representative, concerning a 16 year old female patient, who "in the last couple of months,"
was vaccinated with the first dose, 0.5 ml, of Gardasil. The physician reported the patient fainted after receiving the injection, and urinated on herself when she
fainted. The patient recovered from the events after an unknown duration of time. The patient was later vaccinated (unspecified date) with the second dose of
Gardasil, with no problems reported. The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

285067-1

14-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope, Urinary incontinence

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3198
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Apr-2007
Vaccine Date

05-Apr-2007
Onset Date

0
Days

13-Aug-2007
Status Date

--
State

WAES0706USA01351
Mfr Report Id

Information has been received from the Merck Pregnancy Registry via a consumer concerning her 17 year old daughter with a food allergy to pineapples who
on 05-APR-2007 received her first dose of Gardasil. Concomitant therapy included Phenergan. On 05-APR-2007, the patient experienced pain at the injection
site for several hours. The patient sought unspecified medical attention. The patient recovered on 06-APR-2007. Subsequently, the patient was informed that
she was pregnant by a physician at the hospital ER. Pregnancy was confirmed via pregnancy test. The date of her last menstrual period was approximately 15-
MAR-2007 and her estimated delivery date is 20-DEC-2007. The patient was not admitted. Additional information has been requested.

Symptom Text:

PHENERGAN (PROMETHAZINEOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 3/15/2007); Food allergyPrex Illness:

beta-human chorionic - pregnant

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

285068-1

14-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3199
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Feb-2006
Vaccine Date

26-Feb-2007
Onset Date

365
Days

13-Aug-2007
Status Date

--
State

WAES0706USA01439
Mfr Report Id

Information has been received from a health professional concerning a 13 year old female who on 26-FEB-2006 was vaccinated with a dose of Gardasil.
Concomitant therapy included Abreva. On 27-FEB-2007, 24 hours after vaccination the patient experienced redness around mouth. On 28-FEB-2007, 48 hours
after vaccination the patient cold sore around mouth. According to the nurse, the lesions resolved but returned again 3 weeks after the vaccination. Medical
attention was sought. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

ABREVAOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

285069-1

14-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Oral herpes, Stomatitis

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3200
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Mar-2007
Vaccine Date

01-May-2007
Onset Date

61
Days

13-Aug-2007
Status Date

--
State

WAES0703USA01446
Mfr Report Id

Information has been received from a immunization Coordinator at the physician's office concerning a 12 year old female who sometime in March 2007, was
vaccinated with Gardasil. About two months post vaccination sometime in May 2007, the patient could not walk and was complaining of leg pain. The patient
sought medical attention. Patient's outcome was unknown. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

285070-1

14-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abasia, Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3201
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-May-2007
Vaccine Date

01-May-2007
Onset Date

0
Days

13-Aug-2007
Status Date

MO
State

WAES0706USA01462
Mfr Report Id

Information has been received from a physician concerning a female who in approximately May 2007, was vaccinated with the third dose of Gardasil and had a
reaction at the injection site and pain on her arm right after receiving the injection. As of 08-JUN- 2007, the patient's experiences had improved. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285071-1

14-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Injection site reaction

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3202
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Mar-2007
Vaccine Date

26-Mar-2007
Onset Date

0
Days

13-Aug-2007
Status Date

--
State

WAES0706USA01477
Mfr Report Id

Information has received from a nurse practitioner concerning a 21 year old female with an allergy to nonsteroidal anti-inflammatory drugs who on 26-MAR-
2007 was vaccinated with a dose of Gardasil. Concomitant therapy included Yaz and Zyrtec. On 26-MAR-2007 the patient experienced worst headache ever.
The vaccination was given in the morning and the patient had a headache until she went to bed. The patient was better the next morning. Additional information
has been requested.

Symptom Text:

ZYRTEC, YAZOther Meds:
Lab Data:
History:

Nonsteroidal anti-inflammatory analgesic supportive therapyPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

285072-1

14-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3203
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Aug-2007
Status Date

--
State

WAES0706USA01495
Mfr Report Id

Information has been received from a Registered Nurse concerning a female who was vaccinated with Gardasil (date and dose unknown). Subsequently the
patient "passed out"after receiving Gardasil. The patient sought unspecified medical attention. Subsequently, the patient recovered from passing out. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285073-1

14-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3204
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Jun-2007
Vaccine Date

07-Jun-2007
Onset Date

0
Days

13-Aug-2007
Status Date

--
State

WAES0706USA01510
Mfr Report Id

Information has been received from a Registered Nurse concerning a female with a history of migraines who on 07-JUN-2007 was vaccinated with the first
dose of Gardasil. On 07-JUN-2007 the patient experienced nausea, vomiting and a bad headache perhaps a migraine after receiving the vaccination.
Subsequently, the patient recovered from nausea, vomiting and bad headache/migraine. The patient sought unspecified medical attention. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Migraine

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285074-1

14-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Nausea, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3205
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Jun-2007
Vaccine Date

08-Jun-2007
Onset Date

0
Days

13-Aug-2007
Status Date

--
State

WAES0706USA01570
Mfr Report Id

Information has been received from a nurse concerning a 19 year old female with an allergic reaction to septra (hives) and a history of passing out with
injections who on 08-JUN-2007 was vaccinated with Gardasil (lot# 657736/0389U). On 08-JUN-2007 the patient passed out. Medical attention was sought, The
patient stayed in the office for about half hour and during that time the patient was laying down. The patient's vitals were  rechecked and patient was okay and
sent home. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Allergic reaction to antibioticsPrex Illness:

None
Passed out

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

285075-1

14-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0389U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3206
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Aug-2007
Status Date

AZ
State

WAES0706USA01668
Mfr Report Id

Information has been received from other source concerning a female (age not reported) who was vaccinated on unspecified date with Gardasil (lot number
unknown). On the same date, the patient also was vaccinated with 2 other vaccines. On an unspecified date when administered Gardasil, the patient passed
out. The patient recovered from the adverse event. Additional information has been requested.

Symptom Text:

(therapy unspecified), (therapy unspecified)Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285076-1

14-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3207
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Jun-2007
Vaccine Date

08-Jun-2007
Onset Date

1
Days

08-Aug-2007
Status Date

WI
State

WAES0706USA01675
Mfr Report Id

Information has been received from a registered nurse concerning a 24 year old female with no pertinent medical history, drug reactions or allergies who on 27-
JUN-2007 was vaccinated with the first dose of Gardasil (653735/0688F) 0.5 mL IM. There was no concomitant medication used. The patient experienced a
dull ache in her wrist, neck and back on 08-JUN-2007 the day after the first dose of Gardasil (653735/0688F) was administered. Medical attention was sought.
No further information is available. At the time of reporting, the patient was recovering. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

285077-1

08-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pain

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0688F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3208
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
08-Aug-2007
Status Date

CA
State

WAES0706USA01741
Mfr Report Id

Information has been received from a physician concerning a 16 year old healthy female who was vaccinated on an unspecified date with Gardasil (lot number
unknown). Concomitant therapy included Menactra. On an unspecified date the patient slumped over and fell to the floor after the physician administered
Menactra vaccine first then Gardasil. They called 911 and the patient was taken to the hospital and released. She was not hospitalized. The patient outcome
was not reported. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

285078-1

08-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Fall, Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3209
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Mar-2007
Vaccine Date

26-Mar-2007
Onset Date

0
Days

08-Aug-2007
Status Date

--
State

WAES0706USA01949
Mfr Report Id

Information has been received from a nurse practitioner concerning a female patient who on 26-MAR-2007 was vaccinated with a dose of Gardasil. On 26-
MAR-2007 the patient experienced generalized body aches, which made her go to bed to sleep it off. Medical attention was sought. The felt better the next day.
No product quality complaint was involved. Additional information has been requested.

Symptom Text:

Zyrtec, YazOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Nonsteroidal anti-inflammatory analgesic supportive therapy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285079-1

08-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3210
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-May-2007
Vaccine Date

01-May-2007
Onset Date

0
Days

08-Aug-2007
Status Date

--
State

WAES0706USA01967
Mfr Report Id

Information has been received from a physician concerning a female who in May 2007, received her third dose of Gardasil. In approximately May 2007, the
patient had an abnormal pap smear. The physician reported that the result of the pap smear came out positive for high risk HPV. The patient sought
unspecified medical attention. At the time of the report, the patient had not recovered. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

cervical smear abnormal; positive for high risk HPV
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285080-1

08-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Smear cervix abnormal

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3211
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Aug-2007
Status Date

CA
State

WAES0706USA02233
Mfr Report Id

Information has been received from the physician office manager concerning a healthy 17 year old female who on an unspecified date was vaccinated with
Gardasil (lot number unknown). Concomitant therapy included DTAP-IPV (Sanofi Pasteur). On an unspecified date the patient was sitting and fell to the floor
after receiving a dose of DTAP-IPV (Sanofi Pasteur) followed by a dose of Gardasil. The patient came to approximately a minute after she fainted. Medical
attention was sought in the physician's office and "left the office smiling". Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

285081-1

13-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Fall, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4
DTPIPV

MERCK & CO. INC.
SANOFI PASTEUR

NULL
NULL

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 3212
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
08-Aug-2007
Status Date

--
State

WAES0706USA02296
Mfr Report Id

Information has been received from a physician concerning a 19 year old female who was vaccinated with Gardasil. It was reported that the patient received
her first dose of Gardasil (from an other physician than the one who reported it) in her right lower back. As a result of this incorrect administration, the patient
experienced painful itching in the lymph nodes and in the groin area 1-2 days after the vaccination. Medical attention was sought. Patient's outcome was
unknown. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

285082-1

08-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Incorrect route of drug administration, Pain, Pruritus

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3213
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-May-2007
Vaccine Date

19-May-2007
Onset Date

1
Days

08-Aug-2007
Status Date

--
State

WAES0706USA02644
Mfr Report Id

Information has been received from a physician concerning an 18 year old female who on 18-MAY-2007 was vaccinated IM in her left arm with Vaqta.
Concomitant therapy included Gardasil and Boostrix. On 19-MAY-2007 the patient experienced severe lower right abdominal pain. he patient sought medical
attention at the hospital and had a CT Scan performed. It was reported the CT Scan was normal and the patient was not admitted to the hospital.
Subsequently, the patient recovered from severe lower right abdominal pain. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

computed axial 05/19/07
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

285083-1

08-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain lower

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

TDAP

HPV4
HEPA

GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
MERCK & CO. INC.

NULL

NULL
NULL

0

Unknown

Unknown
Unknown

Intramuscular

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 3214
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
08-Aug-2007
Status Date

--
State

WAES0706USA04304
Mfr Report Id

Information has been received from a registered nurse concerning a female who was vaccinated with Gardasil. It was reported that the patient had received
one dose of Gardasil and fainted. It was not reported, if she was one of the patient's that had not eaten that day prior to her vaccination or if she was one of the
patients that had received another vaccine at the same time. The patient was observed at the office for an unspecified period and then was allowed to leave. It
was reported that the patient recovered. This is one of two patients. Attempts are being made to obtain additional identifying information to distinguish the
individual patients mentioned in this report. Additional information will be provided if available. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285084-1

08-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3215
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
08-Aug-2007
Status Date

NC
State

WAES0706USA04423
Mfr Report Id

Information has been received from a nurse concerning a female patient (the exact age of the patient is unknown) who was vaccinated with a dose of Gardasil
and fainted after being given the injection. Unspecified medical attention was sought by the patient. The outcome was unknown. The reporter reported that they
had two other patients (ranged from 9 to 11 years) who fainted after being given Gardasil. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285085-1

08-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3216
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
08-Aug-2007
Status Date

NC
State

WAES0706USA04424
Mfr Report Id

Information has been received from a nurse concerning a female patient (the exact age of the patient is unknown) who was vaccinated with a dose of Gardasil
and fainted after being given the injection. Unspecified medical attention was sought by the patient. The outcome was unknown. The reporter reported that they
had two other patients (ranged from 9 to 11 years) who fainted after being given Gardasil. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285086-1

08-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3217
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
08-Aug-2007
Status Date

NM
State

WAES0706USA04609
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with a dose of Gardasil. It was reported that the patient had fainted
after vaccination. The patient sought unspecified medical attention. The patient's outcome was unknown. This is one of two reports received from the same
source. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285087-1

08-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3218
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-May-2007
Vaccine Date

15-May-2007
Onset Date

0
Days

20-Jul-2007
Status Date

FR
State

WAES0707AUS00043
Mfr Report Id

Information has been received from the Department of Health as part of a business agreement, concerning a female school student, aged between 13 and 17
years of age, who was vaccinated with Gardasil as part of the regular school-based immunisation program funded by the government. The patient was
vaccinated with one of the following batches - J0798, J0799, J0800 or J1021. Subsequently the patient experienced syncope. Follow-up information was
received from the Department of Health via a line listing. The patient was a 15 year old female student who on 15-May-2007 was vaccinated with Gardasil (Lot
No. 655742/0138U, Batch No. J0799, Expiry date 07-AUG-2009). Immediately after the vaccination the patient fainted. Tonic Clonic seizure was noted during
vasovagal episode. The patient recovered with no injury (also the outcome reported as ongoing in the line listing). The patient was followed up with blood tests
which results were nothing abnormal detected. A CT scan is to be performed later in June 2007. The reporter considered that syncope was possibly related to
therapy with Gardasil. The original reporting source was not provided. Information/Follow-up information received on 04-JUL-2007 contained the following
adverse experiences" tonic clonic seizure (15-MAY-2007). Upon internal medical review, clonic tonic seizure is considered to be Other Important Medical Event.
Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory test ??May07 NAD
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

285147-1

20-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Grand mal convulsion, Syncope, Syncope vasovagal

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0138U Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3219
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Jul-2007

Vaccine Date
04-Jul-2007
Onset Date

0
Days

20-Jul-2007
Status Date

FR
State

WAES0707USA01866
Mfr Report Id

Information has been received from a pediatrician, concerning a 16 year old female patient with genuine grand mal epilepsy, who on 04-JUL-2007 was
vaccinated IM in the arm, with the first dose of Gardasil (Lot # not provided). Concomitant therapy included lamotrigine (LAMICTAL). On 04-JUL-2007, in the
evening following the vaccination, and while working on the computer, she had a grand mal seizure. She was immediately taken to the hospital and was
admitted; she recovered, and was discharged the following day; 05-JUL-2007. The reporter noted that for many years the patient had experienced no seizures,
but in the last two years, she had been having seizures up to 3 times a year. The last seizure also happened while she was working with the computer, however
she had had shown a response to photogenic triggers during examination. The file is closed. Other business partner numbers include: E2007-04428.

Symptom Text:

LAMICTAL Unk - UnkOther Meds:
Lab Data:
History:

Grand Mal convulsion; EpilepsyPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

285148-1 (S)

23-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Grand mal convulsion

 HOSPITALIZED, SERIOUS

Other Vaccine
19-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3220
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Jul-2007

Vaccine Date
09-Jul-2007
Onset Date

0
Days

20-Jul-2007
Status Date

FR
State

WAES0707USA01868
Mfr Report Id

Information has been received from a physician concerning a 13 year old female with no medical history, who on 09-JUL-2007 was vaccinated IM into the
deltoid muscle with first dose of Gardasil (lot# 654948/0903F; batch# NE 38100). About five to ten minutes after vaccination, the patient felt dizzy, and fell down
and bruised her head. Afterwards she was very sleepy. The reporter considered the event to be syncope. The patient was hospitalized because of the head
injury, although pulse and blood pressure were normal. The patient was kept in the hospital for at least until the next day. At the time of this report, the patient's
outcome was unknown. Other business partner numbers include: E200704448. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

285149-1 (S)

20-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Contusion, Dizziness, Fall, Head injury, Somnolence

 HOSPITALIZED, SERIOUS

Other Vaccine
19-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0903F Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3221
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Jun-2007
Vaccine Date

26-Jun-2007
Onset Date

0
Days

20-Jul-2007
Status Date

FR
State

WAES0707USA02314
Mfr Report Id

Information has been received from a physician concerning a 15 year old female who on 26-JUN-2007 was vaccinated intramuscularly in the left upper arm
with the first dose of Gardasil. Subsequently, 30 seconds post vaccination the patient experienced syncope. She fell down, broke her nose and injured her lips.
The physician reported that she recovered from the syncope within 2 to 3 minutes. The duration and outcome of the other events was not reported. The
reporting physician felt that since the nose fracture needed surgical intervention it was a serious other medical event. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

285150-1

20-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Face injury, Facial bones fracture, Fall, Mouth injury, Surgery, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NF23310 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3222
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Feb-2007
Vaccine Date

15-Feb-2007
Onset Date

6
Days

30-Jul-2007
Status Date

GA
State Mfr Report Id

Within 1 week of receiving vaccines, pt developed a raised, pale line from ankle to knee, was tender initially and grad. became non tenderSymptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Lesion seen 3-7-7. By then appeared to follow the saphenous vein. No palpable anomaly, but hypopigmented
Dust mite, Septra, Pollens

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

285168-1

31-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Skin hypopigmentation, Skin lesion

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Jul-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
HEPA

MERCK & CO. INC.
MERCK & CO. INC.
MERCK & CO. INC.

0948R
00131
1209F

1
0
0

Right arm
Left arm
Left arm

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 3223
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Jul-2007

Vaccine Date
13-Jul-2007
Onset Date

2
Days

30-Jul-2007
Status Date

NE
State Mfr Report Id

(R) upper arm 1 inch area of induration/warmth 2 inch area redness/warmth-tenderness to palpitation Tx-Ibuprofen/BenadrylSymptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

285169-1

30-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site induration, Injection site pain, Injection site warmth

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Jul-2007

Received Date

Prex Vax Illns:

VARCEL
TDAP
MNQ
HPV4

MERCK & CO. INC.
SANOFI PASTEUR
SANOFI PASTEUR
MERCK & CO. INC.

0723U
C2631AA
U2228AA
0387U

1
0
0
2

Right arm
Left arm
Left arm

Right arm

Subcutaneously
Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 3224
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Jun-2007
Vaccine Date

27-Jun-2007
Onset Date

0
Days

30-Jul-2007
Status Date

WI
State Mfr Report Id

Pt received Gardasil injection. 10 minutes later proceeded to reception area to schedule next appointment and fainted.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

285172-1

31-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1426F 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 3225
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Jul-2007

Vaccine Date
11-Jul-2007
Onset Date

0
Days

30-Jul-2007
Status Date

NJ
State Mfr Report Id

Following the administration of Hep A vaccine (second) and 1st Gardasil, pt became lightheaded and fainted, falling from sitting positive on table to floor. Pt
awakened after few seconds Hr-2, BP 98/58 Rested in office 30 minutes, given fluids p.o. Hr 62, BP 118/10

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

285179-1

31-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Fall, Loss of consciousness, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Jul-2007

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
MERCK & CO. INC.

0802U
0494U

0
1

Left arm
Right arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 3226
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Jul-2007

Vaccine Date
11-Jul-2007
Onset Date

1
Days

30-Jul-2007
Status Date

SC
State Mfr Report Id

Swelling and redness noted at area of injection after 24 hr. After 72 hr pt c/o itching at site. Pt fully recovered.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

285182-1

06-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site pruritus, Injection site swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Jul-2007

Received Date

Prex Vax Illns:

TDAP
MNQ
HPV4

SANOFI PASTEUR
SANOFI PASTEUR
MERCK & CO. INC.

C2454AA
U2170AA
0029U

0
0
0

Right arm
Left arm
Left arm

Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 3227
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Jul-2007

Vaccine Date
12-Jul-2007
Onset Date

0
Days

30-Jul-2007
Status Date

TX
State Mfr Report Id

child fainted after receiving Gardasil #2Symptom Text:

Doxycycline (Acne Rx)Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

285185-1

31-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0384U 1 Right arm Unknown



10 JUN 2008 06:27Report run on: Page 3228
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Jun-2007
Vaccine Date

26-Jun-2007
Onset Date

0
Days

08-Aug-2007
Status Date

AZ
State Mfr Report Id

Injection was administer at Pediatrics and went home before any symptom started. The child's mom notice swelling to face, arms, neck, SOB child was rushed
to ER where she received treatment.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None
Nephrolithiasis (allergic to Penicillin, Codeine)

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

285189-1

08-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dyspnoea, Swelling, Swelling face

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1424F 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 3229
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Jun-2007
Vaccine Date

Unknown
Onset Date Days

08-Aug-2007
Status Date

WI
State Mfr Report Id

Patient reports muscle fatigue one hour after vaccine.Symptom Text:

Tums, ibuprofen, Claritin, Nortripylene, Miralax, Propranolol, ZantacOther Meds:
Lab Data:
History:

NonePrex Illness:

Aretazolamide, Divalproex, Topiramate, Verapamil, Migraine headaches

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285192-1

08-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Muscle fatigue

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0523U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3230
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Jul-2007

Vaccine Date
09-Jul-2007
Onset Date

0
Days

30-Jul-2007
Status Date

CA
State Mfr Report Id

Patient became limp, dizzy. Body tremors approximately 45 seconds after Gardasil injected to left deltoid, while TDaP was given to right deltoid. Body tremors
lasted a few seconds. Patient was placed on recumbent position, had no complaint of GI symptoms, no shortness of breath. Patient was observed for 45-60
minutes after incident.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Pulse ox 100%, heart rate 70s but dropped to 50s after 5-10 minutes after injection, but normalized to 70s-80s. She had normal vital signs when sent home.
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

285194-1

30-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Hypotonia, Tremor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Jul-2007

Received Date

Prex Vax Illns:

TDAP
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

C2758AA
0181U 0

Right arm
Left arm

Unknown
Intramuscular



10 JUN 2008 06:27Report run on: Page 3231
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Jul-2007

Vaccine Date
05-Jul-2007
Onset Date

0
Days

08-Aug-2007
Status Date

WI
State Mfr Report Id

Received HPV and Tdap at which time patient passed out and was non responsive for about 10 minutes. Patient did not come to several seconds after passed
out before passing out again. She was transported to hospital per ambulance after IV started and blood work done.

Symptom Text:

Other Meds:
Lab Data:
History:

Patient fainted out for 5-10 minutesPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

285198-1

08-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness, Unresponsive to stimuli

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Jul-2007

Received Date

Prex Vax Illns:

TDAP
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

C2734AA
0523U

0
0

Right arm
Right arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 3232
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Jul-2007

Vaccine Date
09-Jul-2007
Onset Date

0
Days

10-Aug-2007
Status Date

--
State Mfr Report Id

Itchy and painful 6 cm x 4 cmSymptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285253-1

10-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pain, Pruritus

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Jul-2007

Received Date

~Varicella (no brand name)~2~0~In PatientPrex Vax Illns:

VARCEL
HPV4
MNQ

MERCK & CO. INC.
MERCK & CO. INC.
SANOFI PASTEUR

0533U
1424F
U2058AA

1
0
0

Unknown
Left arm

Right arm

Subcutaneously
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 3233
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jul-2007

Vaccine Date
18-Jul-2007
Onset Date

0
Days

27-Jul-2007
Status Date

MA
State Mfr Report Id

Zostavax vaccine given SC was mistakenly diluted by nurse with Gardisil vaccine instead of sterile diluent.Given 7/18/2007 at about 2 pm. Patient notified. Has
had no problems resulting from this.

Symptom Text:

Flonase (FLUTICASONE NASAL SPRAY)   1-2  inhaled by mouth every day    Fosamax (ALENDRONATE) 70MG take  Tablet(s)   by mouth every week
Pantoprazole 40MG take 1 40 MG by mouth every day   Pravastatin 20MG take 1 20 MG by mouth every

Other Meds:

Lab Data:
History:

noPrex Illness:

none
Penicillins  Unknown reaction      Codeine  Unknown reaction

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
66.0

285264-1

30-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Wrong drug administered

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Jul-2007

Received Date

Prex Vax Illns:

VARZOS
HPV4

DT

MERCK & CO. INC.
MERCK & CO. INC.

UNKNOWN MANUFACTURER

0585U MERCK
UNKNOWN -
MERCK
U1952DA

0
0

Right arm
Right arm

Left arm

Subcutaneously
Subcutaneously

Intramuscular



10 JUN 2008 06:27Report run on: Page 3234
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Jul-2007

Vaccine Date
13-Jul-2007
Onset Date

10
Days

30-Jul-2007
Status Date

IL
State Mfr Report Id

high fever and severe sternum painSymptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

CHEST X RAY LAB TESTS
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

285268-1

30-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pain, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0011U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3235
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Jul-2007

Vaccine Date
17-Jul-2007
Onset Date

1
Days

24-Jul-2007
Status Date

MN
State Mfr Report Id

patient presented with stomach pains, vomiting and weakness. 8/8/07-records received, DX: acute appendicitis. Seen in ER on 7/17/07-four day history
abdominal pain, followed by vomiting two and three days ago. Pain on right side of abdomen. No stool at all in past 3 days.

Symptom Text:

Concerta 27mg dailyOther Meds:
Lab Data:
History:

stomach ache, vomiting, weakPrex Illness:

none records received 8/8/07-WBC 29.6.
none records received 8/8/07-PMH: ADHD.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

285270-1 (S)

08-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Abdominal pain upper, Appendicitis, Asthenia, Constipation, Vomiting

 ER VISIT, HOSPITALIZED, SERIOUS

Other Vaccine
19-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1447F 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3236
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Nov-2006
Vaccine Date

Unknown
Onset Date Days

23-Jul-2007
Status Date

CO
State

WAES0707USA01041
Mfr Report Id

Information has been received from a medical assistant through the Merck pregnancy registry concerning an approximately 15 year old female patient with no
pertinent medical history or drug reactions/allergies, who in November 2006, was vaccinated intramuscularly with the first dose of Gardasil (0.5 ml). There was
no concomitant medication. It was reported that the patient did not receive her second vaccination due to pregnancy. The patient subsequently had a
miscarriage. The date of miscarriage was not known. Upon internal review, the miscarriage was felt to be an other important medical event. Additional
information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP=Unknown)Prex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

285291-1

23-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3237
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Dec-2006
Vaccine Date

15-Dec-2006
Onset Date

0
Days

23-Jul-2007
Status Date

FL
State

WAES0707USA01628
Mfr Report Id

Information has been received from a licensed practical nurse concerning a 20 year old female with a sulfonamide allergy and no pertinent medical history who
on 15-DEC-2006 was vaccinated with a first dose of Gardasil (lot # 654389/0961F) 0.5mL IM in the arm. Concomitant therapy included birth control pills
(unspecified). On 15-DEC-2006 the patient fainted immediately after the needle was withdrawn from her arm after receiving Gardasil. The patient experienced a
brief loss of consciousness and possible mild seizure activity. Medical attention was sought. Her symptoms resolved in 5 minutes after smelling salts were
administered. The patient was very pale and her blood pressure measurement was 60/40 mmHg post vaccination. Prior to vaccination the patient's blood
pressure was 110/78mm Hg. The patient has not received her second dose of Gardasil. No further information was available. At the time of reporting the
patient recovered from syncope, brief loss of consciousness, decreased blood pressure, possible mild seizure activity and looking pale. Upon internal review,
mild seizure activity was determined to be an other important medical event. Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:

Sulfonamide allergy; ContraceptionPrex Illness:

blood pressure 12/15/06 60/40 mm/H after vaccination; blood pressure 12/15/06 110/7 mm/H before vaccination

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

285292-1

23-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure decreased, Convulsion, Immediate post-injection reaction, Loss of consciousness, Pallor, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0961F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3238
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Jul-2007

Vaccine Date
10-Jul-2007
Onset Date

0
Days

23-Jul-2007
Status Date

MO
State

WAES0707USA01812
Mfr Report Id

Information has been received from a physician concerning a 17 year old female who on 10-JUL-2007 was vaccinated with a first dose of Gardasil.
Concomitant therapy on 10-JUL-2007 included DTaP, tetanus toxoid and Vaqta. On 10-JUL-2007 after the vaccination, the patient was seated for several
minutes. When the patient got up to make an appointment, the patient fainted, hit the floor and had a knot on her head. The physician referred the patient to the
hospital for the skull X-Rays, results were reported as negative.  At the time of the report the patient was recovering. The physician considered fainting, hitting
the floor and had a knot on her head to be an other important medical event. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

skull X-ray 07/10/07 - negative
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

285293-1

02-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Fall, Head injury, Inappropriate schedule of drug administration, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Jul-2007

Received Date

Prex Vax Illns:

HPV4
HEPA
DTAP

MERCK & CO. INC.
MERCK & CO. INC.
UNKNOWN MANUFACTURER

NULL
NULL
NULL

0 Unknown
Unknown
Unknown

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 3239
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
11-Jul-2007
Onset Date Days

23-Jul-2007
Status Date

OK
State

WAES0707USA02070
Mfr Report Id

Information has been received from a physician concerning a 15 year old female who on an unspecified date was vaccinated with a first dose of Gardasil (lot
number unknown). The physician also mentioned that the patient fainted after receiving a first dose of Gardasil but did not have a seizure. On 11-JUL-2007 the
patient was vaccinated with a second dose of Gardasil injection and fainted. The physician believes that the patient might have had a seizure as well. Medical
attention was sought. The patient was watched for a while after the vaccination and was okay to leave. At the time of reporting the patient is was recovering
with therapy (unspecified). No further adverse event information was available. Upon internal review, seizure was determined to be an other important medical
event. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

285294-1

23-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Syncope, Vaccine positive rechallenge

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3240
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
01-Jan-2007
Onset Date Days

23-Jul-2007
Status Date

--
State

WAES0707USA02214
Mfr Report Id

Information has been received from a physician's assistant concerning a female (age unknown), who, on an unspecified date, was vaccinated with a dose of
Gardasil. Subsequently, in January 2007, the patient developed "Stevens-Johnson syndrome". The patient sought unspecified medical attention. At the time of
the report, the patient's outcome was unknown. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285295-1

23-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Stevens-Johnson syndrome

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3241
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Jul-2007

Vaccine Date
12-Jul-2007
Onset Date

0
Days

23-Jul-2007
Status Date

VA
State

WAES0707USA02290
Mfr Report Id

Information has been received from a physician concerning a 16 year old female, who on 12-JUL-2007 was vaccinated with a 0.5mL first dose of Gardasil.
Concomitant vaccinations included Menactra and DTaP (+) tetanus toxoid. On 12-JUL-2007 after receiving the vaccination, the patient "stood and passed out",
experienced a small seizure, regained consciousness and experienced another seizure. The patient went to the emergency room and was admitted to the
hospital. At the time of the report, the patient's outcome was unknown. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

285296-1 (S)

23-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Loss of consciousness

 ER VISIT, HOSPITALIZED, SERIOUS

Other Vaccine
20-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3242
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jul-2007

Vaccine Date
18-Jul-2007
Onset Date

0
Days

30-Jul-2007
Status Date

NV
State Mfr Report Id

After receiving 3 of 4 forecasted vaccines, client stated, "I'm going to faint".  She then fainted and had tonic like seizure activity during which time her eyes
rolled back and she had periods of moaning. The seizure like activity lasted approximately 2 minutes during which time she was non-responsive to verbal
commands.  She was breathing and had a pulse during the entire episode.  After she regained consciousness she was asked about previous seizure history
and said she had two seizures in the past.  One was related to a hand injury and the other I am unclear about.  She was placed in a supine position during the
incident and allowed to remain there for about 10 minutes after regaining consciuosness.  Client then stayed in a sitting position in 'clinic area' for approximately
20 minutes.  She declined transport to an emergency room.  She left the area with her boyfriend.

Symptom Text:

none per clientOther Meds:
Lab Data:
History:

stated she had a sore throat but denied any other symptomsPrex Illness:

none
none known

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

285302-1

30-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Eye rolling, Moaning, Syncope, Tonic convulsion, Unresponsive to stimuli

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Jul-2007

Received Date

Prex Vax Illns:

TDAP

HEPAB

HPV4

GLAXOSMITHKLINE
BIOLOGICALS
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

AC52B013AA

1426F

AHABB080AA

0

0

0

Right arm

Left arm

Right arm

Intramuscular

Intramuscular

Intramuscular



10 JUN 2008 06:27Report run on: Page 3243
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jul-2007

Vaccine Date
18-Jul-2007
Onset Date

0
Days

30-Jul-2007
Status Date

NY
State Mfr Report Id

LIGHT HEADED, FLUSH,DIZZY,FEVER'TIRED,ABD.PAINSymptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

285303-1

30-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Dizziness, Fatigue, Flushing, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Jul-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2233CH
0525U

Unknown
Unknown

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 3244
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-May-2007
Vaccine Date

16-May-2007
Onset Date

1
Days

30-Jul-2007
Status Date

MO
State Mfr Report Id

Flu like symptoms, back pain, chest pain x 1 daySymptom Text:

LevienOther Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

285328-1

30-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Back pain, Chest pain, Influenza like illness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0384U 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 3245
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Jul-2007

Vaccine Date
20-Jul-2007
Onset Date

0
Days

10-Aug-2007
Status Date

IL
State Mfr Report Id

Within 1-2 minutes after HPV, turned pale, eyes rolled up in head, head jerked forward once or twice, then lost consciousness. Breathing OK (RR 16-20, POX
99-100%) BP 98/63. HR 52-57. Alert within 5 minutes. Monitored carefully x 35-40 minutes - on attempt to stand, same thing (nausea, pallor, decreased HR,
loss of consciousness) happened. Received Pedialyte and crackers, and monitored another 40 minutes (HR increased to normal 98-100). Able to stand, walk,
D/C home.

Symptom Text:

Albuterol MDI 2p q 4-6 prn, Zyrtec 10mg po dailyOther Meds:
Lab Data:
History:

NonePrex Illness:

EKG normal, Glucose 132 (postprandial), Hgb 14.0
Asthma; Allergy to Pediazole

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

285331-1

10-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dyskinesia, Gaze palsy, Heart rate decreased, Loss of consciousness, Nausea, Pallor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Jul-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2328AA
0523U

0
0

Right arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 3246
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Oct-2006
Vaccine Date

07-May-2007
Onset Date

193
Days

15-Aug-2007
Status Date

MO
State

WAES0611USA01347
Mfr Report Id

Information has been received from the Merck pregnancy registry via a physician concerning a 16 year old female with attention deficit/hyperactivity disorder
with a history of 0 pregnancies and 0 live births who on 17-AUG-2006 was vaccinated with a first dose of Gardasil (lot # 653937/0637F). On 26-OCT-2006, the
patient was vaccination with a second dose of Gardasil (lot #653938/0954F). Concomitant therapy included CONCERTA. Subsequently, she became pregnant.
Last menstrual period was 24-AUG-2006 and estimated date of delivery was 29-MAY-2007. On 09-NOV-2006 and ultrasound reported that the patient was 11
weeks and 3 days. On approximately 07-MAY-2007 the patient developed pre-term labor and chorioamnionitis. On 07-MAY-2007, the patient gave birth to a
normal male. Other medications used during this pregnancy included KEFLEX. On 18-JUN-2007, the patient was vaccinated with a third dose of Gardasil (lot
#657736/0389U). No further information is available.

Symptom Text:

CONCERTAOther Meds:
Lab Data:
History:

Pregnancy (LMP = 8/24/2006); Attention deficit/hyperactivity disorderPrex Illness:

ultrasound 11/09/06 - 11 weeks 3 days

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

285363-1

16-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chorioamnionitis, Drug exposure during pregnancy, Pregnancy, Premature labour

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0954F 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3247
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Dec-2006
Vaccine Date

01-May-2007
Onset Date

141
Days

15-Aug-2007
Status Date

--
State

WAES0702USA03600
Mfr Report Id

Information has been received for the pregnancy registry for Gardasil from a 24 year old female healthcare worker with a childhood history of anaemia who on
11-DEC-2006 was vaccinated IM with a first dose Gardasil. Concomitant therapy included fluticasone propionate (+) salmeterol xinafoate (ADVAIR).
Subsequently the patient found out she was about 5 weeks pregnant (estimated LMP 10-JAN-2007, EDD 17-OCT-2007). The patient was scheduled to see her
physician on 26-FEB-2007. On 22-JUN-2007 follow up information was received from a physician concerning the hispanic patient with a history of low grade
squamous intraepithelial lesion (August 2004) and cryosurgery to cervix (September 2004) and 0 previous pregnancies. The patient underwent amniocentesis
on 09-MAY-2007 (negative) and ultrasound on 23-MAY-2007 (19 weeks). Maternal serum alpha-fetoprotein (MSAFP) was 4; the patient also had an increased
random glucose of 239. She was put on a 2000 kcl ADA diet. Her outcome was not reported. Additional information has been requested.

Symptom Text:

AdvairOther Meds:
Lab Data:
History:
Prex Illness:

ultrasound 05/23/07 19 weeks, amniocentesis 05/09/07 negative, serum alpha-fetoprotein, blood glucose 05/07 239
Anaemia; Low grade squamous intraepithelial lesion; Cryocautery of cervix

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

285364-1

16-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3248
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-Aug-2007
Status Date

--
State

WAES0704USA01361
Mfr Report Id

Information has been received from a medical assistant concerning a white female (age not reported) who on an unspecified date was vaccinated with Gardasil
(lot number unknown) IM that was stored at 10 degree C for 12-14 hours. Follow-up information was received from a nurse practitioner. The patient fainted for 2
to 3 minutes after the injection was given. The nurse practitioner stated that this may have been "fear of needles". The nurse practitioner does not know if it was
related to Gardasil but it has occurred with other immunization too. The patient recovered. Additional information was not provided. Further information is not
available.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285365-1

15-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anxiety, Poor quality drug administered, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3249
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-May-2007
Vaccine Date

02-May-2007
Onset Date

0
Days

15-Aug-2007
Status Date

MO
State

WAES0706USA00917
Mfr Report Id

Information has been received from a physician concerning a 21 year old female patient who on 02-MAY-2007 was vaccinated with a dose of Gardasil.
Concomitant therapy included AMITRIPTYLIN (manufacturer unspecified, start date unspecified, but prior to vaccination with Gardasil). Post vaccination client
had a Home pregnancy test and it was found out that the client was pregnant. Patient also had an x-ray of the lumbar spine on or about 07-MAY-2007. No other
information reported. The outcome was unknown. Additional information has been requested.

Symptom Text:

AMITRIPTYLIN 25mgOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 4/30/2007)Prex Illness:

spinal x-ray 05/07?/07 - no problems; beta-human chorionic 05/22/07 - Client is pregnant

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

285366-1

15-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3250
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-Aug-2007
Status Date

--
State

WAES0706USA01367
Mfr Report Id

Initial and follow up information has been received from a Nurse Practitioner (N.P.), who reported when she went to administered a dose of Gardasil (Lot #
0469U) from a prefilled syringe, it "shot off across the room" and hit the wall. The syringe fell apart. The NP confirmed that no patients were involved, and no
one was injured. No further information is expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285367-1

15-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Medical device complication, No adverse effect

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0469U Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3251
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Jun-2007
Vaccine Date

Unknown
Onset Date Days

15-Aug-2007
Status Date

NY
State

WAES0706USA01483
Mfr Report Id

Information has been received concerning a 17 year old female who on 08-JUN-2007 was vaccinated with a dose of Gardasil. Subsequently, the patient
experienced pain at the injection site. At the time of the report, the patient was recovered by 10-JUN-2007. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

285368-1

15-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3252
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-Aug-2007
Status Date

NY
State

WAES0706USA01830
Mfr Report Id

Information has been received from a physician concerning a 27 year old female who was vaccinated IM with Gardasil. Subsequently the patient had pain
syndrome described as myalgia and arthralgia. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
27.0

285369-1

06-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Inappropriate schedule of drug administration, Myalgia

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3253
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Jun-2007
Vaccine Date

08-Jun-2007
Onset Date

0
Days

15-Aug-2007
Status Date

NJ
State

WAES0706USA01841
Mfr Report Id

Information has been received from a health professional concerning a 20 year old female with no known drug allergies and flu-like symptoms who on  12-JAN-
2007 was vaccinated IM with her first dose of Gardasil (Lot # 653650/0696F). There was no concomitant medication. On 08-JUN-2007 the patient was
vaccinated with a second dose of Gardasil (Lot # 0210U). The patient had no problems after she received her first dose of Gardasil. Immediately following her
second vaccination, she vomited (unknown to the office staff). The patient continued to vomit and had diarrhea throughout the weekend. The patient noted that
her whole family was sick with flu-like symptoms. At the time of this report, it is unknown if the patient recovered from the vomiting and diarrhea. Additional
information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Flu-like symptoms

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

285370-1

15-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Diarrhoea, Influenza like illness, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0210U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3254
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-Aug-2007
Status Date

--
State

WAES0706USA01845
Mfr Report Id

Information has been received from a nurse practitioner concerning a female who was vaccinated with Gardasil. Subsequently the patient experienced flu-like
symptoms such as a high fever and chills which lasted for a few hours. Subsequently, the patient recovered from flu-like symptoms. No further details were
provided. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285371-1

15-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chills, Influenza like illness, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3255
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-May-2007
Vaccine Date

21-May-2007
Onset Date

0
Days

15-Aug-2007
Status Date

IN
State

WAES0706USA01871
Mfr Report Id

Information has been received from a medical assistant concerning a 25 year old female with an allergy to Ketek and a history of hypoglycaemia, anxiety, panic
attacks and a syncopal attack who on 21-MAY-2007 was vaccinated IM with her first dose of 0.5 ml of Gardasil (Lot # 655617/1447F). Concomitant therapy
included LEXAPRO, hormonal contraceptives (unspecified) and NASACORT AQ. On 21-MAY-2007 the patient received her first dose of Gardasil in the left
upper outer buttocks. After she received the vaccination, she experienced burning at the injection site. Subsequently, the burning resolved on its own.
Additional information has been requested.

Symptom Text:

LEXAPRO; hormonal contraceptives; NASACORT AQOther Meds:
Lab Data:
History:

Drug hypersensitivityPrex Illness:

Hypoglycaemia; Anxiety; Panic attack; Syncopal attack

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

285372-1

15-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Incorrect route of drug administration, Injection site irritation

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1447F 0 Gluteous maxima Intramuscular



10 JUN 2008 06:27Report run on: Page 3256
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-May-2007
Vaccine Date

30-May-2007
Onset Date

2
Days

15-Aug-2007
Status Date

--
State

WAES0706USA01878
Mfr Report Id

Information has been received from a physician concerning a female who on 28-MAY-2007 was vaccinated with Gardasil. On 30-MAY-2007 the patient
experienced rash. It was reported that the patient sought unspecified medical attention. Subsequently, the patient recovered from rash. No further details were
provided. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285373-1

15-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3257
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-Aug-2007
Status Date

--
State

WAES0706USA01884
Mfr Report Id

Information has been received from a radiology technician concerning an 11 year old female who was vaccinated with Gardasil. Subsequently the patient
experienced severe abdominal cramping. It was reported that the patient sought unspecified medical attention. Subsequently, the patient recovered from
severe abdominal cramping. No further details were provided. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

285374-1

16-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3258
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-May-2007
Vaccine Date

12-May-2007
Onset Date

1
Days

15-Aug-2007
Status Date

NY
State

WAES0706USA01918
Mfr Report Id

Information has been received from a physician concerning a 17 year old female who on 11-MAY-2007 was vaccinated with first dose of Gardasil. Concomitant
therapy included meningococcal vaccine (unspecified). On 12-MAY-2007 the patient developed swelling of her lips. She did go to the emergency room,
however she was not admitted to the hospital. Subsequently, the patient recovered. No product quality complaint was involved. Additional information has been
requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

285375-1

17-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Lip swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

MEN
HPV4

UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL 0

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 3259
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Jun-2007
Vaccine Date

08-Jun-2007
Onset Date

0
Days

15-Aug-2007
Status Date

FL
State

WAES0706USA01926
Mfr Report Id

Information has been received from a nurse concerning a 19 year old female who on 08-JUN2007 was vaccinated Intramuscularly with a first dose of Gardasil.
On 9-JUN-2007, the patient called the office to report that her lymph nodes was swollen on her neck. The patient read the information that mentions swollen
lymph nodes as one of the side effects of the vaccine but called the doctor's office to confirm. The patient did not see the doctor but was advised to call back if
the symptoms worsened and no laboratory diagnostic studies were performed. At the time of the report, the patient's outcome was unknown. No product quality
complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

285376-1

24-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Lymphadenopathy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3260
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Jun-2007
Vaccine Date

11-Jun-2007
Onset Date

0
Days

15-Aug-2007
Status Date

CA
State

WAES0706USA01928
Mfr Report Id

Information has been received from a physician concerning a 16 year old female with no medical history or allergies, who on 11-JUN-2007 was vaccinated with
a 0.5mL first dose of Gardasil. There was no concomitant medication. After receiving the vaccination the patient passed out for about five minutes and when
she "came to", she began to vomit. The patient did go to the emergency room. At the time of the report, the patient's outcome was unknown. No product quality
complaint was involved. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

285377-1

15-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3261
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-Aug-2007
Status Date

NJ
State

WAES0706USA01930
Mfr Report Id

Information has been received from a nurse concerning a female (age unknown) who, on an unspecified date, was vaccinated with a 0.5mL dose of Gardasil.
Subsequently the patient experienced injection site pain that had persisted for over a month after receiving the vaccination. The patient sought unspecified
medical attention. At the time of this report, the patient had not recovered. No product quality complaint was involved. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285378-1

16-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3262
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Apr-2007
Vaccine Date

06-Apr-2007
Onset Date

0
Days

15-Aug-2007
Status Date

AZ
State

WAES0706USA01946
Mfr Report Id

Information has been received from a physician concerning a 15 year old female who on 06-APR-2007, at 16:00, was vaccinated IM with the first dose of
Gardasil (lot#654272/0319U). There was no concomitant medication. On 06-APR-2007, at 16:05, the patient experienced dizziness, became pale and clammy,
and her blood pressure decreased to 80/52 from 110/68. On 06-APR-2007, the patient recovered. Additional information is not expected.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

blood pressure 04/06/07 110/6 pre-vaccination; blood pressure 04/06/07 80/52 post-vaccination
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

285379-1

15-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cold sweat, Dizziness, Pallor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0319U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3263
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Feb-2007
Vaccine Date

25-May-2007
Onset Date

91
Days

15-Aug-2007
Status Date

--
State

WAES0706USA01984
Mfr Report Id

Information has been received from a 29 year old female drug representative with no medical history or drug allergies, who in "November or December" of 2006
was vaccinated with a first 0.5ml dose of Gardasil. Concomitant therapy included LO/OVRAL. On 23-FEB-2007 she received a second dose of Gardasil. On 25-
MAY-2007, the patient had a pap smear test which was reported to be positive for high risk HPV. On 11-JUN-2007, she received the results. At the time of this
report, the patient's outcome was unknown. No product quality complaint was involved. Additional information is not expected.

Symptom Text:

LO/OVRALOther Meds:
Lab Data:
History:
Prex Illness:

Cervical smear 05/25/07 - positive for high risk hpv
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
28.0

285380-1

29-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Smear cervix abnormal

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3264
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Jun-2007
Vaccine Date

Unknown
Onset Date Days

15-Aug-2007
Status Date

TN
State

WAES0706USA02048
Mfr Report Id

Initial and follow-up information has been received from a certified medical assistant concerning a mother who reported her 16 year old daughter with no
pertinent medical history, who on 05-JUN-2007 was vaccinated IM with a second dose of Gardasil (lot # 657737/0522U). Concomitant therapy included ADVIL
and CLARITIN. Subsequently the patient developed an injection site reaction. She developed a red "knot" on her deltoid arm, "not even big as a penny".
Unspecified medical attention was sought. There were no laboratory or diagnostic tests performed. The patient's recovered from the red "knot". It was reported
that the patient had no reaction to the first injection and that the third dose will be given in the future. Additional information has been requested.

Symptom Text:

ADVIL; CLARITINOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

285382-1

16-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site nodule, Injection site reaction

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0522U 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3265
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-May-2007
Vaccine Date

11-Jun-2007
Onset Date

18
Days

15-Aug-2007
Status Date

NY
State

WAES0706USA02060
Mfr Report Id

Initial and follow-up information has been received from a health professional and a physician concerning a 25 year old white female graphic designer with
acne who on 24-MAY-2007 received the first dose of the Gardasil (lot # 657737/0522U), 0.5 ml, intramuscularly in the left deltoid. Concomitant therapy include
minocycline. On 11-JUN-2007, the patient developed a mild pink rash on her chest, per patient and dermatologist. The patient sought unspecified medical
attention. It was reported that the patient recovered "soon after". The physician reported that the rash may or may not be related to the vaccine injection.
Additional information is not expected.

Symptom Text:

MinocyclineOther Meds:
Lab Data:
History:

AcnePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

285383-1

16-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0522U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3266
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Jun-2007
Vaccine Date

11-Jun-2007
Onset Date

0
Days

15-Aug-2007
Status Date

--
State

WAES0706USA02063
Mfr Report Id

Information has been received from a registered nurse, concerning a 16 year old female patient, who on 11-JUN-2007 was vaccinated with a dose of Gardasil
(Lot # not provided). On 11-JUN-2007, following the vaccination, the patient turned pale white, and then fainted. At the time of this report, the patient was
recovering from the events. The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

285384-1

16-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pallor, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3267
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Mar-2007
Vaccine Date

07-Mar-2007
Onset Date

0
Days

15-Aug-2007
Status Date

KS
State

WAES0706USA02064
Mfr Report Id

Information has been received from a licensed practical nurse concerning a 17 year old white, female student, with penicillin allergy, whose reported weight
was 132 pounds and whose reported height was 65 inches with no illness at the time of vaccination who on 07-MAR-2007 at 4:00 p.m., the patient was
vaccinated, intramuscularly into the left deltoid muscle with the first dose of Gardasil (Lot # 654389/0961F). It was reported that on 07-MAR-2007 the patient
became nauseated, lightheaded, sweaty with anxiety and felt like her throat was swelling shut. It was reported that the patient had no respiratory distress. She
was treated with a cool rag applied to her head and was laid down, given water to drink and within 5 minutes, she was fine. The patient recovered that day. On
23-MAY-2007, at 4:30 p.m., the patient was vaccinated, intramuscularly into the right deltoid muscle with the second dose of Gardasil (Lot # "616867/0243D").
It was reported that on 23-MAY-2007, the patient became nauseated, lightheaded, and sweaty with anxiety and felt like her throat was swelling shut. It was
reported that the patient had no respiratory distress. She was treated with a cool rag applied to her head and was laid down, given water to drink and within 5
minutes, she was fine. The patient recovered that day. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:

Penicillin allergyPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

285385-1

16-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anxiety, Dizziness, Hyperhidrosis, Nausea, Pharyngeal oedema, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0961F 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3268
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Jan-2007
Vaccine Date

11-Jan-2007
Onset Date

0
Days

15-Aug-2007
Status Date

--
State

WAES0706USA02065
Mfr Report Id

Information has been received from a physician concerning a 20 year old female who on 11-JAN-2007 received the first dose of the Gardasil (lot #
655619/1427F) intramuscularly at the right hip. On 11-JAN-2007, the patient developed subcutaneous fat atrophy, a 2 cm x 1 cm atrophic "dimpled" site in the
right hip. On an unspecified date, the patient returned for the second injection and wished to proceed. The patient reported redness and pain with the injection,
but did not return for follow-up exam. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

285386-1

16-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Injection site atrophy, Pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1427F 0 Gluteous maxima Intramuscular



10 JUN 2008 06:27Report run on: Page 3269
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Jun-2007
Vaccine Date

05-Jun-2007
Onset Date

0
Days

15-Aug-2007
Status Date

MA
State

WAES0706USA02093
Mfr Report Id

Information has been received from a physician concerning a female patient with a history of an unspecified arm operation who on approximately 05-Jun-2007
"about a week ago", was vaccinated IM with a first dose of Gardasil. On approximately 05-JUN-2007, the patient experienced a blood clot. It was unknown
where the blood clot occurred. At the time of this report, the patient's outcome was unknown. No product quality complaint was involved. Additional information
has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Arm operation

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285387-1

16-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Thrombosis

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3270
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Mar-2007
Vaccine Date

27-Mar-2007
Onset Date

0
Days

15-Aug-2007
Status Date

NY
State

WAES0706USA02106
Mfr Report Id

Information has been received from an other health professional concerning an 18 year old white female patient with allergies to aspirin and ibuprofen who on
27-MAR-2007, at 15:00 was vaccinated IM into the left deltoid with a first dose of Gardasil (Lot# 656051/0244U). Concomitant therapy included ORTHO EVRA.
That evening, the patient experienced fever, weakness, trouble breathing and pain at injection site. The patient stated that she was in bed for about two days. It
was reported that the patient did not report these reactions until she came in for her second injection which was not given. Unspecified medical attention was
sought. On 29-MAR-2007, it was reported that the patient recovered. No product quality complaint was involved. Additional information is not expected.

Symptom Text:

ORTHO EVRAOther Meds:
Lab Data:
History:

Drug hypersensitivityPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

285388-1

16-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Dyspnoea, Injection site pain, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0244U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3271
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Jun-2007
Vaccine Date

08-Jun-2007
Onset Date

0
Days

15-Aug-2007
Status Date

NY
State

WAES0706USA02115
Mfr Report Id

Information has been received from a nurse concerning a 20 year old female with no pertinent medical history who on 08-JUN-2007 received her first dose of
Gardasil (lot #657868/0523U), 0.5 ml, intramuscularly. Concomitant therapy included ethinyl estradiol/norgestrel (LO/OVRAL). After the receiving the
vaccination, the patient began shaking and was confused. Her vital signs were assessed and the pulse rate was noted as low (48-52). The patient was
transported to the emergency room and diagnosed with a vasovagal response. It was reported that she was discharged from the emergency room and
experienced no further symptoms. Additional information has been requested.

Symptom Text:

LO/OVRALOther Meds:
Lab Data:
History:
Prex Illness:

total heartbeat count 06/08/07 48-52
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

285389-1

15-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Confusional state, Heart rate decreased, Syncope vasovagal, Tremor

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0523U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3272
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Jul-2007

Vaccine Date
17-Jul-2007
Onset Date

1
Days

30-Jul-2007
Status Date

CA
State Mfr Report Id

FEVER,FEELING WEAK,HEADACHE,CHILLS. INJECTION SITE TO  LEFT ARM FEELS SOREAND HAD EPISODE OF NUMBNESS TO LEFT ARM  PER RN
07/17/07 AT 1256

Symptom Text:

NYSTATIN,IBUPROFENOther Meds:
Lab Data:
History:

WELL PHYSICALPrex Illness:

PER RN PT VERBALIZED A/A AND WELL AMBULATORY, NO SOB

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

285390-1

30-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Chills, Headache, Hypoaesthesia, Injection site pain, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0688F 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 3273
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Jul-2007

Vaccine Date
05-Jul-2007
Onset Date

3
Days

30-Jul-2007
Status Date

FL
State Mfr Report Id

My daughter had a server out break of rash on the arms, legs and face.  As of 07/20/2007 she is still marked.  This happened 3days after the shots.  The
appointment was for her yearly check up. She was NOT sick.  I also took took my 17year daughter and she had the shots as well no reaction.  But i will not
contiune the series.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Blood test and other laboratory test where done.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

285397-1

30-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3274
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-Aug-2007
Status Date

IL
State

WAES0706USA02129
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with the Gardasil, 0.5 ml. Subsequently, the patient developed a
fever sore on her mouth after receiving the vaccination. The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285409-1

16-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Oral herpes

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3275
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Jun-2007
Vaccine Date

11-Jun-2007
Onset Date

0
Days

15-Aug-2007
Status Date

PA
State

WAES0706USA02135
Mfr Report Id

Information has been received from a nurse concerning a 17 year old female who on 11-JUN-2007 was vaccinated with Gardasil. On 11-JUN-2007,
immediately following the injection, the patient developed a headache. The patient sought unspecified medical attention. It was reported that the patient said
that she felt better before leaving the office. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

285410-1

15-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3276
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-Aug-2007
Status Date

FL
State

WAES0706USA02139
Mfr Report Id

Information has been received from a physician concerning a 12 year old female who was vaccinated with the first dose of Gardasil. The patient experienced
redness and swelling behind the injection site of the lower part of her tricep, closer to the elbow, after receiving the injection. Medical attention was sought.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

285411-1

16-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3277
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-May-2007
Vaccine Date

21-May-2007
Onset Date

0
Days

15-Aug-2007
Status Date

NC
State

WAES0706USA02144
Mfr Report Id

Information has been received concerning a 26 year old female who on 22-NOV-2006 was vaccinated with the first dose of Gardasil. Concomitant therapy
included LEXAPRO. The patient was vaccinated with the second dose of Gardasil (Lot #653937/0637F) on 22-JAN-2007 and the third dose (Lot
#657622/0388U) on 21-MAY-2007. On 21-MAY-2007, the patient was vaccinated and developed a quarter-sized knot around the injection site which was
diagnosed as a sterile abscess which was being treated with antibiotics. As of 14-JUN-2007, the patient had not recovered. Additional information has been
requested.

Symptom Text:

LEXAPRO 10 mgOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

285412-1

16-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site abscess sterile

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0388U 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3278
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-Aug-2007
Status Date

NY
State

WAES0706USA02148
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with the first dose of Gardasil. Subsequently the patient was at the
front desk to make another appointment when she fainted. Medical attention was sought. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285413-1

15-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3279
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-Aug-2007
Status Date

NC
State

WAES0706USA02156
Mfr Report Id

Information has been received from a registered nurse concerning a patient who was vaccinated with Gardasil in one arm and then fainted while receiving a
tetanus vaccine (manufacturer unknown) in the other arm. Medical attention was sought. No further information is available.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285414-1

16-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

TTOX
HPV4

UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Unknown
Intramuscular



10 JUN 2008 06:27Report run on: Page 3280
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Apr-2007
Vaccine Date

23-Apr-2007
Onset Date

14
Days

15-Aug-2007
Status Date

CA
State

WAES0706USA02163
Mfr Report Id

Information has been received from a nurse concerning a female who on 09-APR-2007 was vaccinated with the first dose of Gardasil (Lot #655165/1425F). On
approximately 23-APR-2007 the patient experienced bruising at the injection site. Medical attention was sought. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

285415-1

15-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site bruising

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1425F 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3281
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Apr-2007
Vaccine Date

04-Apr-2007
Onset Date

0
Days

15-Aug-2007
Status Date

CT
State

WAES0706USA02173
Mfr Report Id

Information has been received from a physician concerning a 17 year old female with sulfonamide allergy who on 04-APR-2007 was vaccinated IM with the first
dose of Gardasil. Concomitant therapy included allergy medicines. On 04-APR-2007 the patient was vaccinated and two hours later broke out in a rash. The
rash looked like the type of rash from a sulfa allergy rather than hives. The physician gave the patient Benadryl and the patient recovered on 08-APR-2007.
Medical attention was sought. Additional information has been requested.

Symptom Text:

Allergy medicineOther Meds:
Lab Data:
History:

Sulfonamide allergyPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

285416-1

16-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3282
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-May-2007
Vaccine Date

01-May-2007
Onset Date

0
Days

15-Aug-2007
Status Date

--
State

WAES0706USA02185
Mfr Report Id

Information has been received from a nurse practitioner concerning an 4 approximately 18 year old females who in approximately May 2007, were vaccinated
with Gardasil. There was no concomitant medication. The all fainted after receiving the vaccine. After a while they all came to. Medical attention was sought.
Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

285417-1

15-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3283
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Mar-2007
Vaccine Date

28-Mar-2007
Onset Date

0
Days

15-Aug-2007
Status Date

--
State

WAES0706USA02278
Mfr Report Id

Information has been received from a nurse concerning a 22 year old female with no medical history or allergies, who on 28-MAR-2007 was vaccinated
intramuscularly with a first 0.5mL dose of Gardasil (lot#656049/0187U). There was no concomitant medication. The patient reported that on 28-MAR-2007 the
roof of her mouth felt swollen for about 24 hours after being vaccinated. The patient sought unspecified medical attention. At the time of the report, the patient
had recovered. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

285419-1

15-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Oedema mouth

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0187U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3284
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-Aug-2007
Status Date

CA
State

WAES0706USA02281
Mfr Report Id

Information has been received from a physician concerning a female (age unknown), who was vaccinated with a dose of Gardasil. After being vaccinated the
patient had "GI problems and fatigue." The patient sought unspecified medical attention. At the time of the report, the patient's outcome was unknown. No
product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285420-1

16-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Fatigue, Gastrointestinal disorder

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3285
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-Aug-2007
Status Date

--
State

WAES0706USA02288
Mfr Report Id

Information has been received from a nurse practitioner concerning a female patient who was vaccinated with a dose of Gardasil. It was reported that the dose
the patient received was unspecified. On an unspecified date, the patient developed genital warts after receiving the vaccine. Unspecified medical attention
was sought. At the time of this report, the patient's outcome was unknown. No product quality complaint was involved. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285421-1

15-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anogenital warts

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3286
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Apr-2007
Vaccine Date

24-Apr-2007
Onset Date

0
Days

15-Aug-2007
Status Date

TX
State

WAES0706USA02293
Mfr Report Id

Information has been received from a health professional concerning a 32 year old female patient with no medical history or allergies who on 24-APR-2007,
was vaccinated IM with a first 0.5ml dose of Gardasil (Lot# 654535/0136U). There was no concomitant medication. On 24-APR-2007, the patient developed
swelling in her throat and it caused her to choke. Unspecified medical attention was sought. No laboratory diagnostic studies were performed. Subsequently,
the patient recovered. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
32.0

285422-1

16-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Choking, Inappropriate schedule of drug administration, Pharyngeal oedema

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0136U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3287
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Jun-2007
Vaccine Date

06-Jun-2007
Onset Date

0
Days

15-Aug-2007
Status Date

OR
State

WAES0706USA02299
Mfr Report Id

Information has been received from a physician concerning a female who on 06-JUN-2007 intramuscularly with a 0.5 ml dose of Gardasil. On 06-JUN-2007, the
patient experienced significant pain and swelling at the injection site. The patient sought unspecified medical attention. At the time of the report, the patient was
recovering. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285423-1

16-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Injection site swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3288
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-Aug-2007
Status Date

DE
State

WAES0706USA02307
Mfr Report Id

Information has been received from a physician concerning a 16 year old female patient who was vaccinated with a first dose of Gardasil. Subsequently, the
patient developed a local rash around the injection site. The rash was about 3 inches in diameter. Unspecified medical attention was sought. At the time of this
report, the patient's outcome was unknown. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

285424-1

16-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site rash

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3289
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Jun-2007
Vaccine Date

12-Jun-2007
Onset Date

0
Days

15-Aug-2007
Status Date

AL
State

WAES0706USA02309
Mfr Report Id

Information has been received from a nurse practitioner concerning a 23 year old female who on 12-JUN-2007 received the first dose of Gardasil. Immediately
upon injection, the patient complained of not feeling well and collapsed as the nurse was removing the needle from her arm. The patient fell on the side of her
face and was rushed to the emergency room of a local hospital where she received 20 stitches in her face and mouth. Also, two of her front teeth were knocked
loose. An unspecified blood test was performed (results not provided). It was also reported that the patient did not have anything to eat all day and the dose
was given at 2:00 pm. The patient recovered on 12-JUN-2007. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Diagnostic laboratory 06/12/07 - results not provided
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

285425-1

16-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Face injury, Fall, Malaise, Tooth injury

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3290
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Jan-2007
Vaccine Date

11-Jan-2007
Onset Date

0
Days

15-Aug-2007
Status Date

--
State

WAES0706USA02322
Mfr Report Id

Information has been received from a nurse concerning an 18 year old female who on 11-JAN-2007 received the first dose of Gardasil. Subsequently, the
patient developed a rash on her arm and "had a temperature". On 15-MAR-2007, the patient received the second dose of the Gardasil. On 15-MAR-2007, the
patient developed a rash on her arm and legs and "had a temperature". The patient sought unspecified medical attention. The patient recovered. It was also
reported that the patient will not receive her "3rd dose" of the vaccine. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

285426-1

15-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Body temperature increased, Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3291
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Nov-2006
Vaccine Date

29-Nov-2006
Onset Date

7
Days

15-Aug-2007
Status Date

MI
State

WAES0706USA02337
Mfr Report Id

Information has been received from a nurse concerning her 21 year old daughter with no pertinent medical history who, on approximately 22-NOV-2006,
received the first dose of Gardasil. There was no concomitant medication. On approximately 29-NOV-2006, the patient developed tonsillitis. The patient was
treated with penicillin. Subsequently, the patient recovered. On 22-Jan-2007, the patient received the second dose of Gardasil. On approximately 01-FEB-2007,
"ten to fourteen days later", the patient developed tonsillitis. She was treated with ZITHROMAX and recovered "a couple of days after starting ZITHROMAX".
On 22-MAY-2007, the patient received the third dose of Gardasil. On approximately 01-JUN-2007, the patient developed tonsillitis. She was treated with
AMOXIL. Diagnostic studies performed after the third occurrence of the tonsillitis in June 2007 included a "strep screen" and a "mononucleosis spot", both of
which were negative. The patient recovered on 11-JUN-2007. The reporter indicated that for all three occurrences, the patient's tonsils were coated with "white
stuff". Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

throat culture - negative; serum Epstein-Barr 06/??/07 -  negative
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

285427-1

16-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Tonsillitis, Vaccine positive rechallenge

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3292
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Aug-2007
Status Date

--
State

WAES0706USA02343
Mfr Report Id

Information has been received from a nurse practitioner concerning a 14 year old female who was vaccinated with a second dose of Gardasil. Subsequently
"about a day or two" after receiving the vaccination the patient developed rash all over her body. The patient returned to the office and they confirmed the rash
was everywhere. A Streptococcus oralis culture came back negative. The patient was advised to take diphenhydramine

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

285428-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash generalised, Streptococcal identification test negative

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3293
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-May-2007
Vaccine Date

13-May-2007
Onset Date

0
Days

15-Aug-2007
Status Date

--
State

WAES0706USA02355
Mfr Report Id

Information has been received from a health professional concerning a 16 year old female patient who on 13-MAY-2007 was vaccinated with a dose of
Gardasil. On 13-MAY-2007 the patient fainted. The reporter mentioned that 2 weeks later the patient fainted again while sitting down. Subsequently, the patient
recovered. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

285429-1

16-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3294
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Apr-2007
Vaccine Date

10-Apr-2007
Onset Date

0
Days

15-Aug-2007
Status Date

--
State

WAES0706USA02362
Mfr Report Id

Information has been received from a nurse concerning her 11 year old daughter with a history of fibromyalgia who on 10-APR-2007 was vaccinated with a first
dose of Gardasil (lot number unknown) injection. On 10-APR-2007 the nurse reported that "2 and a half weeks" after her daughter was administered with
Gardasil, her daughter experienced pain all over her body. Medical attention was sought. The patient was prescribed VICODIN for the pain. At the time of the
reporting, patient has not recovered. No further information was provided. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Fibromyalgia

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

285430-1

16-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pain

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3295
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Jun-2007
Vaccine Date

13-Jun-2007
Onset Date

0
Days

15-Aug-2007
Status Date

IN
State

WAES0706USA02364
Mfr Report Id

Information has been received from a physician concerning an 18 year old female with no pertinent medical history or drug reactions/allergies who on 13-JUN-
2007 was vaccinated with Gardasil (Lot number unknown) 0.5 mL injection. There was no concomitant medication used. On 13-JUN-2007 the patient
experienced dizziness. Medical attention was  sought. The patient recovered on 13-JUN-2007. Additional information was not provided. Additional information
has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

285431-1

15-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3296
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Apr-2007
Vaccine Date

01-Apr-2007
Onset Date

0
Days

15-Aug-2007
Status Date

MD
State

WAES0706USA02380
Mfr Report Id

Information has been received from a Medical Assistant concerning a 16 year old female patient who in approximately April 2007, was vaccinated with her first
dose of Gardasil. Concomitant therapy included ALLEGRA. The reporter indicated that the patient "has not had regular menstrual cycles since receiving her
first dose of GARDASIL". The patient was not pregnant. Medical attention was sought. At the time of reporting the event was ongoing. Additional information
has been requested.

Symptom Text:

ALLEGRAOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

285433-1

15-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Menstruation irregular

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3297
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Jun-2007
Vaccine Date

13-Jun-2007
Onset Date

0
Days

15-Aug-2007
Status Date

FL
State

WAES0706USA02389
Mfr Report Id

Information has been received from a physician, via a company representative, concerning a 23 year old female patient, with a sulfonamide allergy, who on 13-
JUN-2007, was vaccinated with the second dose of Gardasil (Lot #0212U). Concomitant therapy included YASMIN and AMBIEN. Forty five minutes after the
vaccine had been administered, the mother of the patient called the office to report her daughter was "violently vomiting." At the time of this report, the patient
was recovering from the event. Additional information has been requested.

Symptom Text:

YASMIN; AMBIENOther Meds:
Lab Data:
History:

Sulfonamide allergyPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

285434-1

15-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0212U 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3298
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-May-2007
Vaccine Date

25-May-2007
Onset Date

1
Days

15-Aug-2007
Status Date

--
State

WAES0706USA02470
Mfr Report Id

Information has been received from a physician concerning her 18 year old daughter who on approximately 24-MAY-2007 was vaccinated IM with a first dose of
Gardasil. Concomitant therapy included appetite depressant (unspecified). On approximately 25-MAY-2007 the patient experienced flu like symptoms of joint
aches, high fever, and sore throat. Unspecified medical attention was sought. Subsequently, the patient recovered from the flu like symptoms. Additional
information has been requested.

Symptom Text:

[therapy unspecified]Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

285435-1

15-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Influenza like illness, Pharyngolaryngeal pain, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3299
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-Aug-2007
Status Date

--
State

WAES0706USA02472
Mfr Report Id

Information has been received from a nurse concerning her 18 year old daughter who, on an unspecified date, was vaccinated intramuscularly with a first dose
of Gardasil. The patient had arm pain five days after receiving the vaccination. The patient did not seek medical attention. At the time of the report, the patient
outcome was unspecified. No product quality complaint was involved. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

285436-1

15-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3300
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-Aug-2007
Status Date

--
State

WAES0706USA02474
Mfr Report Id

Information has been received from a nurse concerning a 15 year old female, who, on an unspecified date, was vaccinated intramuscularly with a first dose of
Gardasil. The patient fainted after receiving the vaccination. The patient regained consciousness and was sent home. The patient did not seek medical
attention. At the time of the report, the patient's outcome was unknown. No product quality complaint was involved. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

285437-1

16-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3301
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-Aug-2007
Status Date

MN
State

WAES0706USA02520
Mfr Report Id

Information has been received from a physician concerning a 16 year old female on an unspecified date who was vaccinated with her first dose of Gardasil (lot
number unknown). The physician reported that on an unspecified date the patient developed an abscess on her left breast two weeks after her first dose of
Gardasil. Medical attention was sought. Additional information was not provided. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

285438-1

16-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abscess

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3302
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Jun-2007
Vaccine Date

07-Jun-2007
Onset Date

0
Days

15-Aug-2007
Status Date

KS
State

WAES0706USA02521
Mfr Report Id

Information has been received from a physician concerning a female who on approximately 07-JUN-2007 received her first dose of Gardasil, 0.5 ml. The
patient experienced an "acute immediate reaction" after receiving the vaccination. She was rushed to the hospital. No further information was provided.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285439-1

16-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Vaccination complication

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3303
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-Aug-2007
Status Date

NE
State

WAES706USA02523
Mfr Report Id

Information has been received from an office worker concerning a female (age not reported) who was vaccinated on unspecified dates with her first and second
dose of Gardasil (lot number unknown) 0.5 mL injection. The office worker reported that on an unspecified date the patient developed a large, hot welt, size of a
baseball on her right deltoid 24 hours after receiving her third dose of Gardasil (lot number unknown) 0.5 mL injection. Medical attention was sought. On 24-
APR-2007 the patient recovered from the adverse which lasted about four days. No additional information was provided. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285440-1

16-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Skin warm, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3304
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Mar-2007
Vaccine Date

Unknown
Onset Date Days

15-Aug-2007
Status Date

FL
State

WAES0706USA02542
Mfr Report Id

Information has been received from a registered nurse concerning a female (age not reported) who on an unspecified date was vaccinated with her first dose of
Gardasil (Lot number unknown). The registered nurse reported that the patient received her second dose of Gardasil (Lot number unknown) approximately in
MARCH of 2007 at the college health clinic and experienced a temperature of 103 degrees. Medical attention was sought. At the time of reporting the patient
recovered from the temperature of 103 degrees. The nurse reported that they are unsure about giving the patient her third dose of Gardasil due to the patient's
experience with the second dose. No further information was provided. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

temperature measurement 03/??/07 103 degrees
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285441-1

16-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Body temperature increased

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3305
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-Aug-2007
Status Date

NY
State

WAES0706USA02549
Mfr Report Id

Information has been received from a physician concerning a 16 year old female who on an unspecified date was vaccinated with her first dose of Gardasil (Lot
number unknown). On an unspecified date the patient developed serum sickness after the first dose of Gardasil. The physician also reported that the patient
had swelling of the joints and was put on therapy with prednisone (PROMIFEN). At the time of reporting, the outcome was unknown. No additional information
was available. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

285442-1

16-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Joint swelling, Serum sickness

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3306
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-Aug-2007
Status Date

--
State

WAES0706USA02565
Mfr Report Id

Information has been received from a nurse concerning a 25 year old female, who, on an unspecified date, was vaccinated intramuscularly with a dose of
Gardasil. Subsequently, on an unspecified date the patient developed a low grade fever after being vaccinated. The patient did not seek medical attention. At
the time of the report, the patient's outcome was unknown. No product quality complaint was involved. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

285443-1

16-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3307
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Jun-2007
Vaccine Date

12-Jun-2007
Onset Date

0
Days

15-Aug-2007
Status Date

OH
State

WAES0706USA02569
Mfr Report Id

Initial and follow-up information has been received from a medical assistant concerning an 11 year old white female with no pertinent medical history who on
12-JUN-2007 at 3:15 pm, received her first dose of Gardasil (lot # 656049/0187U), 0.5 ml, intramuscularly into the left arm. There was no concomitant
medication. Subsequently, the patient experienced swelling of her left breast. At the time of the report, the patient had not recovered. She was seen at the
doctor's office on 14-JUN-2007. It was reported that the patient will receive her second dose of Gardasil on schedule. The medical assistant reported that the
patient had no reaction to the vaccine. Her breast tenderness was linked to another issue. Additional information is not expected.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

285444-1

16-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Breast swelling, Breast tenderness

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0187U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3308
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Jun-2007
Vaccine Date

14-Jun-2007
Onset Date

2
Days

15-Aug-2007
Status Date

--
State

WAES0706USA02570
Mfr Report Id

Information has been received from a registered nurse, concerning a 20 year old female patient, with a penicillin allergy involving a rash, who on 12-JUN-2007
was vaccinated IM, with the first dose, 0.5ml, of Gardasil (Lot # 657737/0522U). Concomitant therapy included ethinyl estradiol (+) ferrous fumarate (+)
norethindrone acetate (LOESTRIN FE). On 14-JUN-2007 when the patient woke up in the morning, she had hives all over her body. At the time of this report,
the patient had not recovered. The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

Loestrin FeOther Meds:
Lab Data:
History:

Penicillin allergyPrex Illness:

Unknown
Drug rash

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

285445-1

16-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0522U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3309
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-Aug-2007
Status Date

FL
State

WAES0706USA02586
Mfr Report Id

Information has been received from the office manager in a doctor's office concerning an 18 year old female patient with penicillin allergy who was vaccinated
with a first dose of Gardasil and a second dose of Gardasil. The patient developed fever of 103 F after 8 hours of getting the second injection. She also did not
feel well and had "problem breathing". She had no reaction after the first injection with Gardasil. Unspecified medical attention was sought by the patient. The
patient recovered. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Penicillin allergyPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

285446-1

16-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dyspnoea, Malaise, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3310
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Feb-2007
Vaccine Date

01-Feb-2007
Onset Date

0
Days

15-Aug-2007
Status Date

--
State

WAES0706USA02587
Mfr Report Id

Initial and follow up information has been received from Pregnancy Registry and a Nurse Practitioner (N.P.) concerning an 18 year old female client who on an
unspecified day was vaccinated with a first dose of Gardasil and at the end of February 2007, was vaccinated with a second dose of Gardasil. The reporter was
unsure of the last menstrual period (LMP) provided by the patient. On 07-JUN-2007 Ultrasound was performed and the estimated date of conception (EDC)
was mentioned as 19-DEC-2006. On 14-JUN-2007 patient went to clinic and was prescribed ZITHROMAX for Chlamydia. The outcome was unknown.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = Unknown)Prex Illness:

Ultrasound 06/07/07 - (confirmed pregnancy)

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

285447-1

16-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chlamydial infection, Drug exposure during pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3311
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Mar-2007
Vaccine Date

27-Mar-2007
Onset Date

1
Days

15-Aug-2007
Status Date

AR
State

WAES0706USA02601
Mfr Report Id

Information has been received from a physician concerning a female patient who on 26-MAR-2007 was vaccinated IM in left deltoid with her first dose of
Gardasil. On 27-MAR-2007 she developed a rash on the left side of her body. Unspecified medical attention was sought. The patient recovered two weeks after
the event occurred. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285448-1

16-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3312
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-May-2007
Vaccine Date

Unknown
Onset Date Days

16-Aug-2007
Status Date

NJ
State

WAES0706USA02606
Mfr Report Id

Information has been received from a registered nurse concerning a 21 year old female with no relevant medical history reported who on 04-JAN-2007 was
vaccinated with a first dose of Gardasil. On 22-May-2007, the patient was vaccinated Intramuscularly with a 0.5 mL second dose of Gardasil. Concomitant
therapy included YASMIN, RITALIN and BENTYL. The nurse reported that the patient's mother called the office stating that the patient gained weight after
receiving dose 2 of Gardasil. The patient did not have weight gain with dose one. The patient received dose two of Gardasil on 22-MAY-2007 and was a size
two. The patient then went to college and returned as a size 6. The only weight measurements that the office had were that the patient weighed 115 lbs in
August 2005 and weighed 122 lbs when she received dose one on 04-JAN-2007. The present weight of the patient was unknown The patient sought
unspecified medical attention. At the time of this report, the patient's weight gain persisted. Additional information has been requested.

Symptom Text:

BENTYL; YASMIN; RITALINOther Meds:
Lab Data:
History:
Prex Illness:

body weight measurement 08/??/05 115 lbs.; body weight measurement 01/04/07 122 lbs.
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

285449-1

17-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Weight increased

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0389U 2 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Jun-2007
Vaccine Date

13-Jun-2007
Onset Date

0
Days

16-Aug-2007
Status Date

FL
State

WAES0706USA02617
Mfr Report Id

Information has been received from a physician concerning a 11 year old female who on 13-JUN-2007 was vaccinated with a dose of Gardasil in the left upper
arm. Concomitant medication was not reported. on 13-JUN-2007, later in the evening, the patient's left hand became swollen, itchy, red and painful." The
patient sought unspecified medical attention. The outcome of the event was not reported. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

285450-1

16-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Oedema peripheral, Pain in extremity, Pruritus

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3314
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Aug-2007
Status Date

--
State

WAES0706USA02624
Mfr Report Id

Information has been received from a physician's assistant concerning a female (age unknown) who on an unspecified date was vaccinated intramuscularly
with a 0.5 ml first dose of Gardasil. Subsequently the patient fainted. At the time of this report, the outcome was unknown. No product quality complaint was
involved. This is one of two reports from the same source. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285451-1

16-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-May-2007
Vaccine Date

04-May-2007
Onset Date

0
Days

16-Aug-2007
Status Date

UT
State

WAES0706USA02627
Mfr Report Id

Information has been received from a physician concerning an 11 yr old female who on 04-MAY-2007 was vaccinated with a first dose of Gardasil. On the
same day, the patient also received Vaqta and hepatitis A virus vaccine (unspecified) ("HEP A") in the other arm. On 04-MAY-2007 the patient developed a
large ulcer on her arm. The ulcer was on the arm where the patient received Gardasil. The patient also developed swollen lymph nodes under her jaw. At the
time of this report, the outcome was unknown. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

285452-1

06-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Lymphadenopathy, Skin ulcer

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
MERCK & CO. INC.

NULL
NULL

0 Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 3316
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Aug-2007
Status Date

--
State

WAES0706USA02647
Mfr Report Id

Information has been received from a registered school nurse concerning an approximately 11 year old female who, on an unspecified date during her sixth
grade physical, was vaccinated with Gardasil. Subsequently the patient developed a "red, hot to touch area about the size of a baseball". The patient was taken
out of school and taken to her physician. The patient's mother reported that the area was "bigger than it had been the night before". At the time of this report,
the outcome of the event was unknown. NO further information is expected. This is one of two reports from the same source.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

285453-1

17-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Skin warm

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
22-Nov-2006
Onset Date Days

16-Aug-2007
Status Date

NY
State

WAES0706USA02699
Mfr Report Id

Information has been received from a health professional concerning a 12 year old female who on 22-NOV-2006 was vaccinated with the first dose of Gardasil
(Lot # not reported). On approximately 22-NOV-2006 the patient experienced feeling light headed. on 24-JAN-2007 the patient received the second dose of
Gardasil (lot # not reported). on approximately 24-JAN-2007 the patient experienced feeling light headed. on 06-JUN-2007 the patient received the third dose of
Gardasil (Lot# not reported). On approximately 06-JUN-2007 the patient experienced feeling light headed and vomited. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

285454-1

17-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Jun-2007
Vaccine Date

14-Jun-2007
Onset Date

0
Days

16-Aug-2007
Status Date

NY
State

WAES0706USA02724
Mfr Report Id

Information has been received from a 30 year old female with no medical history or allergies, who on 14-JUN-2007 was vaccinated with 0.5 mL first dose of
Gardasil. Concomitant therapy included hormonal contraceptives (unspecified). Subsequently, the patient became very dizzy and stated that she almost
fainted. The consumer also stated that the "nurse did not shake the liquid in the syringe before administering the vaccine." The patient sought unspecified
medical attention. At the time of the report, the patient was recovering. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
30.0

285455-1

06-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Inappropriate schedule of drug administration, Presyncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jun-2007
Vaccine Date

01-Jun-2007
Onset Date

0
Days

16-Aug-2007
Status Date

--
State

WAES0706USA02744
Mfr Report Id

Information has been received from a registered nurse concerning a 19 year old female who on unspecified dates was vaccinated with a first and second dose
of Gardasil (lot number unknown). In June 2007, the patient received her third dose of Gardasil (Lot # 653650/0702F) IM. The patient was observed for about
15 minutes and she seemed fine, but soon after the patient started complaining of her throat tightening and the patient started trembling. The nurse checked
her blood pressure (148/85) and heart rate (97) both of which were elevated. The office did not believe it was an anaphylactic reaction since there was no
respiratory distress. The patient was given diphenhydramine hydrochloride 25mg (BENADRYL) and ibuprofen (MOTRIN). The patient recovered from throat
tightening, elevated blood pressure and elevated heart rate within 20 minutes and was sent home. Medical attention was sought. The patient called the next
day and said she was feeling fine. She felt fine after the first two doses. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

blood pressure 148/8, respiratory rate 97
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

285456-1

16-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Throat tightness, Tremor

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0702F 2 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Mar-2007
Vaccine Date

01-Mar-2007
Onset Date

0
Days

16-Aug-2007
Status Date

NY
State

WAES0706USA02748
Mfr Report Id

Information has been received from a nurse concerning her 19 year old daughter with no medical history or allergies, who in January 2007, was vaccinated with
a first dose of Gardasil. She was vaccinated with a second dose in approximately March 2007 or early April 2007. Concomitant therapy included YASMIN. The
patient experienced neck pain after vaccination with the second dose of Gardasil. The symptoms began at least 24 hours after the vaccination and resolved
after 72 hours. The pain radiated from the shoulder of the arm (arm unspecified) up to her neck. The patient sought unspecified medical attention. Ibuprofen
(Motrin) was taken for the symptoms. At the time of the report, the patient had recovered. No product quality complaint was involved. No laboratory diagnostic
studies were performed. Additional information has been requested.

Symptom Text:

YASMINOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

285457-1

17-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Musculoskeletal pain, Neck pain

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3321
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Aug-2007
Status Date

--
State

WAES0706USA02770
Mfr Report Id

Information has been received from a nurse practitioner concerning a 24 year old female who on an unspecified date was vaccinated with the first dose of
Gardasil (lot number unknown). On an unspecified date, the patient was vaccinated with her second dose of Gardasil and developed genital warts. Medical
attention was sought. At the time of reporting the patient was recovering. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

285458-1

17-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anogenital warts

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Jun-2007
Vaccine Date

12-Jun-2007
Onset Date

0
Days

16-Aug-2007
Status Date

CA
State

WAES0706USA02779
Mfr Report Id

Information has been received from an office manager concerning a 28 year old female with no medical history or allergies, who on 12-JUN-2007 was
vaccinated intramuscular with a third 0.5mL dose of Gardasil (lot #657005/0314U). There was no concomitant medication. Subsequently several hours after
being vaccinated the patient experienced nausea and vomiting. No laboratory diagnostic studies were performed. The symptoms improved within 24 hours. The
patient sought unspecified medical attention. At the time of the report, the patient had recovered. No product quality complaint was involved. Additional
information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

285459-1

16-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, Nausea, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0314U 2 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Jun-2007
Vaccine Date

15-Jun-2007
Onset Date

0
Days

16-Aug-2007
Status Date

NY
State

WAES0706USA02791
Mfr Report Id

Information ahs been received from a physician concerning a 16 year old female patient who on 15-JUN-2007 was vaccinated with a first dose of Gardasil. On
15-JUN-2007, the patient experienced a vasovagal reaction. Unspecified medical attention was sought. On 15-JUN-2007, the patient recovered. No product
quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

285460-1

17-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope vasovagal

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Aug-2007
Status Date

--
State

WAES0706USA02800
Mfr Report Id

Information has been received from a nurse practitioner concerning an 18 year old female who was vaccinated with a first dose of Gardasil. Concomitant
therapy included hormonal contraceptives (unspecified). The next morning, the patient experienced extreme nausea. Unspecified medical attention was sought.
On an unspecified date, the patient recovered. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

285461-1

17-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Aug-2007
Status Date

--
State

WAES0706USA02805
Mfr Report Id

Information has been received from a nurse concerning a 17 year old female, who, on an unspecified date, was vaccinated intramuscularly with a dose of
Gardasil. Subsequently, on an unspecified date the patient developed a low grade fever after being vaccinated. At the time of the report, the patient's outcome
was unknown. No product quality complaint was involved. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

285462-1

17-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3326
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Aug-2007
Status Date

CA
State

WAES0706USA02824
Mfr Report Id

Information has been received from a nurse concerning a 25 year old female who received 0.5 ml of the first dose of Gardasil on an unspecified date.
Concomitant therapy included DEPO-PROVERA. It was reported that the patient experienced dehydration and flu-like symptoms one week after receiving the
vaccination. She went to the emergency room (ER). On an unspecified date, the patient was vaccinated with a second dose of Gardasil. Two weeks after
receiving her second dose of Gardasil, she ad the same symptoms, but they were not as severe. The patient's outcome was unknown. Additional information
has been requested.

Symptom Text:

DEPO-PROVERAOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

285463-1

17-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dehydration, Influenza like illness, Vaccine positive rechallenge

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Feb-2007
Vaccine Date

23-Feb-2007
Onset Date

1
Days

16-Aug-2007
Status Date

VT
State

WAES0706USA02842
Mfr Report Id

Information has been received from a registered nurse concerning a 20 year old female with acute lymphocytic leukaemia treated with chemotherapy (2989)
and a drug allergy to BENADRYL (hives, trouble breathing) who on 22-FEB-2007, was vaccinated IM into the left arm with a first dose of Gardasil (Lot#
654741/0013U). Concomitant therapy included DEPO-PROVERA. "Within a day or two later," the patient's left forearm swelled from the injection site to the
upper arm after lifting weights of 20 to 40 pounds. It was reported that the patient denied any erythema or itching. Unspecified medical attention was sought. No
laboratory diagnostic studies were performed. After 2 to 3 days, the swelling resolved. It was also reported the patient has not yet received the second dose of
the vaccine. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

DEPO-PROVERAOther Meds:
Lab Data:
History:

Drug hypersensitivity; Acute lymphocytic leukaemiaPrex Illness:

None
Chemotherapy; Hives; Breathing difficult

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

285464-1

17-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chemotherapy, Dyspnoea, Oedema peripheral, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0013U 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Apr-2007
Vaccine Date

02-Apr-2007
Onset Date

0
Days

16-Aug-2007
Status Date

NY
State

WAES0706USA02843
Mfr Report Id

Information has been received from a physician concerning a 25 year old hispanic female with a history of asthma who on 02-APR-2007 was vaccinated with a
first dose of Gardasil (lot number 657617/0384U) IM in her left upper arm. Concomitant medication included ZYRTEC, MSD, and PAXIL. The physician
reported that the patient was in the office for her second dose of Gardasil on 15-JUN-2007 and reported that on 2-APR-2007 she developed hives on her legs
and her asthma started bothering her after receiving the first dose of Gardasil. Medical attention was sought. The patient recovered on an unspecified date from
asthma and the hives on her legs. At the time of reporting it was stated that the "patient" is fine now". The office did not administer the second dose after finding
out about the patient's experience from the first dose of Gardasil. Additional information is not expected.

Symptom Text:

ZYRTEC; SINGULAIR; PAXILOther Meds:
Lab Data:
History:

AsthmaPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

285465-1

17-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthma, Condition aggravated, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0384U 0 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Mar-2007
Vaccine Date

26-Mar-2007
Onset Date

14
Days

16-Aug-2007
Status Date

FL
State

WAES0706USA02857
Mfr Report Id

Information has been received from a 27 year old female consumer with a history of yeast infection (after taking antibiotics) and allergic reaction to antibiotics
telithromycin KETER and levofloxacin LEVAQUIN, who on 12-MAR-2007 was vaccinated with a third dose of Gardasil. There was no concomitant medication.
On 26-MAR-2007, the consumer developed a yeast infection two weeks later. It was reported that the consumer was initially treated with antibiotics (name not
known) for treatment of what they thought was a urinary tract infection. She was then given fluconazole (DIFLUCAN) which did not resolve the yeast infection,
and metronidazole (FLAGYL) which still has not resolved the yeast infection. It was reported that the consumer continues to experienced burning, itching and
discomfort. Her symptoms have not changed in intensity. On 07-JUN-2007, a culture was taken that showed a yeast infection. It was reported that the
consumer did not experience any difficulties after the last two vaccinations. At the time of this report, the consumer was reported to be recovering. It was
reported that on 26-AUG-2006, the patient was vaccinated IM with a 0.5ml dose of Gardasil (Lot # 654540/0800F). No product quality complaint was involved.
Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Allergic reaction to antibioticsPrex Illness:

vaginal culture 06/07/07 yeast infection
Yeast infection; Endometriosis

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
27.0

285466-1

06-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Discomfort, Fungal infection, Inappropriate schedule of drug administration, No reaction on previous exposure to drug, Pruritus, Skin burning sensation

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3330
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Aug-2007
Status Date

NJ
State

WAES0706USA03013
Mfr Report Id

Information has been received from a registered nurse concerning a 23 year old female patient who on an unspecified date was vaccinated with Gardasil (lot
number unknown). The nurse reported that after receiving Gardasil on an unspecified date the patient developed a rash all over the abdomen. Further
information was not provided. The outcome was not reported. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

285468-1

17-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Aug-2007
Status Date

--
State

WAES0706USA03016
Mfr Report Id

Information has been received from a registered nurse concerning a female (age not reported) who on an unspecified date was vaccinated with Gardasil (lot
number unknown). The registered nurse reported that after receiving the HPV the patient walked down the hall and fainted. The nurse was behind her and she
fainted into the physician's arms. Medical attention was sought. The patient was placed on the chair and she was fine. At the time of reporting patient had
recovered. Further information was not provided. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285469-1

17-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3332
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Aug-2007
Status Date

PA
State

WAES0706USA03039
Mfr Report Id

Information has been received from a immunization coordinator concerning a female who was vaccinated with a first dose of Gardasil. Subsequently after the
first dose the patient experienced abdominal cramping similar to menstrual cramps. Unspecified medical attention was sought. Subsequently, the patient
recovered from the abdominal cramping similar to menstrual cramps. The patient was vaccinated with a second dose of Gardasil. Subsequently after the
second dose the patient experienced abdominal cramping similar to menstrual cramps. Unspecified medical attention was sought. Subsequently, the patient
recovered from the abdominal cramping similar to menstrual cramps. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285470-1

17-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Vaccine positive rechallenge

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3333
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Jun-2007
Vaccine Date

12-Jun-2007
Onset Date

0
Days

16-Aug-2007
Status Date

FL
State

WAES0706USA03087
Mfr Report Id

Information has been received from a nurse practitioner concerning an 18 year old female with a history of spinal fusion who on 12-JUN-2007 was vaccinated
with a first dose of Gardasil (Lot # 657868/0523U) 0.5mL IM. Concomitant therapy included MENACTRA. On 12-JUN-2007 within a few minutes after receiving
Gardasil the patient experienced syncope. Medical attention was sought. Within a few minutes the patient was awake and able to leave on her own. Later that
evening the patient experienced swelling of her lip. Approximately 22 hours later, on approximately 13-JUN-2007 the patient experienced swelling of her hands
and feet and hives that would come and go. Approximately 48 hours later, on approximately 15-JUN-2007 the patient developed a fever of 101 degrees F. At
the time of reporting the patient recovered from syncope. The outcome of lip swelling edema peripheral, pyrexia and hives was unknown. No further information
is available. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

temperature measurement 101 F
Spinal fusion

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

285471-1

17-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Lip swelling, Oedema peripheral, Pyrexia, Syncope, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
0523U 0

Unknown
Unknown

Unknown
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Jun-2007
Vaccine Date

15-Jun-2007
Onset Date

1
Days

16-Aug-2007
Status Date

TX
State

WAES0706USA03108
Mfr Report Id

Information has been received from a licensed vocational nurse concerning a 19 year old female who on 14-JUN-2007 was vaccinated intramuscularly into the
right deltoid with the first dose of Gardasil (lot # 0211U). On 15-JUN-2007, the patient experienced "swelling in the groin area and the labia". The patient sought
unspecified medical attention. The patient was advised to use miconazole nitrate (MONISTAT) and go to the emergency room if symptoms did not improve.
The patient outcome was unknown at the time of the report. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

285472-1

06-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Labia enlarged, Local swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0211U 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Mar-2007
Vaccine Date

23-Apr-2007
Onset Date

27
Days

16-Aug-2007
Status Date

--
State

WAES0706USA03111
Mfr Report Id

Information has been received from a physician's assistant, for the Pregnancy Registry for Gardasil concerning a 21 year old white female with pelvic
inflammatory disease and a history of gastrooesophageal reflux disease and penicillin allergy. On 04-DEC-2006 the patient was vaccinated with the first dose
of Gardasil (Lot # 653736/0868F) 0.5 mL IM in the left arm and on 23-MAR-2007 with the second dose of Gardasil (Lot # 657006/0188U) 0.5 mL IM.
Concomitant therapy included PREVACID and NESTABS FA TABLETS. The patient developed abdominal cramps on 23-APR-2007 and presented to the
doctor's office. Medical attention was sought. Serum beta-human chorionic gonadotropin and urine beta-human chorionic gonadotropin tests were performed to
confirm pregnancy. The patient was referred to a Ob/Gyn for follow-up care. No additional information was given. The date of the last menstrual period was 14-
MAR-2007, the estimated conception date is 28-MAR-2007 and the estimated delivery date is 20-DEC-2007. Additional information has been requested.

Symptom Text:

PREVACID 15 mg; NESTABS FA TABLETSOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 3/14/2007); Pelvic inflammatory disease; Penicillin allergyPrex Illness:

urine beta-human 04/23/07 - positive; serum beta-human 04/23/07 - positive
Gastrooesophageal reflux disease

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

285473-1

17-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Drug exposure during pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0188U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3336
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-May-2007
Vaccine Date

21-May-2007
Onset Date

14
Days

16-Aug-2007
Status Date

NY
State

WAES0706USA03116
Mfr Report Id

Information has been received from a physician concerning a 17 year old female who on 07-MAY-2007 was vaccinated with a 0.5 ml dose of Gardasil. On
approximately 21-MAY-2007, two weeks after getting the vaccination, the patient developed a "besicular" rash. The patient was seen by her physician again on
14-JUN-2007 and the rash had continued to spread. The course of treatment for the rash included prednisone and ZYRTEC. The "besicular" rash persisted.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

285474-1

17-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash vesicular

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-May-2007
Vaccine Date

01-May-2007
Onset Date

0
Days

16-Aug-2007
Status Date

--
State

WAES0706USA03125
Mfr Report Id

Information has been received from a nurse practitioner concerning a female (age not reported) who in approximately May 2007, "about a month ago" was
vaccinated with a first dose of Gardasil (lot number unknown) IM. Almost immediately after receiving Gardasil, the patient fainted. Medical attention was sought.
The nurse practitioner had made the patient sit in the waiting room until she felt better. Patient seemed to have recovered momentarily after sitting in the
waiting room. Further information was not provided. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285475-1

17-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Jan-2007
Vaccine Date

22-Jan-2007
Onset Date

0
Days

16-Aug-2007
Status Date

MD
State

WAES0706USA03134
Mfr Report Id

Information has been received for the Merck Pregnancy Registry for Gardasil via a registered nurse concerning a 23 year old female with a sulfonamide allergy
and drug hypersensitivity to erythromycin, BACTRIM and ZITHROMAX who on 22-JAN-2007 was vaccinated with the first dose of Gardasil (lot #
655619/1427F). Concomitant therapy included pre-natal vitamins. It was reported that the patient may have been pregnant when she received the vaccination
on 22-JAN-2007. The patient reported the date of her last menstrual period as approximately 20-JAN-2007. The patient's estimated date of delivery is 27-OCT-
2007. The patient sought unspecified medical attention. In February 2007, a "pap smear" revealed cervical intraepithelial neoplasia 3 and the patient underwent
colposcopy (results not provided). The reporter indicated that the pregnancy has been normal to date. Additional information has been requested.

Symptom Text:

Vitamins (unspecified)Other Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 1/20/2007); Sulfonamide allergy; Drug hypersensitivityPrex Illness:

cervical smear 02/??/07 - cervical intra-eithelial neoplasia 3; colposcopy 02/??/07 - results not provided.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

285476-1

17-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cervical dysplasia, Drug exposure during pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1427F 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Aug-2007
Status Date

GA
State

WAES0706USA03138
Mfr Report Id

Information has been received from a certified medical assistant concerning a female (age unknown), who, on an unspecified date, was vaccinated with a dose
of Gardasil. Subsequently, the patient experienced a "high-grade" positive HPV on a PAP smear. The patient sought unspecified medical attention. At the time
of the report, the patient's outcome was unknown. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

cervical smear - high grade positive HPV
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285477-1

17-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Papilloma viral infection, Smear cervix abnormal

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3340
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-May-2007
Vaccine Date

15-May-2007
Onset Date

0
Days

16-Aug-2007
Status Date

WA
State

WAES0706USA03151
Mfr Report Id

Information has been received from a physician concerning a 17 year old female who on 15-MAY-2007 was vaccinated with a 0.5 ml first dose of Gardasil. On
15-MAY-2007 the patient experienced off and on headaches. The patient sought unspecified medical attention. On 17-MAY-2007, the patient recovered from
off and on headaches. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

285478-1

17-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Aug-2007
Status Date

MI
State

WAES0706USA03153
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with the first dose of Gardasil, on an unspecified date. Two days after
receiving the first injection, she experienced swelling in her lymph nodes (under her arm and in her neck). She sought unspecified medical attention. There
were no diagnostic or laboratory tests performed. Subsequently the patient recovered. On an unspecified date, the patient vaccinated with the second dose of
Gardasil. She did not have any adverse reactions to the second dose. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285479-1

17-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Lymphadenopathy

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3342
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Mar-2007
Vaccine Date

09-Mar-2007
Onset Date

2
Days

16-Aug-2007
Status Date

--
State

WAES0706USA03178
Mfr Report Id

Information has been received from a 20 year old female who on 07-MAR-2007 was vaccinated intramuscularly with 0.5 ml dose of Gardasil. Concomitant
therapy included ethinyl estradiol/norgestimate (ORTHO-CYCLEN). On 09-MAR-2007, the patient's right lymph node swelled to the size of a marble. She
sought unspecified medical attention. The patient reported that she recovered 1 1/2 weeks after the swelling began. On an unspecified date, the patient was
vaccinated intramuscularly with 0.5 ml of the second dose of Gardasil. Two days after the vaccination, the patient's left lymph node swelled to the size of a
marble. The patient sought unspecified medical attention. Additional information is not expected.

Symptom Text:

Ortho-CyclenOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

285481-1

17-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Lymphadenopathy, Vaccine positive rechallenge

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3343
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Jun-2007
Vaccine Date

07-Jun-2007
Onset Date

2
Days

16-Aug-2007
Status Date

AZ
State

WAES0706USA03179
Mfr Report Id

Information has been received from a health professional concerning a 17 year old female who on 05-JUN-2007 was vaccinated IM into the right deltoid with a
dose of Gardasil (lot# 654885/1424F). Concomitant therapy included a SC dose given into the left arm of Varivax (lot4 656569/0114U), an IM dose into the left
deltoid of Menactra (batch# U2115AA) and hormonal contraceptives (unspecified). On 07-JUN-2007 within 36 hours, the patient experienced a "10 x 8
centimeter of left arm redness, warmth and tender." No medical attention was sought. At the time of this report, the patient's outcome was unknown. Additional
information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

285482-1

17-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Skin warm, Tenderness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
MNQ

MERCK & CO. INC.
MERCK & CO. INC.
SANOFI PASTEUR

0114U
1424F
U2115AA

Unknown
Unknown
Unknown

Subcutaneously
Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Aug-2007
Status Date

TN
State

WAES0706USA03180
Mfr Report Id

Information has been received from a physician concerning a 17 year old female with a kidney condition for which she is being treated who on an unspecified
date was vaccinated with Gardasil (lot number unknown) injection. Concomitant medication included diphenhydramine hydrochloride (BENADRYL). About an
hour after being vaccinated with Gardasil the patient developed a rash all over her body. Medical attention was sought. The physician advised the patient to
take diphenhydramine hydrochloride (BENADRYL) and to follow up with the office if the problem persisted. The patient has not contacted the office yet. The
physician reported that it was not an anaphylactic type of reaction. No additional information is provided. Additional information has been requested.

Symptom Text:

BenadrylOther Meds:
Lab Data:
History:

Renal disorder; Hypersensitivity reactionPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

285483-1

17-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash generalised

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Aug-2007
Status Date

NY
State

WAES0706USA03190
Mfr Report Id

Information has been received from a physician concerning a female patient who was vaccinated with a dose of Gardasil. Subsequently the patient developed
"swollen lymph nodes". Unspecified medical attention was sought. The outcome was unknown. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285484-1

17-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Lymphadenopathy

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jun-2007
Vaccine Date

18-Jun-2007
Onset Date

0
Days

16-Aug-2007
Status Date

TX
State

WAES0706USA03191
Mfr Report Id

Initial and follow up information has been received from a Nurse Practitioner (N.P.) concerning a 17 year old female student who on 18-JUN-2007 was
vaccinated with a first dose of Gardasil. On 18-JUN-2007, after "her first injection the patient developed 3 1/2-4 centimeter red spot at injection site and it was
swollen and itchy." The nurse practitioner then applied diphenhydramine hydrochloride (BENADRYL) and the patient was fine after that. Additional information
is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

285485-1

17-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site pruritus, Injection site swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Jun-2007
Vaccine Date

08-Jun-2007
Onset Date

0
Days

16-Aug-2007
Status Date

PA
State

WAES0706USA03196
Mfr Report Id

Information has been received from a physician concerning a female patient who on 08-JUN-2007 "ten days ago", was vaccinated with a first dose of Gardasil.
On 08-JUN-2007, the patient fainted after getting injection site Gardasil. The physician also reported that the patient felt dizzy and was sick to the stomach after
the injection. Unspecified medical attention was sought. Subsequently, the patient recovered. No product quality complaint was involved. Additional information
has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285486-1

17-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Stomach discomfort, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Feb-2007
Vaccine Date

27-Feb-2007
Onset Date

0
Days

16-Aug-2007
Status Date

MI
State

WAES0706USA03199
Mfr Report Id

Information has been received from a certified medical assistant concerning an 18 year old white female with no medical history or allergies, who on 27-FEB-
2007 at 16:30 was vaccinated IM into the right arm with a first dose of Gardasil (lot # 656372/0243U). About 5 minutes later the patient was on the floor
because she had fainted and nauseous. It was reported that she sat for a few minutes and "felt fine" and was sent home. On 30-APR-2007 at 13:30, the patient
was vaccinated IM into the left arm with a second dose of Gardasil (lot# 657622/0388U). Immediately, the patient experienced the same symptoms and
became nauseous and vomited. The patient did not faint. It was reported that afterward she was better. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

285487-1

17-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Nausea, Syncope, Vaccine positive rechallenge, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0243U 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Aug-2007
Status Date

--
State

WAES0706USA03218
Mfr Report Id

Information has been received from a nurse practitioner concerning a 22 year old female who on an unspecified date was vaccinated with a first dose Gardasil
(lot number unknown). Subsequently the patient developed genital warts. At the time of reporting it is unknown if the patient has recovered. Additional
information was unavailable. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

285488-1

17-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anogenital warts

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3350
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Aug-2007
Status Date

--
State

WAES0706USA03231
Mfr Report Id

Information has been received from a registered nurse concerning a female patient who was vaccinated with a dose of Gardasil. Subsequently the patient
experienced sore throat and fever after the first and second dose. No medical attention was sought. At the time of this report, the patient's outcome was
unknown. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285489-1

17-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pharyngolaryngeal pain, Pyrexia, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3351
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Sep-2006
Vaccine Date

11-Oct-2006
Onset Date

26
Days

24-Jul-2007
Status Date

KS
State

WAES0612USA01320
Mfr Report Id

Information has been received from a health professional through a Merck pregnancy registry concerning a 17 year old female with no known allergies who on
15-SEP-2006 was vaccinated intramuscularly in the right deltoid with the first dose of Gardasil (Lot#653735/0688F). Concomitant therapy included hormonal
contraceptives (unspecified). On 11-OCT-2006 the patient had a positive urine pregnancy test. It was reported that the patient had previously had a negative
serum pregnancy test on 17-JUL-2006. The patients last menstrual period was on 15-AUG-2006. The patient sought unspecified medical attention. At the time
of this report the outcome of the event was unknown. Follow up information was received from a registered nurse stating that on an unspecified date prior to
delivery the patient developed an increased white blood cell count (actual values not provided) and was diagnosed with suspected occult chorioamnionitis. The
nurse did not know if the patient received any treatment for the condition, if any other testing was done, or when and what the results of follow up white blood
cell count were. The nurse also reported that on 04-JUN-2007 the patient delivered a normal healthy baby girl with no congenital anomalies by cesarean
section. The nurse reported that the reason for the cesarean section was "unrelieved pain". The mother and baby were both discharged on 11-JUN-2007. The
nurse did not know the reason for the extended hospitalization. Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 8/15/2006)Prex Illness:

serum beta-human 07/17/06 - negative; urine beta-human 10/11/06 - positive; WBC count - increased

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

285497-1 (S)

24-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Caesarean section, Chorioamnionitis, Drug exposure during pregnancy, Pain

 ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, SERIOUS

Other Vaccine
23-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0688F 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3352
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
24-Jul-2007
Status Date

FL
State

WAES0707USA01767
Mfr Report Id

Information has been received from a physician concerning a female patient with a history of syncope who was vaccinated with the first dose of Gardasil.
Concomitant therapy included hepatitis A vaccine (inactive) (MSD). Subsequently, the patient experienced syncope and twitching and was hospitalized to rule
out seizures. The length of the hospital stay was not specified. On an unspecified date, the patient recovered from syncope and twitching. It was also reported
that the patient did not have this experience with the second dose of Gardasil. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Syncope

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285498-1 (S)

24-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Muscle twitching, Syncope

 HOSPITALIZED, SERIOUS

Other Vaccine
23-Jul-2007

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
MERCK & CO. INC.

NULL
NULL

0 Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 3353
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
24-Jul-2007
Status Date

PA
State

WAES0707USA02207
Mfr Report Id

Information has been received from a physician concerning a female patient with a history of convulsion who was vaccinated with a first dose of Gardasil (lot #
"unavailable"). Concomitant therapy included unspecified therapy. The physician reported that the patient developed "seizures after receiving her first dose of
Gardasil." It was reported that the patient had "been having seizures before Gardasil was administered." Unspecified medical attention was sought by the
patient. The outcome was unknown. Upon internal review, seizure was considered to be an other important medical event. Additional information has been
requested.

Symptom Text:

[therapy unspecified]Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Convulsion

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285499-1

24-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Condition aggravated, Convulsion

 ER VISIT, NOT SERIOUS

Other Vaccine
23-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3354
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Jul-2007

Vaccine Date
11-Jul-2007
Onset Date

0
Days

31-Jul-2007
Status Date

CT
State Mfr Report Id

Patient felt faint after receiving Gardasil injection, was observed for 15 minutes until faintness passed then discharged to family member.Symptom Text:

Align (OTC)Other Meds:
Lab Data:
History:

Weight loss, Bloating, digestive system symptomsPrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

285516-1

31-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
23-Jul-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U1624BA
1424F

0
0

Left arm
Right arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 3355
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jul-2007

Vaccine Date
18-Jul-2007
Onset Date

0
Days

31-Jul-2007
Status Date

VA
State Mfr Report Id

After 3rd injection of Gardasil vaccine, pt fainted. There had not been any problems with 2 prior injections.Symptom Text:

Other Meds:
Lab Data:
History:

NONEPrex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

285518-1

31-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
23-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0469U 2 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3356
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Jul-2007

Vaccine Date
13-Jul-2007
Onset Date

1
Days

31-Jul-2007
Status Date

MA
State Mfr Report Id

Received Gardasil, Menactra and Tdap 7/12/07 at 9am - patient felt dizzy in parking lot - was fine then the evening. Woke at 4am with chills, not able to speak
a full sentence, fever 104, mom felt she was delirious, c/o tingling of her fingers and muscle aches. Patient later told mom she felt as of her throat was closing
in the am. Patient was fine according to mom.

Symptom Text:

None KnownOther Meds:
Lab Data:
History:

None KnownPrex Illness:

None
None Known

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

285525-1

31-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chills, Delirium, Dizziness, Myalgia, Paraesthesia, Pyrexia, Speech disorder, Throat tightness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
23-Jul-2007

Received Date

Prex Vax Illns:

TDAP

MNQ
HPV4

GLAXOSMITHKLINE
BIOLOGICALS
SANOFI PASTEUR
MERCK & CO. INC.

AC52B015AA

U22330A
0384U

0

0
0

Left arm

Right arm
Right arm

Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 3357
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Jun-2007
Vaccine Date

09-Jun-2007
Onset Date

1
Days

31-Jul-2007
Status Date

--
State Mfr Report Id

Moderate severe pain at site and erythema 4" diameter resolved after 48 hours.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

285527-1

31-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
23-Jul-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

05920
0522U

0
0

Right arm
Left arm

Subcutaneously
Intramuscular



10 JUN 2008 06:27Report run on: Page 3358
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Jul-2007

Vaccine Date
10-Jul-2007
Onset Date

1
Days

31-Jul-2007
Status Date

CA
State Mfr Report Id

After 9 days left shoulder a lot of pain. Hurts to move shoulder. Hard to put pull over shirts on. No fever. No redness reported can only move left arm up 10
inches from waist then very painful.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

285529-1

31-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypokinesia, Musculoskeletal pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
23-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1161F 2 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3359
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Jul-2007

Vaccine Date
11-Jul-2007
Onset Date

1
Days

31-Jul-2007
Status Date

PA
State Mfr Report Id

Erythema and swelling of face, trunk and extremities - woke with symptoms day after vaccine.Symptom Text:

Using new sunscreenOther Meds:
Lab Data:
History:

NonePrex Illness:

Clinical exam only
Erythromycin

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

285531-1

31-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Swelling face

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
23-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0960F 2 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3360
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Jul-2007

Vaccine Date
18-Jul-2007
Onset Date

1
Days

31-Jul-2007
Status Date

GA
State Mfr Report Id

Mother called two days after vaccine; pt. had weakness and fever the day after the injection. Was well at the time I spoke with mother.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

As written on systems review sheet per pt. and mother-asthma/bronchitis, dizziness/fainting, chest pains.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

285544-1

01-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
23-Jul-2007

Received Date

Prex Vax Illns:

HPV4HPV4 MERCK & CO. INC. 0802U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3361
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Jul-2007

Vaccine Date
22-Jul-2007
Onset Date

8
Days

31-Jul-2007
Status Date

NE
State Mfr Report Id

Mother states re-occurrence of "shingles" lesions below Rt eye 8 days after Gardasil #1 given. Child had not had outbreak in 2 yrs.Symptom Text:

Zoloft, ZyrtecOther Meds:
Lab Data:
History:

NonePrex Illness:

facial injury 6-8-07 contusion of TMJ

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

285564-1

01-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Herpes zoster

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
23-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0927U 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 3362
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Jul-2007

Vaccine Date
23-Jul-2007
Onset Date

0
Days

31-Jul-2007
Status Date

NM
State Mfr Report Id

Pt seen in am and describes what appeared like an allergic response after 1st inj. anyway. Pt was given Betamethasone 6 mg IM at approx 1000 this am, Pt
returned at 1340 and was given Gardasil. 5 ml IM to (L) deltoid. Within one minute pt c/o tingling to bilat. arms and fingers and dizziness. Pt was laying down
and became weak with decreased muscle tone. c/o visual disturbance. Maintained BP + O2 Sat  + Pulse all WNL. (1350) No improvement, Pt was given
Benadryl 50 mg IM at 1410. Took 20 minutes for slight improvement. Approx 35 min after Benadryl, pt was improving. Pt. had bee recommended not to receive
further doses and will take Benadryl 50mg P.O. daily x 2-3 days per Dr. Pt. d/c'd to home with boyfriend.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
Celiac disease, allergy to gluten

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

285565-1

01-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Dizziness, Hypersensitivity, Hypotonia, Paraesthesia, Visual disturbance

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
23-Jul-2007

Received Date

~HPV (Gardasil)~1~0~In PatientPrex Vax Illns:

HPV4 MERCK & CO. INC. 0263U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3363
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jul-2007

Vaccine Date
21-Jul-2007
Onset Date

3
Days

31-Jul-2007
Status Date

MA
State Mfr Report Id

Phone call 7/21/07. c/o red area sz of half dollar. Warm to touch. Advised Tylenol. Call if sx. persist condition resolved itself.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

285567-1

01-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Skin warm

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
23-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0954F 2 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3364
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Jul-2007

Vaccine Date
20-Jul-2007
Onset Date

1
Days

31-Jul-2007
Status Date

CA
State Mfr Report Id

I received the Gardasil/Gardisil vaccine 7/19.  7/20 I started experiencing itchiness in my scalp and felt the appearance of some hives on my scalp.  7/21 at
night I started feeling itchiness all over my body but very few red marks appeared.  When I woke up 7/22 I had over 60 red spots (hives) all over my body, 6 on
my face and neck, and the majority on my back, chest and legs.  Through out the course of that day abot 10 more appeared including a big, hard one on the
back of my neck that is causing me severe headaches and back/neck pain.  7/23 I woke up with over 30 new marks (apparently the majority of the new marks
come out at night).  The older marks grew in size to the approx size of a 5cent coin, and in the center small blisters have formed.  The area around the blister is
very irritated (red).  A couple of them have popped, exposing a deep red dot underneath.  I went to the doctor and they have put me on benadryl for the
moment, I might have to go back for a cortisone shot if the benadryl doesn't calm my symptoms.  I am experience rushes of itchiness through out, and pain in
some areas (right side of my abdomen and back/neck).

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

No tests were performed.
Allergic to dust, dander and grass (apparently also gardasil starting now)

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
27.0

285611-1

01-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Back pain, Blister, Erythema, Headache, Neck pain, Off label use, Pruritus, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
23-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 10469U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3365
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Apr-2007
Vaccine Date

13-Apr-2007
Onset Date

0
Days

16-Aug-2007
Status Date

--
State

WAES0706USA03235
Mfr Report Id

Information has been received from a registered nurse concerning a 25 year old female with no drug reactions or allergies with hypertension and asthma who
on 13-APR-2007 was vaccinated intramuscularly with the first dose of Gardasil, (Lot # 656050/0245U). Concomitant therapy included ethinyl
estradiol/norgestimate (ORTHO TRI-CYCLEN LO), fexofenadine hydrochloride (+) pseudoephedrine hydrochloride (ALLEGRA-D), hydrochlorothiazide
(manufacturer unknown), albuterol, bupropion HCl (WELLBUTRIN), atomoxetine hydrochloride (STRATTERA) and venlafaxine HCl (EFFEXOR). On 13-APR-
2007 the patient developed hives after receiving her first dose of Gardasil. The hives were mostly on her vaccinated arm. The patient sought unspecified
medical attention. The hives disappeared the next day, 14-APR-2007. No further information was available. Additional information has been requested.

Symptom Text:

albuterol, Strattera, Wellbutrin, Ortho Tri-Cyclen Lo, Allegra-D, Hydrodiuril, EffexorOther Meds:
Lab Data:
History:

Hypertension; AsthmaPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

285631-1

17-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0245U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3366
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jun-2007
Vaccine Date

18-Jun-2007
Onset Date

0
Days

16-Aug-2007
Status Date

NY
State

WAES0706USA03240
Mfr Report Id

Information has been received from a licensed practical nurse concerning a 24 year old female who on approximately 18-JUN-2007 was vaccinated IM with a
third 0.5 ml dose of Gardasil (lot# 657868/0523U). Concomitant therapy included medroxyprogesterone acetate (DEPO-PROVERA). On 18-JUN-2007, the
patient experienced redness and a rash at the injection site. Unspecified medical attention was sought. No diagnostic laboratory studies were performed. On
18-JUN-2007, the patient recovered. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

Depo-ProveraOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

285632-1

17-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site rash

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0523U 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3367
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jun-2007
Vaccine Date

18-Jun-2007
Onset Date

0
Days

16-Aug-2007
Status Date

--
State

WAES0706USA03251
Mfr Report Id

Information has been received from a licensed practical nurse concerning a 22 year old female who on 24-APR-2007 and on approximately 18-JUN-2007 was
IM vaccinated with a first and second 0.5 ml dose of Gardasil (lot# 657868/0523U), respectively. Concomitant therapy included drospirenone (+) ethinyl
estradiol (YASMIN). On 18-JUN-2007,the patient experienced redness and a rash at the injection site. Unspecified medical attention was sought. No diagnostic
laboratory studies were performed. On 18-JUN-2007, the patient recovered. It was reported that there were no problems after she received the first dose. No
product quality complaint was involved. Additional information has been requested.

Symptom Text:

YasminOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

285633-1

17-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site rash, No reaction on previous exposure to drug

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0523U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3368
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jun-2007
Vaccine Date

18-Jun-2007
Onset Date

0
Days

16-Aug-2007
Status Date

NY
State

WAES0706USA03252
Mfr Report Id

Information has been released from a physician, via a company representative, concerning a 26 year old female patient, who on 18-JUN-2007 was vaccinated
with the second of Gardasil (Lot #657736/0389U). On 18-JUN-2007, two hours after the vaccine was administered, the patient experienced ongoing numbness
and tingling in her legs. At the time of this report, the patient had not recovered from the events. The patient sought unspecified medical attention. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

285634-1

17-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Paraesthesia

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0389U 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3369
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Aug-2007
Status Date

--
State

WAES0706USA03255
Mfr Report Id

Information has been received from a nurse practitioner concerning a 19 year old female who was vaccinated with Gardasil. After receiving Gardasil, the patient
passed out, hit her head on the tablet resulting in a concussion. Therapy with Gardasil was discontinued. As of 19-JUN-2007, the patient had improved after
stopping therapy. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

285635-1

17-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Concussion, Head injury, Loss of consciousness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3370
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Aug-2007
Status Date

OH
State

WAES0706USA03259
Mfr Report Id

Information has been received from a physician concerning a female patient who was vaccinated on an unknown day with a third dose of Gardasil. The patient
fainted after her third injection. Unspecified medical attention was sought by the patient. The outcome was unknown. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285636-1

17-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3371
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Jun-2007
Vaccine Date

15-Jun-2007
Onset Date

0
Days

16-Aug-2007
Status Date

MO
State

WAES0706USA03262
Mfr Report Id

Information has been received from a physician concerning a 22 year old female patient who on 15-JUN-2007, was vaccinated IM with a first dose of Gardasil.
A few minutes later the patient started sweating profusely and became nauseous. The patient also complained that the injection hurt when she was getting it.
No medical attention was sought. No laboratory diagnostic studies were performed. Within 5 minutes, the patient recovered. No product quality complaint was
involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

285637-1

17-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hyperhidrosis, Nausea, Pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3372
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Jun-2007
Vaccine Date

18-Jun-2007
Onset Date

13
Days

16-Aug-2007
Status Date

OR
State

WAES0706USA03289
Mfr Report Id

Information has been received from a physician concerning a 24 year old female who on 05-JUN-2007 was vaccinated intramuscularly with the first 0.5 ml dose
of Gardasil (lot # 657617/0384U). Concomitant therapy included sertraline HCl (ZOLOFT) and amoxicillin. On 18-JUN-2007, the patient developed a red rash
on her chest and back. The patient sought unspecified medical attention. No other symptoms were noted. At the time of the report, the patient was recovering.
There were no laboratory or diagnostic tests performed. Additional information has been requested.

Symptom Text:

Amoxicillin, ZoloftOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

285638-1

17-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0384U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3373
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Aug-2007
Status Date

NJ
State

WAES0706USA03297
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with the first dose of Gardasil. One week later, the patient developed
a yeast infection and she sought unspecified medical attention. Subsequently she recovered from the yeast infection. On an unspecified date, the patient was
vaccinated with the second dose of Gardasil and developed a yeast infection one week later. She sought unspecified medical attention and subsequently
recovered. On an unspecified date, the patient was vaccinated with the third dose of Gardasil. With the third dose, the physician gave the patient unspecified
medication along with the dose and no yeast infection occurred. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285639-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Fungal infection, Vaccine positive rechallenge

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3374
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Aug-2007
Status Date

OR
State

WAES0706USA03300
Mfr Report Id

Information has been received from a nurse practitioner concerning a 20 year old female who was vaccinated with Gardasil. Subsequently, the patient
experienced "stinging pain at the injection site". The patient sought unspecified medical attention. She recovered on an unspecified date. Additional information
has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

285640-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3375
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jun-2007
Vaccine Date

18-Jun-2007
Onset Date

0
Days

17-Aug-2007
Status Date

VA
State

WAES0706USA03304
Mfr Report Id

Information has been received from a physician concerning a 16 year old female who on 18-JUN-2007 was vaccinated intramuscularly with the second dose of
Gardasil (lot # 655618/0186U). On 18-JUN-2007, ten minutes after receiving the vaccination, the patient became "light-headed". It was reported that after the
physician gave her water and she sat down for a while, she felt fine. The patient recovered after "a few minutes". Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

285641-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0186U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3376
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Jun-2007
Vaccine Date

16-Jun-2007
Onset Date

0
Days

17-Aug-2007
Status Date

NJ
State

WAES0706USA03307
Mfr Report Id

Information has been received from a physician concerning a 12 year old female who on 16-JUN-2007 was vaccinated with a first dose of Gardasil (Lot
#658100/0525U). There was no concomitant medication. Subsequently, later that night the patient broke out in hives all over her body. She called the office
and the physician advised her to take BENADRYL and "everything was fine." At the time of the report, the patient had recovered. No product quality complaint
was involved. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

285642-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0525U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3377
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Aug-2007
Status Date

MI
State

WAES0706USA03316
Mfr Report Id

Information has been received from a physician, via a company representative, concerning a female patient (age unspecified), who was vaccinated (date
unspecified), with the second dose of Gardasil. The patient indicated that the shot "was very painful," and the physician reported that her arm was "still hurting"
two weeks later. At the time of this report, the patient had not recovered from the arm pain. The patient sought unspecified medical attention. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285643-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3378
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Aug-2007
Status Date

IN
State

WAES0706USA03405
Mfr Report Id

Information has been received from a physician concerning a female (age unknown) was vaccinated with a dose of Gardasil. Subsequently, after receiving the
vaccination the patient fainted. The patient sought unspecified medical attention. At the time of the report, the patient had recovered on unspecified therapy. No
product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285644-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3379
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-May-2007
Vaccine Date

17-May-2007
Onset Date

0
Days

17-Aug-2007
Status Date

NY
State

WAES0706USA03407
Mfr Report Id

Information has been received from a nurse concerning a female (age unknown) with an history of vasovagal reactions after vaccinations and no allergies, who
on 17-MAY-2007 was vaccinated intramuscularly with a 0.5mL first dose of Gardasil (Lot#0210U). There was no concomitant medication. The patient
experienced a vagal reaction immediately after the injection. The patient sought unspecified medical attention. The patient had recovered on 17-MAY-2007. No
product quality complaint was involved. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
Vasovagal reaction

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.3

285645-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Reaction to previous exposure to any vaccine, Syncope vasovagal

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3380
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Aug-2007
Status Date

--
State

WAES070603411
Mfr Report Id

Information has been received from a registered nurse concerning "many patients" who were vaccinated with a dose of Gardasil. Subsequently, the patients
reported that the vaccination was painful. At the time of the report, the outcome was unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285646-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3381
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Apr-2007
Vaccine Date

17-Apr-2007
Onset Date

0
Days

17-Aug-2007
Status Date

--
State

WAES0706USA03438
Mfr Report Id

Information has been received from a physician concerning a 15 year old female, who on 17-APR-2007 was vaccinated with a first dose of Gardasil
(lot#656051/0224U). Concomitant suspect vaccinations received on 17-APR-2007 included Varivax and Vaqta (manufacturer unknown). Other concomitant
therapy included DTaP (unspecified) (+) tetanus toxoid. Subsequently, after being vaccinated with a first dose of Gardasil (lot#656051/0224U) the patient
fainted a few minutes after administration. It was also reported that when the patient was vaccinated with a second dose of Gardasil (lot#657868/0523U), 15
minutes later the patient experienced light headedness, nausea, and a headache. The physician reported that "the patient got well" on the same day that she
received the first and second dose. The patient sought unspecified medical attention. No product quality complaint was involved. Additional information has
been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

285647-1

06-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Headache, Inappropriate schedule of drug administration, Nausea, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

VARCEL
HEPA
DTAP
HPV4

MERCK & CO. INC.
MERCK & CO. INC.
UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL
NULL
0244U 0

Unknown
Unknown
Unknown
Unknown

Unknown
Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 3382
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jun-2007
Vaccine Date

18-Jun-2007
Onset Date

0
Days

17-Aug-2007
Status Date

NY
State

WAES0706USA03452
Mfr Report Id

Information has been received from a certified medical assistant concerning a 26 year old female with no medical history or allergies, who on 18-JUN-2007 was
vaccinated intramuscularly into the right arm with a 0.5mL second dose of Gardasil (lot#657736/0389U). Subsequently, on 18-JUN-2007 the patient
experienced numbness and tingling in both legs. The patient called the office on 19-JUN-2007 and stated that the symptoms had not resolved. She stated that
it's "a weird kind of sensation." The patient had a follow up appointment. She is able to walk and is at work. No lab or diagnostic studies were performed. At the
time of the report, the patient was recovering. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

285648-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Paraesthesia

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0389U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3383
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Sep-2006
Vaccine Date

10-Sep-2006
Onset Date

2
Days

17-Aug-2007
Status Date

IL
State

WAES0706USA03455
Mfr Report Id

Information has been received from a physician concerning a 15 year old female with Asthma, Allergic Rhinitis, and no drug allergies, who on 08-SEP-2006
was vaccinated intramuscularly with a 0.5mL first dose of Gardasil. Concomitant therapy included ZYRTEC and ADVAIR. About 48 hours after vaccination on
approximately 10-SEP-2006 the patient experienced hives mainly on her face and neck. She was treated with BENADRYL and ZYRTEC. In approximately
November 2006, a test dose was given intradermally which resulted in a positive allergic reaction. The second dose of Gardasil was not administered due to
the patient's suspected allergy to the vaccine. The patient sought unspecified medical attention. No lab diagnostic studies were performed. At the time of the
report, the patient had recovered. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

ZYRTEC; ADVAIROther Meds:
Lab Data:
History:
Prex Illness:

None
Asthma; Allergic Rhinitis

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

285649-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypersensitivity, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3384
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Jun-2007
Vaccine Date

19-Jun-2007
Onset Date

0
Days

17-Aug-2007
Status Date

PA
State

WAES0706USA03460
Mfr Report Id

Information has been received from a physician concerning a 13 year old female, who did not eat anything and was very anxious before the vaccine, who on
19-JUN-2007 was vaccinated with a dose of Gardasil. There was no concomitant medication. The patient fainted immediately following the injection.
Unspecified medical attention was sought. there were no laboratory or diagnostic tests performed. At the time of the report the patient was recovering. The
physician reported that the patient will continue the series of vaccines. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

285650-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anxiety, Immediate post-injection reaction, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3385
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jun-2007
Vaccine Date

18-Jun-2007
Onset Date

0
Days

17-Aug-2007
Status Date

--
State

WAES0706USA03469
Mfr Report Id

Information has been received from a registered nurse concerning an 18 year old female who on 18-JUN-2007 was vaccinated with a 0.5ml first dose of
Gardasil. Concomitant therapy included meningococcal vaccine (unspecified) and DTaP (+) tetanus toxoid. On 18-JUN-2007 the patient became pale, woozy
and began sweating. The patients blood pressure measurement was low. She laid down and had some orange juice and crackers. On 18-JUN-2007, the
patient recovered from becoming pale, woozy and sweating, and low blood pressure Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

blood pressure 6/18/07 low
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

285651-1

06-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Hyperhidrosis, Inappropriate schedule of drug administration, Pallor

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

MEN
DTAP
HPV4

UNKNOWN MANUFACTURER
UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL
NULL 0

Unknown
Unknown
Unknown

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 3386
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-May-2007
Vaccine Date

19-May-2007
Onset Date

2
Days

17-Aug-2007
Status Date

TN
State

WAES0706USA03476
Mfr Report Id

Information has been received from a nurse practitioner concerning a 26 year old female with chronic vaginitis who on 17-MAY-2007 was vaccinated with a first
dose of Gardasil (lot # 57736/0389U). There was no concomitant medication. On 19-MAY-2007 the patient developed a rash on her interior and posterior trunk
and a little bit on her arms. The rash was described as kind of flat and raised, and was itchy and red. The patient went to the urgent care emergency room and
was administered steroids which helped the rash. At the time of the report, the patient was recovering. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

VaginitisPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

285652-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash erythematous, Rash pruritic

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0389U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3387
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Jun-2007
Vaccine Date

19-Jun-2007
Onset Date

0
Days

17-Aug-2007
Status Date

NJ
State

WAES0706USA03485
Mfr Report Id

Information has been received from a registered nurse concerning a 26 year old female with a history of colitis who on 16-ARPR-2007 was vaccinated IM with
the first dose of Gardasil (lot # 657621/0387U). On 19-JUN-2007 was vaccinated IM with the second dose of Gardasil (lot # 0211U). Concomitant therapy
included FEMCON FE. Immediately after the second dose the patient experienced "extreme lightheadedness and dizziness". Unspecified medical attention was
sought. The registered nurse reported the symptoms lasted "within 10 minutes or so". On 19-JUN-2007, the patient recovered from "extreme lightheadedness
and dizziness". There were no laboratory or diagnostic tests performed. It was reported that the patient did not experience any symptoms after receipt of the
first dose. Additional information has been requested.

Symptom Text:

FEMCOM FEOther Meds:
Lab Data:
History:
Prex Illness:

None
Colitis

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

285653-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0211U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3388
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Jun-2007
Vaccine Date

11-Jun-2007
Onset Date

0
Days

17-Aug-2007
Status Date

TN
State

WAES0706USA03494
Mfr Report Id

Information has been received from a office assistant concerning a 23 year old female with drug hypersensitivity to aspirin who on 11-JUN-2007 was
vaccinated IM with a 0.5 ml first dose of Gardasil (lot # 657868/0523U). Concomitant therapy included ethinyl estradiol (+) ferrous fumarate (+) Norethindrone
acetate (LOESTRIN 24 FE). On 11-JUN-2007 in the evening, the patient experienced fever 100-101F, stiff limbs, joint aches and pains, and swollen, sore,
blistery, and peeling lips. Unspecified medical attention was sought. The patient's fever 100-101F and stiff limbs, joint aches and pains, and swollen, sore,
blistery, and peeling lips persisted. There were no laboratory or diagnostic tests performed. Additional information has been requested.

Symptom Text:

Loestrin 24 FEOther Meds:
Lab Data:
History:

Drug hypersensivityPrex Illness:

body temp 100-101F

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

285654-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Lip blister, Musculoskeletal stiffness, Pyrexia, Skin exfoliation, Swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0523U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3389
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jun-2007
Vaccine Date

18-Jun-2007
Onset Date

0
Days

17-Aug-2007
Status Date

CA
State

WAES0706USA03513
Mfr Report Id

Information has been received from a certified medical assistant concerning a 23 year old female, with no pertinent medical history, who on 20-APR-2007 was
vaccinated IM with a 0.5 ml first dose of Gardasil (lot # 0210U). On 18-JUN-2007 was vaccinated IM with a 0.5 ml second dose of Gardasil (lot # 0210U). There
was no concomitant medication. Later that evening, the patient experienced dizziness and nausea. Unspecified medical attention was sought. The patient's
dizziness and nausea persisted. The certified medical assistant reported that the patient did not experience any difficulties with the 20-APR-2007 first dose.
Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

285655-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Nausea, No reaction on previous exposure to drug

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0210U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3390
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Aug-2007
Status Date

--
State

WAES0706USA03593
Mfr Report Id

Information has been received from a mother concerning her daughter who on unspecified dates was vaccinated with first and second doses of Gardasil. Her
daughter only took 2 doses of the vaccine and had to stop. Subsequently, it was reported that the patient's body had rejected the vaccine. Unspecified medical
attention was sought. The patient was seen by a neurologist. The patient's outcome was unknown. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285656-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Vaccination complication

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3391
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jun-2007
Vaccine Date

18-Jun-2007
Onset Date

0
Days

17-Aug-2007
Status Date

--
State

WAES0706USA03810
Mfr Report Id

Information has been received from a nurse practitioner concerning a 17 year old female who on 18-JUN-2007 was vaccinated with Gardasil. Concomitant
therapy included diphtheria toxoid (+) pertussis acellular vaccine (unspecified) (+) tetanus toxoid, tuberculin purified protein derivative and MENACTRA. On 18-
JUN-2007 the patient experienced syncope. Subsequently, the patient recovered from syncope. Medical attention was sought. Additional information has been
requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

285657-1

29-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

MNQ
HPV4
DTAP

SANOFI PASTEUR
MERCK & CO. INC.
UNKNOWN MANUFACTURER

NULL
0962F
NULL

Unknown
Unknown
Unknown

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 3392
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jun-2007
Vaccine Date

18-Jun-2007
Onset Date

0
Days

17-Aug-2007
Status Date

--
State

WAES0706USA03816
Mfr Report Id

Information has been received from a nurse practitioner concerning a female who on 18-JUN-2007 was vaccinated IM with Gardasil and fainted after receiving
the injection. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285658-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3393
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Jun-2007
Vaccine Date

19-Jun-2007
Onset Date

3
Days

16-Aug-2007
Status Date

VA
State

WAES0706USA03834
Mfr Report Id

Information has been received from a physician concerning a 17 year old female who on 19-JUN-2007 was vaccinated with the first dose of Gardasil (Lot #
655618/0186U) and immediately fainted. It was reported that the patient "came back on her own" 15 seconds later. Concomitant therapy included hepatitis A
virus vaccine (unspecified). The patient sought unspecified medical attention. It was also reported that the patient was menstruating at the time. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

285659-1

17-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0186U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3394
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Aug-2007
Status Date

--
State

WAES0706USA03836
Mfr Report Id

Information has been received concerning a "below 20" year old female (age estimated) who on an unspecified date was vaccinated with Gardasil (Lot number
unknown). Concomitant medication was not reported. On an unspecified date the patient experienced burning, redness and a little bit of pain at the injection
site after receiving a dose of Gardasil. At the time of reporting, the outcome causality were not reported. No further information was available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

285660-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site irritation, Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3395
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-May-2007
Vaccine Date

01-May-2007
Onset Date

0
Days

17-Aug-2007
Status Date

TN
State

WAES0706USA03844
Mfr Report Id

Information has been received from a physician concerning an approximately 11 year old female or older who in approximately May 2007, was vaccinated with
Gardasil (lot number unknown) 0.5 mL IM. In approximately May 2007, the patient complained of pain in the arm where she received the injection for over a
month. Medical attention was sought. An MRI was performed on an unspecified date and the results showed a "8mm fluid sac". It was reported that it was not
known if the fluid sac was the injection site. At the time of reporting the patient has not recovered. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

magnetic resonance - 8mm fluid sac
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

285661-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cyst, Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3396
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Aug-2007
Status Date

MO
State

WAES0706USA03845
Mfr Report Id

Information has been received from a nurse in an OB/GYN office concerning a female (age not reported) who on an unspecified date was vaccinated with
Gardasil. Concomitant therapy included medroxyprogesterone acetate (DEPO-PROVERA). On an unspecified date the patient experienced headaches that
lasted for 30 days unspecified. Medical attention was sought. The nurse reported that when the patient called into the OB/GYN office, there were no documents
stating that the patient had received the Gardasil and that the last patient visit was August 2006. The nurse believed that the patient may have received the
vaccination for her primary care physician. The nurse was unsure the patient had received the vaccine in their OB/GYN office. At the time of reporting, it was
unknown if the patient had recovered. Additional information has been requested available. Further information is not available.

Symptom Text:

Depo-ProveraOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285662-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3397
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Mar-2007
Vaccine Date

24-Mar-2007
Onset Date

0
Days

17-Aug-2007
Status Date

NJ
State

WAES0706USA03856
Mfr Report Id

Information has been received from a consumer concerning her 19 year old daughter with an allergy to Zithromax who on 17-JAN-2007 was vaccinated IM with
a 0.5 mL of the first dose of Gardasil. Concomitant therapy included acetaminophen/codeine phosphate (TYLENOL WITH CODEINE) and albuterol. On 24-
MAR-2007 the patient was vaccinated with the second dose of Gardasil and is now pregnant. Her LMP is 13-APR-2007. On 18-JUN-2007 the patient
experienced light spotting and stomach cramps. The patient's outcome was not reported. Additional information has been requested.

Symptom Text:

Tylenol with codeine, albuterolOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP=4/13/2007) Drug hypersensitivityPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

285663-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain upper, Drug exposure during pregnancy, Metrorrhagia

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3398
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Aug-2007
Status Date

LA
State

WAES0706USA03882
Mfr Report Id

Information has been received from a physician concerning 3 females who were vaccinated with the first dose of Gardasil (Lot # 656372/0243U). Subsequently
the patients experienced metal taste in their mouths five minutes after receiving the vaccine. Medical attention was sought. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285664-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dysgeusia, Immediate post-injection reaction

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0243U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3399
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Jun-2007
Vaccine Date

04-Jun-2007
Onset Date

0
Days

17-Aug-2007
Status Date

TX
State

WAES0706USA03883
Mfr Report Id

Information has been received from a physician concerning a 19 year old female with no pertinent medical history and seasonal allergies who on 04-JUN-2007
was vaccinated with a first dose of Gardasil (Lot # "0524U") 0.5 mL IM. Concomitant therapy included YASMIN and CLARITIN. The physician reported that after
receiving the Gardasil the patient experienced a syncope episode for 45 seconds. Medical attention was sought. The patient was back to normal within 2
minutes. The doctor feels the patient was not accustomed to receiving injections. At the time of reporting the patient recovered. No additional information at this
this time. Additional information has been requested.

Symptom Text:

YASMIN; CLARITINOther Meds:
Lab Data:
History:

Seasonal allergyPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

285665-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0524U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3400
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jun-2007
Vaccine Date

19-Jun-2007
Onset Date

1
Days

17-Aug-2007
Status Date

AZ
State

WAES0706USA03897
Mfr Report Id

Information has been received from a consumer concerning his niece who on 18-JUN-2007 was vaccinated with the first dose of Gardasil. On 19-JUN-2007,
the patient experienced severe abdominal cramping "in the stomach area." The patient sought unspecified medical attention. Subsequently, the patient
recovered. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285666-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3401
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Aug-2007
Status Date

PA
State

WAES0706USA03899
Mfr Report Id

Information has been received from a physician concerning a 16 year old female who was vaccinated with a dose of Gardasil. The physician reported that the
patient passed out in the parking lot, which was a half hour after vaccination. The physician also reported that "it was a hot day outside." The patient sought
unspecified medical attention. Subsequently, the patient recovered. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

285667-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3402
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Aug-2007
Status Date

PA
State

WAES0706USA03900
Mfr Report Id

Information has been received from a physician concerning a 14 year old female who was vaccinated with the third dose of Gardasil. Subsequently, during the
evening after vaccination, the patient developed a half-dollar, raised welt at the injection site. The patient sought unspecified medical attention. It was reported
that the welt lasted for two days. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

285668-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3403
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Aug-2007
Status Date

PA
State

WAES0706USA03910
Mfr Report Id

Information has been received from a physician concerning a 16 year old female who was vaccinated with Gardasil. It was reported that the patient sat in the
room for 10 minutes after receiving the vaccination and when she went to stand up she fainted. They took her to the waiting room to sit for a bit and when she
went to stand up and leave she fainted again. The patient sought unspecified medical attention. No other information was available. Additional information has
been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

285669-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3404
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Aug-2007
Status Date

CT
State

WAES0706USA03955
Mfr Report Id

Information has been received from a physician concerning a 15 year old female, who, on an unspecified date, was vaccinated with a first dose of Gardasil.
Subsequently, the patient experienced significant arm pain at the injection site and then full body pain. The patient was taken to the emergency room of the
local hospital. At the time of the report, the patient's outcome was unknown. No product quality complaint was involved. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

285670-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Pain, Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3405
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Aug-2007
Status Date

IN
State

WAES0706USA03957
Mfr Report Id

Information has been received from a physician concerning a female (age unknown), who, on an unspecified date, was vaccinated with a first dose of Gardasil.
Subsequently, the patient experienced an acute allergic reaction and had to go to the emergency room. At the time of the report, the patient's outcome was
unknown. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285671-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypersensitivity

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3406
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Aug-2007
Status Date

OH
State

WAES0706USA03959
Mfr Report Id

Information has been received from a physician concerning a 10 year old female who was vaccinated with Gardasil. It was reported that the patient fainted
shortly after receiving Gardasil. The patient sought unspecified medical attention. No further information was available. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
10.0

285672-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3407
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Aug-2007
Status Date

--
State

WAES0706USA03964
Mfr Report Id

Information has been received from a pharmacist concerning his daughter (age unknown), who, on an unspecified date, was vaccinated with a dose of
Gardasil. Subsequently, the patient experienced nausea for two days. At the time of the report, the patient's outcome was unknown. No product quality
complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285673-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3408
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Aug-2007
Status Date

IN
State

WAES0706USA03983
Mfr Report Id

Information has been received from a physician concerning a female (age unknown) was vaccinated with a dose of Gardasil. Subsequently, after receiving the
vaccination the patient fainted. The patient sought unspecified medical attention. At the time of the report, the patient had recovered on an unspecified therapy.
No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285674-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3409
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Apr-2007
Vaccine Date

01-Apr-2007
Onset Date

0
Days

17-Aug-2007
Status Date

MN
State

WAES0706USA04016
Mfr Report Id

Information has been received from a physician concerning a female who in approximately April 2007, was vaccinated IM with the first dose of Gardasil. The
day after vaccination, the patient experienced swelling of her lips and a member of the patient's family thought that her face was a little puffy too. The patient's
outcome was not reported. Medical attention was sought. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285675-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Lip swelling, Swelling face

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3410
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Aug-2007
Status Date

--
State

WAES0706USA04017
Mfr Report Id

Information has been received from an office manager concerning a female (age unknown), who, on an unspecified date, was vaccinated with a first dose of
Gardasil. Subsequently, the patient experienced syncope. The patient did not pass out but felt like she was going to. The patient sought unspecified medical
attention. At the time of the report, the patient's outcome was unknown. No product quality complaint was involved. This is one of two reports received from the
same source. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285676-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Presyncope, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3411
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Jun-2007
Vaccine Date

19-Jun-2007
Onset Date

0
Days

17-Aug-2007
Status Date

--
State

WAES0706USA04019
Mfr Report Id

Information has been received from a female health professional who on 19-JUN-2007 was vaccinated IM with a second dose of Gardasil. The registered nurse
immediately was nauseous, weak and developed an elevated heart rate. The symptoms lasted a few minutes and the registered nurse recovered from feeling
nauseous, weak and the elevated heart rate. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285677-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Heart rate increased, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3412
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Aug-2007
Status Date

VA
State

WAES0706USA04025
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated IM with a second dose of Gardasil. Shortly after being vaccinated the
patient fainted. Unspecified medical attention was sought. Subsequently, the patient recovered from fainting. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285678-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3413
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Aug-2007
Status Date

--
State

WAES0706USA04036
Mfr Report Id

Initial and follow-up information has been received from a nurse practitioner concerning an approximately 27 year old female who was vaccinated with a 0.5 ml
second dose of Gardasil. During the next 24 hours, the patient experienced fever, nausea, diarrhea, low back pain, and vomiting. Unspecified medical attention
was sought. The patient then recovered within 24 hours from the fever, nausea, diarrhea, low back pain, and vomiting. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
27.0

285679-1

06-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Back pain, Diarrhoea, Inappropriate schedule of drug administration, Nausea, Pyrexia, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3414
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Apr-2007
Vaccine Date

18-Jun-2007
Onset Date

77
Days

17-Aug-2007
Status Date

--
State

WAES0706USA04044
Mfr Report Id

Information has been received from the mother of a 21 year old female with allergy to corn flour who in August 2006, was vaccinated with her first dose of
Gardasil. The patient's second dose was in approximately November 2006 and her third dose was on 02-APR-2007. Concomitant therapy included ethinyl
estradiol (+) norelgestromin (ORTHO EVRA). On 18-JUN-2007 the patient experienced cervix bleeding. The patient sought medical attention and no laboratory
or diagnostic studies were performed. As of 20-JUN-2007, the patient's cervix bleeding persisted. Additional information is not expected.

Symptom Text:

Ortho EvraOther Meds:
Lab Data:
History:

Flour sensitivityPrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

285680-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cervix haemorrhage uterine

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3415
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-May-2007
Vaccine Date

25-May-2007
Onset Date

1
Days

17-Aug-2007
Status Date

CA
State

WAES0706USA04049
Mfr Report Id

Information has been received from a physician concerning a 16 year old Hispanic female who on 24-MAY-2007 was vaccinated with her first dose of Gardasil.
There was no concomitant medication. On 25-MAY-2007 the patient developed nausea, dizziness, weakness and was tired.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

285681-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Dizziness, Fatigue, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0011U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3416
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Aug-2007
Status Date

--
State

WAES0706USA04063
Mfr Report Id

Information has been received from a nurse practitioner concerning a female patient who was vaccinated with a dose of Gardasil. It was reported that the dose
the patient received was unspecified. On an unspecified date, the patient developed genital wart after receiving the vaccine. Unspecified medical attention was
sought. At the time of this report, the patient's outcome was unknown. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285682-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anogenital warts

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3417
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Jul-2007

Vaccine Date
12-Jul-2007
Onset Date

2
Days

25-Jul-2007
Status Date

PA
State

WAES0707USA02591
Mfr Report Id

Information has been received from a registered nurse concerning a 21 year old female patient who on 10-JUL-2007, was vaccinated with a first dose of
Gardasil. There was no concomitant medication. On 12-JUL-2007 (more than 48 hours after her first vaccination), the patient became shaky, feverish and had
heart palpitations and her heart was racing. It was reported that she called the paramedics but did not go to the hospital. Subsequently, the patient recovered.
No product quality complaint was involved. The registered nurse considered the had heart palpitations, heart racing and being shaky to be considered other
important medical events. Additional information has been requested.

Symptom Text:

noneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

285690-1

25-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Palpitations, Pyrexia, Tremor

 ER VISIT, NOT SERIOUS

Other Vaccine
24-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3418
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
25-Jul-2007
Status Date

IL
State

WAES0707USA02973
Mfr Report Id

Information has been received from a physician concerning a female (age unknown), who was vaccinated with a dose of Gardasil. Subsequently, four days
after the vaccination the patient experienced tingling in her legs and was admitted to the hospital. At the time of the report, the patient was recovering. No
product quality complaint was involved. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285691-1 (S)

25-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Paraesthesia

 ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, SERIOUS

Other Vaccine
24-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3419
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-May-2007
Vaccine Date

01-Jun-2007
Onset Date

17
Days

25-Jul-2007
Status Date

FL
State

WAES0707USA03092
Mfr Report Id

Information has been received from a physician, concerning a 21 year old female patient, who on 15-MAY-2007 was vaccinated IM, with the second dose,
0.5ml, of Gardasil (Lot # not provided). There was no concomitant medication. On 01-JUN-2007, the patient began to experience prolonged swelling and
tenderness of all her joints, as well as, a decreased mobility of her joints. Diagnostic labs included a complete blood count (CBC) with differential,
sedimentation rate, rheumatoid factor C3 and C4, and an autoimmune workup (results were not provided). Treatment included meloxicam (MOBIC), and the
patient was referred to a rheumatologist for further evaluation. At the time of this report, the patient had not recovered from the events. The reporting physician
considered one or more of the events to be serious, as disabling/incapacitating. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

complete blood cell; erythrocyte; serum rheumatoid factor
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

285692-1 (S)

25-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Joint range of motion decreased, Joint swelling, Mobility decreased

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Other Vaccine
24-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3420
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Jun-2007
Vaccine Date

30-Jun-2007
Onset Date

1
Days

30-Jul-2007
Status Date

NJ
State Mfr Report Id

Within one day of dose, pt developed psychiatric symptoms (disorganized thoughts, speech, etc.) and ended up admitted 5 days after dose to psychiatric
inpatient facility for 12 days. 8/23/07-records received for DOS 7/3-7/16/07- DC DX: Axis IBipolar affective disorder, manic; alcohol abuse; alcohol induced
mood disorder.Axis II and III none. Axis IV:alcohol abuse, genetic predisposition to a mood disorder; social and family issues. Axis V 60 to 65. Admitted with
bizarre behavior. She had gone away a week for a program. When she came back she appeared to be responding to internal stimuli. She was reporting she
talks to a person named Dustin which apparently the family was not aware of. She was found in a closet talking to herself and laughing. Not sleeping well at
night and very disorganized. Very labile, from agitated to crying to being very hyper. Reports auditory hallucinations Patient using significant amount of alcohol.
Drinks to point that she loses her memory. Denied suicidal or homicidal ideation. Insight and judgement grossly impaired

Symptom Text:

NoneOther Meds:
Lab Data:
History:

MalaisePrex Illness:

MRI Pending; Neurology eval pending
None 8/23/07-records received-.HX of substance abuse and alcohol on both sides of family, significant history of mood disorders including bipolar disorder.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

285693-1 (S)

05-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abnormal behaviour, Affect lability, Affective disorder, Agitation, Alcoholism, Amnesia, Bipolar disorder, Confusional state, Crying, Hallucination, auditory,
Insomnia, Judgement impaired, Mania, Psychiatric symptom, Psychomotor hyperactivity, Speech disorder, Thinking abnormal

 HOSPITALIZED, SERIOUS

Other Vaccine
24-Jul-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2233CA
0523U

0
0

Unknown
Unknown

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 3421
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Jul-2007

Vaccine Date
17-Jul-2007
Onset Date

0
Days

01-Aug-2007
Status Date

OR
State Mfr Report Id

Swollen arm at injection site and headache.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
Common migraines

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

285695-1

01-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Injection site swelling, Oedema peripheral

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
24-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0525U 2 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3422
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jul-2007

Vaccine Date
18-Jul-2007
Onset Date

0
Days

01-Aug-2007
Status Date

NC
State Mfr Report Id

I administered the vaccine Gardasil in (L) arm IM pt was ok at this point within 1 min after vaccine was administered pt. started getting dizzy, turned very pale
and fell over to (R) side, her body then started shaking almost like a seizure, Dr enter the room pt was coming to herself we gave her a drink of soda her pulse
Ox was 99% and she started feeling better.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Pulse Ox=98-99
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

285700-1

02-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Dizziness, Fall, Pallor, Tremor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
24-Jul-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2327AA
0927U

0
0

Unknown
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 3423
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Jul-2007

Vaccine Date
20-Jul-2007
Onset Date

0
Days

02-Aug-2007
Status Date

PA
State Mfr Report Id

Within 15 minutes after vaccine - pt became dizzy, clammy, sweaty, lightheaded, loss of color, fainted in exam room.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
10.0

285711-1

02-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cold sweat, Dizziness, Hyperhidrosis, Pallor, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
24-Jul-2007

Received Date

Prex Vax Illns:

MNQ
TDAP

VARCEL

HPV4 MERCK & CO. INC. 0524U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3424
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Apr-2007
Vaccine Date

13-Jul-2007
Onset Date

95
Days

02-Aug-2007
Status Date

MI
State Mfr Report Id

Patient was pregnant - which she did not inform and then had fetal demise - the cord was wrapped around fetus arm and shoulder 4 times.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

285712-1

02-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Intra-uterine death

 ER VISIT, NOT SERIOUS

Other Vaccine
24-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0188U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3425
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Jul-2007

Vaccine Date
18-Jul-2007
Onset Date

2
Days

02-Aug-2007
Status Date

KY
State Mfr Report Id

Rash, flesh colored papules to shoulder with surrounding hyperpigmentation also with flesh colored papules to chest.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

285713-1

02-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash papular, Skin hyperpigmentation

 ER VISIT, NOT SERIOUS

Other Vaccine
24-Jul-2007

Received Date

Prex Vax Illns:

MNQHPV4 MERCK & CO. INC. 0524U 1 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3426
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Jul-2007

Vaccine Date
20-Jul-2007
Onset Date

1
Days

02-Aug-2007
Status Date

FL
State Mfr Report Id

Received vaccine approximately 7/19/07 - (cough x 3 days prior) hoarseness 7/19 PM and wheezing next AM went to ER seen at medical center ER told
"possible reaction to HPV shot".

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Cough x >24 hoursPrex Illness:

CXR - "negative"
None, no history asthma per parent

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

285736-1

02-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cough, Dysphonia, Wheezing

 ER VISIT, NOT SERIOUS

Other Vaccine
24-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0245U 1 Right leg Intramuscular



10 JUN 2008 06:27Report run on: Page 3427
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Jul-2007

Vaccine Date
18-Jul-2007
Onset Date

1
Days

02-Aug-2007
Status Date

NY
State Mfr Report Id

Pt awoke on 7/18/07 with symptoms of generalized body aches, low grade fever, and skin tenderness lasting throughout the day. Patient took Advil 400mg in
the A.M. and Advil 400mg in the afternoon with some relief from symptoms. 7/19/07 symptoms were resolved.

Symptom Text:

BCPOther Meds:
Lab Data:
History:

NonePrex Illness:

Red food dye allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

285737-1

02-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pain, Pain of skin, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
24-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0469U 2 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3428
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Jun-2007
Vaccine Date

25-Jun-2007
Onset Date

0
Days

01-Aug-2007
Status Date

MN
State Mfr Report Id

Stiff hands.  Headache. Vomiting.  One month before.  Tylenol.  Lasted about two hours.   HEADACHE:    Started two hours after vaccination with HPV.
Recurrent HA this AM one month later.  Associated with vomiting.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

none
No history of miagrane headaches.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

285745-1

01-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Musculoskeletal stiffness, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
24-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0523U 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3429
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Jul-2007

Vaccine Date
21-Jul-2007
Onset Date

2
Days

01-Aug-2007
Status Date

GA
State Mfr Report Id

Nausea, diarrhea, fever, acute GI illness, abdominal cramping, dizziness, and disorientation from time of second pill administration.  Slight symptoms of
stomach ache were noted about 36 hours after first pill was taken.  Pills were taken two hours after dinner, exactly 48 hours apart.  Patient felt so bad that she
was taken to a physician on Monday 7/23.  Physician recommended immediate fluids and bed rest.  Physician said to discontinue use of Loperamide
Hydrochloride tablets and let bowels empty.  Physician considered hospital admission and IV fluids.

Symptom Text:

Allegra 180 mg daily, Yasmin birth control pill dailyOther Meds:
Lab Data:

History:
nonePrex Illness:

Physician ran blood test, took vital signs, blood pressure, and took stool sample.  Results of stool sample are not back yet.  Physician believes the side effects
are the result of the live oral Typhoid vaccine, not the other three immuniza
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

285747-1

01-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Abdominal pain upper, Diarrhoea, Disorientation, Dizziness, Gastrointestinal disorder, Nausea, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
24-Jul-2007

Received Date

Prex Vax Illns:

TYP
TDAP
HEPA
HPV4

BERNA BIOTECH, LTD
UNKNOWN MANUFACTURER
UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL
NULL
NULL

Unknown
Unknown
Unknown
Unknown

Unknown
Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 3430
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Jul-2007

Vaccine Date
23-Jul-2007
Onset Date

0
Days

01-Aug-2007
Status Date

CA
State Mfr Report Id

Immediately following vaccinatin, patient felt tingling at injection site.  She stated that she felt light headed and nauseous.  She felt better after lying down for
around 5 minutes.  We observed patient for over 30 minutes and she left in stable condition.

Symptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

285760-1

01-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Immediate post-injection reaction, Injection site reaction, Nausea, Paraesthesia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
24-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1426F 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3431
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Aug-2007
Status Date

--
State

WAES0706USA04362
Mfr Report Id

Information has been received from a nurse practitioner concerning a 16 year old female, who, on an unspecified date, was vaccinated intramuscularly with a
second dose of Gardasil. Subsequently, the patient passed out in the car about 15 minutes post vaccination. The nurse practitioner reported that the patient
mentioned that she had cleaned her backroom that morning with Tilex and really had nothing substantial to eat besides popcorn and pineapple that day. The
patient ended up going to the emergency room. At the time of the report, the patient's outcome was unknown. No product quality complaint was involved.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

285791-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3432
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Jun-2007
Vaccine Date

21-Jun-2007
Onset Date

0
Days

17-Aug-2007
Status Date

PA
State

WAES0706USA04360
Mfr Report Id

Information has been received from an office manager (also reported as a nurse) concerning a 15 year old female with no medical history or allergies, who on
21-JUN-2007 was vaccinated intramuscularly with a first 0.5mL dose of Gardasil (Lot #357736/0389U). Concomitant vaccinations on 21-JUN-2007 included
Menactra and Tdap

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

285792-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Unevaluable event

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

TDAP
MNQ
HPV4

SANOFI PASTEUR
SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL
0389U 0

Unknown
Unknown
Unknown

Unknown
Unknown

Intramuscular



10 JUN 2008 06:27Report run on: Page 3433
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Aug-2007
Status Date

IN
State

WAES0706USA04348
Mfr Report Id

Information has been received from a registered nurse, concerning two patients (gender and age not specified), who were vaccinated (date unspecified) with a
dose of Gardasil (Lot # not specified). Following vaccination (duration of time not specified), the patient experienced fatigue, flu-like symptoms, dizziness and
musculoskeletal aches. At the time of this report, it was unknown if the patients had recovered from the events. The patient sought unspecified medical
attention. The nurse reported that another patient experienced similar symptoms following vaccination with Gardasil (WAES #0706USA04089). Attempts are
being made to obtain additional identifying information to distinguish the individual patients mentioned in this report. Additional information will be provided if
available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285793-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Fatigue, Influenza like illness, Musculoskeletal pain

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3434
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Mar-2007
Vaccine Date

Unknown
Onset Date Days

17-Aug-2007
Status Date

FL
State

WAES0706USA04335
Mfr Report Id

Information has been received from a health professional concerning a 21 year old white female with no medical history or allergies, who on 19-MAR-2007 was
vaccinated intramuscularly in the right deltoid with a first dose of Gardasil (Lot # 655503/0012U). Concomitant therapy included YAZ and ALLEGRA.
Subsequently, the patient experienced syncope. The patient had no illness at the time of the vaccination. It was noted that the patient had not eaten that
morning. The patient had recovered on 19-MAR-2007. Additional information has been requested.

Symptom Text:

YAZ; ALLEGRAOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

285794-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0012U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3435
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Aug-2007
Status Date

--
State

WAES0706USA04300
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with Gardasil. Subsequently the patient developed a bump at an
injection site after receiving the vaccine. This is one of several reports from the same source.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285795-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site mass

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3436
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Aug-2007
Status Date

CA
State

WAES0706USA04237
Mfr Report Id

Information has been received from a physician concerning a female patients between 20 - 25 years old who was vaccinated IM with Gardasil. Subsequently all
the patient experienced abdominal cramping "like premenstrual related symptoms". Subsequently, all the patient  recovered from abdominal cramping "like
premenstrual related symptoms". The patient did not seek medical attention. Additional information has been requested. This is one of several reports from the
same source.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

285796-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3437
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Aug-2007
Status Date

IN
State

WAES0706USA04220
Mfr Report Id

Information has been received from a physician concerning a female patient who was vaccinated with a first dose of Gardasil. Subsequently, the patient
experienced chest pains and shortness of breath. Unspecified medical attention was sought. At the time of this report, the patient's outcome was unknown. No
product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285797-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chest pain, Dyspnoea

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3438
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Apr-2007
Vaccine Date

07-Apr-2007
Onset Date

6
Days

17-Aug-2007
Status Date

FL
State

WAES0706USA04185
Mfr Report Id

Information has been received from a physician concerning an 18 year old female with "unremarkable" medical history who in April 2007, was vaccinated with a
first dose of Gardasil. Subsequently, the patient experienced welts, itching all over body, and nausea. The patient sought unspecified medical attention. The
patient recovered from welts, itching all over body and nausea approximately 3 days after initial injection. The physician did plan on administering further doses
of Gardasil to this patient. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

285798-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Nausea, Pruritus generalised, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3439
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Jun-2007
Vaccine Date

15-Jun-2007
Onset Date

1
Days

17-Aug-2007
Status Date

DE
State

WAES0706USA04065
Mfr Report Id

Information has been received from a physician concerning a 13 year old female patient, with no known drug or food allergies, who on 14-JUN-2007 was
vaccinated with the first dose of Gardasil (Lot # 657617/0384U). There was no concomitant medication. On 15-JUN-2007, the patient developed a generalized,
red, raised, pruritic rash. Treatment included BENADRYL. Subsequently, the patient recovered from the rash (date of recovery unspecified). Additional
information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

285799-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Rash generalised, Rash pruritic

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0384U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3440
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Jun-2007
Vaccine Date

20-Jun-2007
Onset Date

1
Days

17-Aug-2007
Status Date

MA
State

WAES0706USA04074
Mfr Report Id

Information has been received from a physician concerning a 19 year old female patient with no known allergies who on 19-JUN-2007, was vaccinated with a
first dose of Gardasil. Concomitant therapy included hormonal contraceptives (unspecified). On the 20-JUN-2007 at the "end of the day," she developed
redness on the injection site forearm. By the next day, the redness developed into a clustered pin-pricked - but not raised - red, itchy rash. It has now spread to
both arms, neck and upper chest area. Unspecified medical attention was sought. At the time of this report, the patient had not recovered. No product quality
complaint was involved. Additional information has been requested.

Symptom Text:

Hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

285800-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Injection site erythema, Rash pruritic

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3441
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Feb-2007
Vaccine Date

23-May-2007
Onset Date

91
Days

17-Aug-2007
Status Date

TN
State

WAES0706USA04075
Mfr Report Id

Information has been received from a certified medical assistant concerning a 16 year old female patient who on 21-DEC-2006 was vaccinated IM into the arm
with a first 0.5ml dose of Gardasil. On 21-FEB-2007 and 21-JUN-2007 the patient was vaccinated into the arm with a second and third dose, respectively.
There was no concomitant medications. On 23-MAY-2007, the patient was diagnosed with mononucleosis and a staph infection on her leg. It was reported that
the patient was treated with an unnamed sulfa antibiotic and experienced an "allergic reaction." She was then treated with an unnamed steroid. Laboratory
diagnostic studies performed included "unknown lab tests." Subsequently, the patient recovered from staph infection on her leg and the allergic reaction. At the
time of this report, the patient was recovering from the mononucleosis. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Diagnostic laboratory
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

285801-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypersensitivity, Infectious mononucleosis, Staphylococcal infection

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3442
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Aug-2007
Status Date

--
State

WAES0706USA04085
Mfr Report Id

information has been received from a consumer concerning her 19 year old female daughter who was vaccinated with a first and second dose of Gardasil. It
was reported that prior to getting the scheduled third dose of the vaccine, her daughter was diagnosed with mononucleosis. At the time of this report, the
patient's outcome was unknown. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

285802-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Infectious mononucleosis

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3443
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Aug-2007
Status Date

TX
State

WAES0706USA04087
Mfr Report Id

Information has been received from a physician concerning an approximately 11 year old female patient who was vaccinated with a first dose of Gardasil. Right
after administration, the patient experienced tingling in her fingers. Unspecified medical attention was sought. Subsequently,  the patient recovered. No product
quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

285803-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Paraesthesia

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3444
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-May-2007
Vaccine Date

22-May-2007
Onset Date

1
Days

17-Aug-2007
Status Date

IN
State

WAES0706USA04089
Mfr Report Id

Information has been received from a registered nurse, concerning a 25 year old female patient, with migraines and no known allergies, who on 21-MAY-2007
was vaccinated IM with the first dose, 0.5ml, of Gardasil (Lot #657737/0522U). Concomitant therapy included unspecified therapy for migraines and
multivitamins (manufacturer unspecified). 22-MAY-2007, the day following vaccination, the patient experienced fatigue, flu-like symptoms, dizziness and
musculoskeletal aches. Subsequently, the patient recovered from the events (date of recovery not specified). The patient sought unspecified medical attention.
The nurse reported that 2 other patients experienced similar symptoms following vaccination with Gardasil (WAES 0706USA04348). Additional information has
been requested.

Symptom Text:

[therapy unspecified], vitamins (unspecified)Other Meds:
Lab Data:
History:

MigrainePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

285804-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Fatigue, Influenza like illness, Musculoskeletal pain

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0522U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3445
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Jun-2007
Vaccine Date

21-Jun-2007
Onset Date

1
Days

16-Aug-2007
Status Date

TX
State

WAES0706USA04090
Mfr Report Id

Information has been received from a registered nurse herself and via a company representative concerning a 17 year old female patient who on 20-JUN-2007
was vaccinated with the first dose of Gardasil (Lot # 0212U). On 21-JUN-2007, the morning following vaccination, the patient called the office and reported that
she was pale, had low blood pressure (value not specified), had nausea, was weak and had a headache. On 22-JUN-2007, the patient had recovered from the
events. The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

285805-1

17-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Headache, Hypotension, Nausea, Pallor

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0212U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3446
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Nov-2006
Vaccine Date

Unknown
Onset Date Days

17-Aug-2007
Status Date

TX
State

WAES0706USA04092
Mfr Report Id

Information has been received, via the Merck pregnancy registry, from a registered nurse, concerning her 23 daughter with depression, who on 16-NOV-2006
was vaccinated with the first dose of Gardasil (Lot #654540/0800F), and following vaccination (onset date not specified), experienced a slight headache.
Concomitant therapy included LOESTRIN 24 FE and WELLBUTRIN. On 16-JAN-2007, she was vaccinated with the second dose of Gardasil (Lot
#657005/0314U), and again following vaccination she experienced a slight headache. The nurse indicated her daughter had unknowingly become pregnant on
approximately 04-APR-2007, and on 16-MAY-2007, was administered the third dose of Gardasil (Lot #657005/0314U). Again, following the vaccination, she
experienced a headache, though this headache was "stronger." The patient sought treatment for the headache with her primary physician, and a urine
pregnancy test at that time (date unspecified) indicated she was pregnant. The nurse confirmed that her daughter had been taking the birth control pills
(specified above), and had experienced a light menstrual cycle throughout his time period. On 30-MAY-2007, the patient had an ultrasound that confirmed she
was approximately 8 weeks pregnant, and "all looked fine." The estimated date of delivery was 09-JAN-2008. At the time of this report, the outcome of
headache was unknown. Additional information has been requested.

Symptom Text:

WELLBUTRIN; LOESTRIN 24 FEOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 4/4/07); Depression; ContraceptionPrex Illness:

Ultrasound 05/30/07 - approximately 8 weeks pregnant; Urine beta-human 05/??/07 - positive

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

285806-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Headache, Menstruation irregular, Vaccine positive rechallenge

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0800F 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3447
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-May-2007
Vaccine Date

31-May-2007
Onset Date

0
Days

17-Aug-2007
Status Date

NY
State

WAES0706USA04096
Mfr Report Id

Information has been received from a physician concerning a 26 year old female who on 31-MAY-2007 was vaccinated with a first dose of Gardasil (Lot number
0210U) expiry date 22-NOV-2009 injection in the right deltoid. Concomitant therapy was reported as none. The physician reported that within 10 minutes of
receiving the first dose the patient fainted. It was also reported that, the patient "snapped out of it (time unspecified)" recovered. Medical attention was sought
and at the time of reporting additional information was not provided. Follow-up information was received from the physician. The patient is not pregnant, was
not hospitalized and medications were not given. The patient was given juice. Additional information is not available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

285807-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0210U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3448
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-May-2007
Vaccine Date

30-May-2007
Onset Date

27
Days

17-Aug-2007
Status Date

KY
State

WAES0706USA04098
Mfr Report Id

Information has been received from a physician concerning a 19 year old female who on 03-MAY-2007 was vaccinated with a first dose of Gardasil (lot #
657622/0388U) IM in the right arm. Concomitant therapy was not reported. On approximately 04-MAY-2007 or 05-MAY-2007 about 24 to 48 hours after the
shot he patient developed an orange sized knot at the injection site. Medical attention was sought. At the time of reporting the patient recovered from the
orange sized knot at the injection site and no further adverse event information was available. Follow-up information was received on 27-JUN-2007 via
telephone. The physician reported that on 03-MAY-2007 the patient developed a softball-size swelling and a knot at the injection site. The physician advised
the patient to use cold compresses and to take ibuprofen (MOTRIN). On approximately 05-MAY-2007 the patient recovered from the softball size swelling and a
knot at the injection site but the physician is not sure whether or not to continue with the Gardasil dosing schedule due to the patient's experience. The patient
has been previously sensitive to other vaccines. No further information was available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

HypersensitivityPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

285808-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cold compress therapy, Injection site mass, Injection site swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0388U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3449
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jun-2007
Vaccine Date

01-Jun-2007
Onset Date

0
Days

17-Aug-2007
Status Date

FL
State

WAES0706USA04099
Mfr Report Id

Information has been received from a physician concerning two female patients (age not reported) who on approximately 01-JUN-2007 were vaccinated with a
first dose of Gardasil (lot number unknown). The females may have been siblings. The one patient may have fainted after watching her sister receive Gardasil.
It is unspecified whether patient two received the dose. No additional information was provided. Follow-up information was received via telephone. The clinical
manager stated that when the first girl received her shot the sister fainted. Both patient were fine. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285809-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3450
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Jun-2007
Vaccine Date

12-Jun-2007
Onset Date

1
Days

17-Aug-2007
Status Date

KY
State

WAES0706USA04102
Mfr Report Id

Information has been received from a physician concerning an 13 year old female who on 11-JUN-2007 was vaccinated with a first dose of Gardasil (lot
number unknown) injection in the right arm and received concomitant suspect therapy which included Vaqta, injection in the left arm. Concomitant therapy
included Menactra on the left arm. The physician reported that patient had a low grade fever on 10-JUN-2007 before receiving Gardasil. On 12-JUN-2007 the
patient experienced vomiting. Medical attention was sought. The patient was given a medication to control the vomiting. On an unspecified date the patient had
recovered. At the time no further adverse event information is available. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:

Slight feverPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

285810-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pyrexia, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

MNQ
HPV4
HEPA

SANOFI PASTEUR
MERCK & CO. INC.
MERCK & CO. INC.

NULL
NULL
NULL

0
Unknown
Unknown
Unknown

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 3451
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Jun-2007
Vaccine Date

21-Jun-2007
Onset Date

0
Days

17-Aug-2007
Status Date

MI
State

WAES0706USA04108
Mfr Report Id

Information has been received from a nurse concerning a 17 year old female who on 21-JUN-2007 was vaccinated intramuscularly with the first dose of
Gardasil. Concomitant therapy included sertraline HCl (ZOLOFT). After the vaccine was administered, the patient said that she felt nauseous and wanted to lay
down. The reporter stated that the patient had not been sweating and was given crackers and soda. After about twenty minutes, the patient said that she felt
better and was sent home. The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

ZoloftOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

285811-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hyperhidrosis, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3452
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Jun-2007
Vaccine Date

20-Jun-2007
Onset Date

0
Days

17-Aug-2007
Status Date

NC
State

WAES0706USA04113
Mfr Report Id

Information has been received from a physician concerning a female who the patient reported to the nurse that she faints whenever she gets any shots, on 20-
JUN-2007 was vaccinated with a second dose of Gardasil. Concomitant therapy included a vaccination (unspecified). In the doctors office the patient fainted.
Unspecified medical attention was sought. Subsequently, the patient recovered from fainting. It was reported that the patient was over the three month window
between the first and second dose. No further information is available.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Syncope

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285812-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

UNK
HPV4

UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL 1

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 3453
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Dec-2006
Vaccine Date

Unknown
Onset Date Days

17-Aug-2007
Status Date

--
State

WAES0706USA04136
Mfr Report Id

Information has been received from a nurse practitioner concerning a female who on approximately December 2006, was vaccinated IM with a first dose of
Gardasil. On an unspecified date, the patient was vaccinated with a second dose of Gardasil. "About 2 weeks after the second vaccination" the patient
developed "big bump on her upper arm". Unspecified medical attention was sought. Subsequently, after a few days the patient recovered from "big bump on
her upper arm". 20-JUN-2007 when the patient came into the office for her third dose. It was at this visit that she notified the doctor of the "big bump on her
upper arm" that was felt after receiving her second vaccination. On 20-JUN-2007, the patient was vaccinated with a third dose of Gardasil. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285813-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site mass

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3454
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Apr-2007
Vaccine Date

03-Apr-2007
Onset Date

1
Days

17-Aug-2007
Status Date

OR
State

WAES0706USA04138
Mfr Report Id

Information has been received from an LPN concerning a 21 year old female patient with allergies to sulfa and AMOXIL who on 02-APR-2007 and 12-JUN-
2007 was vaccinated IM in upper arm with her first and second doses of Gardasil, lot #653736/0014U for both doses. No other medications or vaccines were
administered on these days. After both doses the next morning both hands were hot and itchy, slightly swollen, burning sensation of palms, sensitive to heat,
blotchy rash from wrist to middle of the forearm (not hives). This lasted approximately one day and resolved with no treatment on either occasion, however the
reporter indicated that medical attention was sought. It was also noted that the blotchy rash resolved within 24 hours. The patient requested the third dose. The
HCP will probably pre-medicate with BENADRYL and observe. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Sulfonamide allergy; Allergic reaction to antibioticsPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

285814-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Burning sensation, Oedema peripheral, Pruritus, Rash macular, Skin warm, Swelling, Vaccine positive rechallenge

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0014U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3455
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Jun-2007
Vaccine Date

13-Jun-2007
Onset Date

0
Days

17-Aug-2007
Status Date

TN
State

WAES0706USA04143
Mfr Report Id

Information has been received from a 22 year old female physician's receptionist, who on approximately 13-JUN-2007 was vaccinated IM with her first dose of
Gardasil. On approximately 13-JUN-2007 the patient experienced pain at the injection and a hematoma at injection site (lump). The pain at the injection lasted
about 4 to 5 days. The patient's hematoma at injection site (lump) persisted. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

285815-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site haematoma, Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3456
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Aug-2007
Status Date

OK
State

WAES0706USA04177
Mfr Report Id

Information has been received from a physician concerning a 12 year old female who on an unspecified date was vaccinated with the first dose of Gardasil (lot
#658094/0524U). Concomitant vaccination that day included Menactra. It was reported that following vaccination, the patient sat down for a few minutes. When
she went up to the check out window, she fainted and hit her head. The office staff sat her back down and gave her some ice for her head. Subsequently, the
patient recovered. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

285816-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cold compress therapy, Head injury, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
0524U 0

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 3457
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Apr-2007
Vaccine Date

25-May-2007
Onset Date

54
Days

17-Aug-2007
Status Date

NY
State

WAES0706USA04919
Mfr Report Id

Information has been received from a physician concerning a 44 year old female patient with latex allergy who in March 2007, was vaccinated IM with a first
dose of Gardasil and in April 2007, got her second dose of Gardasil. On 25-MAY-2007 the patient developed itching and hives all over her body. The physician
referred the patient to allergist. The patient has not recovered. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Latex allergyPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
44.0

285817-1

29-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, Pruritus, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3458
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
22-Jun-2007
Vaccine Date

22-Jun-2007
Onset Date

0
Days

17-Aug-2007
Status Date

KY
State

WAES0706USA04366
Mfr Report Id

Information has been received from a licensed practical nurse concerning a patient (age and gender unknown), who on 22-JUN-2007 was vaccinated by, a
medical assistant in the office, intramuscularly with a 0.5ml dose of Gardasil. A pre-filled syringe was used to vaccinate the patient. It was noted that the needle
shield bruised the patient's arm at the injection site, when it deployed. The nurse stated that it may have been user error. The full dose was administered to the
patient. The patient sought unspecified medical attention. At the time of the report, the patient's outcome was unknown. No product quality complaint was
involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285818-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site bruising

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3459
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Aug-2007
Status Date

--
State

WAES0706USA04383
Mfr Report Id

Information has been received from a registered nurse concerning her daughter, with possible allergy to aluminum. The patient subsequently experienced a
knot in arm around injection site and pruritus while on therapy with hepatitis B virus vaccine (manufacturer unknown) (WAES # 0706USA05089). The patient
was vaccinated IM with a 0.5 ml second dose of Gardasil. Subsequently the patient experienced "knot in her arm around the injection site." The area was
swollen and warm th the touch. Unspecified medical attention was sought. It was reported that the patient had an ultrasound that revealed a knot in muscle. It
was reported it took 1 month before her symptoms resolved. Subsequently, the patient recovered from "knot in her arm around the injection site", swollen and
warm to the touch. It was reported that the patient did not experience any adverse event after the first dose of the vaccine. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

HypersensitivityPrex Illness:

ultrasound knot in muscle
Injection site induration; Pruritus

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285819-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site mass, Injection site pruritus, Injection site swelling, Injection site warmth, No reaction on previous exposure to drug

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3460
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Jun-2007
Vaccine Date

22-Jun-2007
Onset Date

0
Days

17-Aug-2007
Status Date

CT
State

WAES0706USA04386
Mfr Report Id

Information has been received from a physician concerning an 18 year old female who on 22-JUN-2007 was vaccinated with a first dose of Gardasil.
Immediately following the vaccine, the patient fainted. The patient was laid down and watched for ten to fifteen minutes. After that time, the patient was fine and
had recovered from fainting. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

285820-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3461
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Aug-2007
Status Date

--
State

WAES0706USA04393
Mfr Report Id

Information has been received from an 18 year old female certified medical assistant, who was vaccinated with her first dose of Gardasil. Subsequently she
started getting her menstrual period every two weeks for about a month and a half. Additional information has been requested. This is one of two reports from
the same source.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

285821-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Menstruation irregular

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3462
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Aug-2007
Status Date

--
State

WAES0706USA04394
Mfr Report Id

Information has been received from a 16 year old female with a history of migraines who on approximately February 2007 was vaccinated with a first dose of
Gardasil. Subsequently, the patient experienced tingling in her leg and pain in her leg. Subsequently the patient recovered. on an unspecified day in 2007, the
patient received a second dose of Gardasil. Subsequently the patient experienced tingling in her leg and pain in her leg. At the time of the report, the patient
was recovering. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

MigrainePrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

285822-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pain in extremity, Paraesthesia, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3463
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Jun-2007
Vaccine Date

20-Jun-2007
Onset Date

4
Days

17-Aug-2007
Status Date

NY
State

WAES0706USA04397
Mfr Report Id

Information has been received from a registered nurse concerning a 23 year old female patient with a penicillin allergy and no medical history who on 20-APR-
2007, was vaccinated IM into the left arm with a first 0.5ml dose of Gardasil. On 16-JUN-2007, the patient was vaccinated with a second dose of Gardasil (Lot#
657736/0389U). There was no concomitant medication. On 20-JUN-2007, the patient developed a vesicular rash which was described as spreading from the
lower lip to surrounding both lips and spreading to cheek and around a naris. The patient showed the rash to the psychiatrist. No medical attention was sought.
No laboratory diagnostic studies were performed. At the time of this report, the patient's outcome was unknown. No product quality complaint was involved.
Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Penicillin allergyPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

285823-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash vesicular

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0389U 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3464
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-May-2007
Vaccine Date

12-Jun-2007
Onset Date

13
Days

17-Aug-2007
Status Date

--
State

WAES0706USA04403
Mfr Report Id

Information has been received from a 22 year old female consumer with a history of mild dysplasia and no drug allergies who on 30-MAY-2007, was vaccinated
with a dose of Gardasil. There was no concomitant medication. On 12-JUN-2007, her menstrual cycle was about 11 days late. The consumer stated there was
the possibility of being pregnant but it has not been confirmed. No medical attention was sought. No laboratory diagnostic studies were performed. At the time
of this report, the patient had not recovered. No product quality complaint was involved. Additional information is not expected.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
Dysplasia

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

285824-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Menstruation delayed

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3465
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Aug-2007
Status Date

--
State

WAES0706USA04406
Mfr Report Id

Information has been received from a Registered Nurse (R.N.) concerning an "approximately 20 year old" female patient who was vaccinated with a dose of
Gardasil. The patient fainted after receiving the Gardasil. The patient recovered. The nurse reported that two other patient experienced fainting after receiving
the dose of Gardasil. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

285825-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3466
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Jun-2007
Vaccine Date

11-Jun-2007
Onset Date

0
Days

30-Jul-2007
Status Date

PA
State

WAES0706USA04434
Mfr Report Id

Information has been received from a physician concerning a 17 year old female who on approximately 11-JUN-2007 (2 weeks ago), was vaccinated with a
dose of Gardasil (lot number unknown). The physician reported that the patient developed pain to arm, tenderness and inflammation (3 cm) since being
vaccinated with Gardasil. The outcome of the events were not reported. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

285826-1

30-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Inflammation, Pain, Tenderness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3467
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Jun-2007
Vaccine Date

22-Jun-2007
Onset Date

0
Days

30-Jul-2007
Status Date

NM
State

WAES0706USA04447
Mfr Report Id

Information has been received from a health professional concerning a 16 year old female patient who on 22-JUN-2007 was vaccinated IM with a first dose of
Gardasil lot #654535/0960F. The patient while sitting passed out for one minute. She appeared fine and an electrocardiogram and blood pressure were normal.
She was observed in the office for an hour. No additional information at this time. The patient recovered. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

electrocardiogram Normal blood pressure Normal
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

285827-1

30-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0960F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3468
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
30-Jul-2007
Status Date

AZ
State

WAES0706USA04458
Mfr Report Id

Information has been received from a physician concerning a female patient with oral cancer who was vaccinated with a dose of Gardasil. It was reported that
the patient may have been immunocompromised because she had oral cancer. At the time of this report, the patient's outcome was unknown. No product
quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Mouth cancer

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285828-1

30-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Immunosuppression

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3469
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Dec-2006
Vaccine Date

01-Dec-2006
Onset Date

0
Days

30-Jul-2007
Status Date

PA
State

WAES0706USA04478
Mfr Report Id

Information has been received from a registered nurse concerning a 29 year old female with no pertinent medical history or drug reactions/allergies who in
October 2006, was vaccinated with a first dose of Gardasil (lot number unknown) and in December 2006 with the second dose of Gardasil. On unspecified date
the nodules developed in 2006 "late fall", after vaccination. Both vaccines were administered at another office. Concomitant therapy included naproxen sodium
(ALEVE), ethinyl estradiol/norethindrone (OVCON) and vitamins (unspecified). The nurse reported that on 27-APR-2007 the patient was examined in their
office and on an unspecified date after receiving the third dose of Gardasil in March 2007 at another office she developed myositis described as nodules that
developed on the knucles of both hands. Medical attention was sought. The serum creatine kinase (CPK) test and serum aldolase test were elevated and have
continued to climb to present 22-JUN-2007. Complete work up for rheumatology was performed and the results were negative. Hematology laboratory tests
unspecified were also performed. At the time of reporting the patient has not recovered and no further information was reported. Additional information has
been requested.

Symptom Text:

Ovcon, Aleve, vitamins (unspecified)Other Meds:
Lab Data:
History:
Prex Illness:

serum creatine kinase 06/22/07 elevated, serum aldolase 06/22/07 elevated, hematology
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
29.0

285829-1

06-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, Myositis, Nodule, Off label use

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3470
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
M

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
30-Jul-2007
Status Date

UT
State

WAES0706USA04497
Mfr Report Id

Information has been received from a nurse practitioner (NP), with a company representative, concerning a 19 year old male patient, with no pertinent medical
history, who was vaccinated on an unspecified date, with a dose, 0.5ml. of Gardasil (Lot # not provided). There was no concomitant medication. Subsequently
the patient was diagnosed with an infraclavicular swollen lymph nodes. The NP added that no treatment was required, and the event resolved on it's own (date
and duration not specified). No further information is expected.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

285830-1

30-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Lymphadenopathy, Medication error

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3471
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Aug-2007
Status Date

ME
State

WAES0706USA04504
Mfr Report Id

Information has been received from a physician, via a company representative, concerning a 16 year old female patient, who was vaccinated (date not
specified) with the first dose of Gardasil, and following vaccination (time duration not specified), she fainted. The physician confirmed that the patient recovered
within a period of 10 minutes. The physician reported that the patient later received both the second and third doses of Gardasil, and was fine after each dose.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

285831-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3472
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Aug-2007
Status Date

ME
State

WAES0706USA04505
Mfr Report Id

Information has been received from a physician, via a company representative, concerning a 15 year old patient (gender not specified), with a family history of
fainting post vaccination, who was vaccinated (date not specified) with the first dose of Gardasil, and fainted following the vaccination. At the time of this report,
the outcome of the event was unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

285832-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Familial risk factor, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3473
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jan-2007
Vaccine Date

01-Jan-2007
Onset Date

0
Days

17-Aug-2007
Status Date

NY
State

WAES0706USA04517
Mfr Report Id

Information has been received from a 25 year old female consumer with no pertinent medical history or drug reactions/allergies who in January 2007, was
vaccinated with a first dose of Gardasil (lot number unknown) and in March 2007 was vaccinated with a second dose of Gardasil (lot number unknown).
Concomitant therapy included hormonal contraceptives (unspecified). The consumer reported that the next day after she received her first and second dose of
the vaccinations she had a sharp muscle pain that ran through the left arm all the way up and through her "next" on the left side. The pain lasted for about a
month after the injection. The patient recovered about a month after each injection. Medical attention was sought. Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:

ContraceptionPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

285833-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Myalgia, Vaccine positive rechallenge

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3474
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Aug-2007
Status Date

--
State

WAES0706USA04543
Mfr Report Id

Information has been received from a registered nurse concerning a patient (age and gender not reported) who on an unspecified date was vaccinated with a
dose of Gardasil (lot number unknown), injection. Concomitant medication not reported. The nurse reported that on an unspecified date the patient developed
arthritic symptoms after receiving Gardasil. At the time of reporting it is unknown if the patient had recovered from the arthritic symptoms. Additional information
has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285834-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthropathy

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3475
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Aug-2007
Status Date

--
State

WAES0706USA04602
Mfr Report Id

Information has been received from an office manager concerning a patient (age and gender unknown), who, on an unspecified date, was vaccinated with a
second dose of Gardasil. Subsequently, the patient experienced syncope. The patient did not pass out but felt like she was going to. At the time of the report,
the patient's outcome was unknown. N product quality complaint was involved. This is one of two reports received from the same source. Additional information
has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285835-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Presyncope, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3476
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-May-2007
Vaccine Date

25-May-2007
Onset Date

0
Days

17-Aug-2007
Status Date

TN
State

WAES0706USA04664
Mfr Report Id

Information has been received from a physician concerning a female (age unknown), who was vaccinated on 25-MAY-2007 with a 0.5 mL dose of Gardasil.
Shortly post-vaccination the patient developed a rash on her arms and legs. The physician reported that the client did not report the rash away, but presented,
with the rash to the office. A steroid dose pack was the treatment prescribed. At the time of the report, the patient had not recovered. No product quality
complaint was involved.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285836-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3477
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Aug-2007
Status Date

--
State

WAES0706USA04667
Mfr Report Id

Information has been received from a certified medical assistant concerning a 21 year old female who was vaccinated with a dose of Gardasil. Subsequently
two of three days after the vaccine the patient experienced "bleeding". Additional information has been requested. This is one of two reports from the same
source.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

285837-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Haemorrhage

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3478
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Aug-2007
Status Date

OK
State

WAES0706USA04689
Mfr Report Id

Information has been received from a physician concerning a 9 year old female patient who on an unspecified date, was vaccinated IM with a second dose of
Gardasil (Lot # 655205/1426F). Subsequently, the patient was feeling dizzy. Unspecified medical attention was sought. On 11-JUN-2007, the patient
recovered. It was reported that the patient experienced no adverse effects after the first dose. No product quality complaint was involved. Additional information
has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
9.0

285838-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, No reaction on previous exposure to drug

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1426F 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3479
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Jun-2007
Vaccine Date

25-Jun-2007
Onset Date

21
Days

17-Aug-2007
Status Date

TX
State

WAES0706USA04695
Mfr Report Id

Information has been received from a medical assistant concerning a female patient who on approximately 04-JUN-2007 "three weeks ago", was vaccinated
with a dose of Gardasil. On approximately 25-JUN-2007, the patient came into the office and complained of pain at the injection site. Unspecified medical
attention was sought. At the time of this report, the patient's outcome was unknown. No product quality complaint was involved. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285839-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3480
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Jun-2007
Vaccine Date

23-Jun-2007
Onset Date

0
Days

17-Aug-2007
Status Date

IL
State

WAES0706USA04697
Mfr Report Id

Information has been received from a certified medical assistant (CMA), concerning an 18 year old female who on 23-JUN-2007 was vaccinated IM in the right
deltoid with the first dose, 0.5ml, of Gardasil (Lot #655503/0012U). Concomitant therapy included Menactra and Varivax (manufacturer unspecified). On 23-
JUN-2007, three minutes after vaccination with Gardasil, the patient had an episode of syncope while sitting in the office. The patient was attended to in the
office (treatment not specified), and felt better after 10-15 minutes had passes. At the time of this report, the CMA stated the patient was recovering from the
event. The CMA reported a similar events of syncope for 2 additional female patients following vaccination with Gardasil (WAES #0706USA04707 and
0706USA04722). Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

285840-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

VARCEL
MNQ
HPV4

MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL
0012U 0

Unknown
Unknown
Right arm

Unknown
Unknown

Intramuscular



10 JUN 2008 06:27Report run on: Page 3481
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-May-2007
Vaccine Date

30-May-2007
Onset Date

0
Days

17-Aug-2007
Status Date

OK
State

WAES0706USA04699
Mfr Report Id

Information has been received from a physician concerning a female (age not reported) who on 30-MAY-2007 was vaccinated with her first dose of Gardasil (lot
number 654741/1208F) IM. The physician reported that the patient fainted after receiving her first dose of Gardasil IM. Patient also fell down and hit her nose
and felt woozy for about 10 minutes. Medical attention was sought. The patient did not eat anything prior to getting a vaccine. At the time of reporting the
patient recovered from the adverse events and no further information was provided. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285841-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Fall, Injury, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1208F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3482
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-May-2007
Vaccine Date

17-May-2007
Onset Date

0
Days

17-Aug-2007
Status Date

OK
State

WAES0706USA04705
Mfr Report Id

Information has been received from a physician concerning a 14 year old female who on 17-MAY-2007 was vaccinated with her first dose of Gardasil IM. The
physician reported that the patient felt dizzy right after receiving the first dose of Gardasil IM. At the time of reporting the patient recovered from feeling dizzy
and no further information was provided. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

285842-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Immediate post-injection reaction

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3483
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Feb-2007
Vaccine Date

Unknown
Onset Date Days

17-Aug-2007
Status Date

OH
State

WAES0706USA04713
Mfr Report Id

Information has been received from a physician concerning a 16 year old female with no pertinent medical history and a drug reaction to minocycline who near
the end of February 2007, was vaccinated with Gardasil (lot number unknown). On an unspecified date, about two weeks post vaccination the patient
developed a scaly purplish rash over her entire body that was mostly on her extremities. Medical attention was sought. The patient was treated with ammonium
Lac-Hydrin and at the time of reporting the patient is still recovering. Further information was not available. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:

Allergic reaction to antibioticsPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

285843-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Exfoliative rash, Rash generalised

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3484
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Jun-2007
Vaccine Date

20-Jun-2007
Onset Date

0
Days

17-Aug-2007
Status Date

IL
State

WAES0706USA04722
Mfr Report Id

Information has been received from a certified medical assistant concerning a 10 year old female with a history of seizures and an amoxicillin allergy who on
04-APR-2007 was vaccinated with a first dose of Gardasil (lot# 655503/0012U) IM in the left deltoid. There was no concomitant medication used. On 20-JUN-
2007 the patient was administered with a second dose of Gardasil IM in the right deltoid. Three minutes after the administration of the vaccine the patient
developed syncope while sitting in the office. Medical attention was sought at the office. The patient better after 10-15 minutes of the adverse experience. The
CMA reported that two additional female patients also experienced syncope after vaccination with Gardasil (Lot#655503/0012U) (WAES #0706USA04697.
0706USA04707). Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Drug HypersensitivityPrex Illness:

serum cholesterol 04/??/07
Convulsion

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
10.0

285844-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3485
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jun-2007
Vaccine Date

18-Jun-2007
Onset Date

0
Days

17-Aug-2007
Status Date

MI
State

WAES0706USA04728
Mfr Report Id

Information has been received from a physician concerning a female who on approximately 18-JUN-2007 was vaccinated with a 0.5 ml dose of the Gardasil.
After receiving the vaccine, the patient vomited and fainted. The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285845-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3486
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Aug-2007
Status Date

--
State

WAES0706USA04729
Mfr Report Id

Information has been received from a female registered nurse who administered the Gardasil to a patient. It was reported that after the vaccine was given to
the patient, the needle guard device did not work properly to fully cover and protect the needle. Subsequently, the nurse accidentally stuck her hand with the
exposed needle which caused bleeding. She sought unspecified medical attention. A number of blood tests were performed, including a test for human
immunodeficiency virus (HIV) (results not provided). The HIV test will be repeated in six months. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory - results not provided
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285846-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Accidental needle stick, Haemorrhage

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0210U Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3487
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Aug-2007
Status Date

--
State

WAES0706USA04731
Mfr Report Id

Information has been received from a nurse practitioner concerning a 17 year old female who was vaccinated with the first 0.5 ml dose of the Gardasil.
Concomitant therapy included Yaz. Subsequently, the patient fainted. She recovered on an unspecified date. On an unspecified date, the patient was
vaccinated with the second 0.5 ml dose of the Gardasil. Subsequently, the patient fainted. She recovered on an unspecified date. Additional information has
been requested.

Symptom Text:

YazOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

285847-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope, Vaccine positive rechallenge

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3488
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Aug-2007
Status Date

NH
State

WAES0706USA04744
Mfr Report Id

Information ha been received from a registered nurse concerning a 19 year old female who vaccinated intramuscularly with the third dose of the Gardasil on an
unspecified date. Subsequently, the patient almost fainted and became extremely light-headed while at the physician's office. Subsequently, the patient
recovered on the same day after receiving in the office. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

285848-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Presyncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3489
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Jun-2007
Vaccine Date

24-Jun-2007
Onset Date

3
Days

17-Aug-2007
Status Date

--
State

WAES0706USA04748
Mfr Report Id

Information has been received from a pharmacist concerning her 18 year old daughter with no pertinent medical history who on 21-JUN-2007 was vaccinated
intramuscularly with the first dose of the Gardasil. There were no concomitant medications. On the evening of 24-JUN-2007, the patient developed a fever of an
unknown temperature. Medical attention was sought and the patient was treated with Motrin. The patient's fever persisted. There were no laboratory or
diagnostic tests performed. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

285849-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3490
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Jun-2007
Vaccine Date

23-Jun-2007
Onset Date

0
Days

17-Aug-2007
Status Date

IL
State

WAES0706USA04759
Mfr Report Id

Information has been received from a physician concerning a female who on 23-JUN-2007 was vaccinated intramuscularly with the first dose of the Gardasil.
Concomitant therapy included 'other vaccines". A couple of minutes after the injection, in the waiting room, the patient fainted. The patient was given "smelling
salts and it didn't help, and then she was given epinephrine and the patient didn't react to that either." About about fifteen minutes, the patient "finally came to."
Unspecified medical attention was sought. It was reported that the patient recovered on an unknown date. No further information is available.

Symptom Text:

(therapy unspecified)Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285850-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3491
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Aug-2007
Status Date

IN
State

WAES0706USA04764
Mfr Report Id

Information has been received from a healthcare worker concerning a female who on an unspecified date was vaccinated with the first dose of Gardasil. The
patient subsequently experienced an abnormal PAP smear. Unspecified medical attention was sought. No further details were provided. Additional information
has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Pap smear - abnormal
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285851-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Smear cervix abnormal

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3492
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Aug-2007
Status Date

PA
State

WAES0706USA04773
Mfr Report Id

Information has been received from a physician concerning a female patient who on an unspecified date was vaccinated with Gardasil. Subsequently the
patient developed small bumps all over her body about a week after vaccination. Unspecified medical attention was sought. At the time of this report, the
outcome of the event was unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285852-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash generalised

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3493
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-May-2007
Vaccine Date

08-May-2007
Onset Date

0
Days

17-Aug-2007
Status Date

NH
State

WAES0706USA04783
Mfr Report Id

Information has been received from a nurse concerning a 19 year old female with no drug allergies, who on 08-MAY-2007 was vaccinated intramuscularly with
a second dose of Gardasil. Concomitant therapy included Loestrin. Almost immediately after receiving the vaccination the patient fainted in the office. It was
reported that the patient was not hospitalized and the patient had recovered before leaving the office. No product quality complaint was involved. Additional
information has been requested.

Symptom Text:

LOESTRINOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

285853-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3494
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Aug-2007
Status Date

--
State

WAES0706USA04785
Mfr Report Id

Information has been received from a certified medical assistant (also reported as a nurse) concerning her 16 year old daughter, who was vaccinated with a
second dose of Gardasil. There was no concomitant medication. Subsequently the patient developed a painful, raised, brown square on her arm where the
injection was given. The patient did not have any adverse experiences with the first dose. The patient did not seek medical attention. At the time of the report,
the patient was recovering. No product quality complaint was involved. This is one of two reports received from the same source. Additional information has
been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

285854-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site discolouration, Injection site mass, Injection site pain, No reaction on previous exposure to drug

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3495
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Aug-2007
Status Date

--
State

WAES0706USA04795
Mfr Report Id

Information has been received from a certified medical assistant (also reported as a nurse) concerning her 15 year old daughter, who was vaccinated with a
second dose of Gardasil. There was no concomitant medication. Subsequently the patient developed a painful, raised, brown square on her arm where the
injection was given. The patient did not have any adverse experiences with the first dose. The patient did not seek medical attention. At the time of the report,
the patient was recovering. No product quality complain was involved. This is one of two reports from the same source. Additional information has been
requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

285855-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site discolouration, Injection site mass, Injection site pain, No reaction on previous exposure to drug

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3496
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jun-2007
Vaccine Date

18-Jun-2007
Onset Date

0
Days

17-Aug-2007
Status Date

VA
State

WAES0706USA04810
Mfr Report Id

Information has been received from a physician concerning a female (age unknown) with a history of orthostatic hypertension, who on approximately 18-JUN-
2007 was vaccinated with Gardasil. Subsequently, after receiving the vaccination the patient fainted, but it took a while to revive her. The patient sought
unspecified medical attention. At the time of the report, the patient recovered. No product quality complaint was involved. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Orthostatic hypertension

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285856-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3497
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-May-2007
Vaccine Date

14-May-2007
Onset Date

0
Days

17-Aug-2007
Status Date

--
State

WAES0706USA04812
Mfr Report Id

Information has been received from a physician's office concerning a 20 year old female, who on 14-MAY-2007 was vaccinated with a dose of Gardasil.
Subsequently. on the same day as the vaccination the patient experienced pain in her arm. It was noted that the injection was given to the patient in the wrong
position of the arm said to be too interiorly. The patient sought unspecified medical attention. At the time of the report, the patients outcome was unknown. No
product quality complaint was involved. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

285857-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Incorrect route of drug administration, Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3498
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Aug-2007
Status Date

--
State

WAES0706USA04814
Mfr Report Id

information has been received from a nurse practitioner concerning a 17 year old female who was vaccinated IM with a first dose of Gardasil. Concomitant
therapy included meningococcal vaccine (unspecified). Subsequently the patient fainted and was unconscious for about 15 seconds and then came to.
Subsequently, the patient recovered from fainting. Additional information has been requested.

Symptom Text:

meningococcal vaccineOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

285858-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3499
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Aug-2007
Status Date

CA
State

WAES0706USA04836
Mfr Report Id

Information has been received from a physician concerning a female patients between 20 - 25 years old who was vaccinated with Gardasil. Subsequently all
the patient experienced abdominal cramping "like premenstrual related symptoms". Subsequently, all the patient recovered from abdominal cramping "like
premenstrual related symptoms". The patient did not seek medical attention. Additional information has been requested. This is one of several from the same
source.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

285859-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3500
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Aug-2007
Status Date

CA
State

WAES0706USA04837
Mfr Report Id

Information has been received from a physician concerning a female patients between 20 - 25 years old was vaccinated IM with Gardasil. Subsequently all the
patient experienced abdominal cramping "like premenstrual related symptoms". The patient did not seek medical attention. Additional information has been
requested. This is one of several reports from the same source.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

285860-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3501
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Apr-2007
Vaccine Date

07-Apr-2007
Onset Date

1
Days

17-Aug-2007
Status Date

--
State

WAES0706USA04843
Mfr Report Id

Information has been received from a health professional concerning a 12 year old female patient who on 06-APR-2007, at 03:30 PM was vaccinated with a
first dose of Gardasil lot #657621/0387U. On 07-APR-2007 the patient developed fever 102, nausea and abdominal cramping x 4 days. On 09-APR-2007 the
patient had vomiting and fatigue. It was not known if patient sought medical advice. The outcome was unknown. Additional information has not been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

285861-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Fatigue, Nausea, Pyrexia, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0387U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3502
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Jun-2007
Vaccine Date

20-Jun-2007
Onset Date

1
Days

17-Aug-2007
Status Date

--
State

WAES0706USA04849
Mfr Report Id

Information has been received from a registered nurse concerning a 25 year old female assistant director of admissions, who on 19-JUN-2007 was vaccinated
with a second dose of Gardasil. On 20-JUN-2007 the patient reported that she woke up with a rash on her back with no itch. At the time of the report, the rash
still persisted. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

285862-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0524U 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3503
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Aug-2007
Status Date

NY
State

WAES0706USA04854
Mfr Report Id

Information has been received from a physician concerning a 19 year old female with no pertinent medical history who was vaccinated with two doses of the
Gardasil (dates not specified). Concomitant therapy included Yasmin. Subsequently, the patient testes positive for human papilloma virus (HPV) with the HPV
DNA test. The patient had not experienced any known symptoms. Patient outcome was unknown. Additional information has been requested.

Symptom Text:

YASMINOther Meds:
Lab Data:
History:
Prex Illness:

cervix HPV DNA assay - positive for HPV
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

285863-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Human papilloma virus test positive

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3504
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Jan-2007
Vaccine Date

17-Jan-2007
Onset Date

0
Days

17-Aug-2007
Status Date

--
State

WAES0706USA04864
Mfr Report Id

Information has been received from an 18 year old female with no pertinent medical history and a penicillin allergy who on 17-JAN-2007 was vaccinated with a
first dose of Gardasil (lot number unknown) injection who developed light headedness. On 19-MAR-2007 the patient was vaccinated with a second dose of
Gardasil and experienced soreness in her arms. On 25-JUN-2007 the patient received a third dose of Gardasil and experienced soreness in her arms which
was given 22 days earlier than scheduled. On 25-JUN-2007 concomitant suspect therapy included hepatitis A vaccine (unspecified) was given. Medical
attention was sought. At the time of reporting it is unknown if the patient had recovered. No further information was provided. No further information is available.

Symptom Text:

Other Meds:
Lab Data:
History:

Penicillin allergyPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

285864-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Inappropriate schedule of drug administration, Pain in extremity, Vaccine positive rechallenge

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3505
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Aug-2007
Status Date

PA
State

WAES0706USA04865
Mfr Report Id

Information has been received from a physician, via a company representative , concerning a 15 year old female patient, who on unspecified date was
vaccinated with the first dose of Gardasil (Lot # not provided). After an unspecified duration of time following the vaccination, the patient developed hives.
Treatment included unspecified steroids. At the time of this report, the outcome of the event was unknown.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

285865-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3506
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Jun-2007
Vaccine Date

21-Jun-2007
Onset Date

0
Days

17-Aug-2007
Status Date

CA
State

WAES0706USA04866
Mfr Report Id

Information has been received from a physician concerning a 14 year old female who on 21-JUN-2007 was vaccinated with the first dose of the Gardasil.
Concomitant therapy included Menactra, DTaP (unspecified) and Varivax (manufacturer unknown), which were also administered on 21-JUN-2007. After
receiving the Gardasil, the patient became woozy and slumped in her chair as if she was about to faint. Unspecified medical attention was sought. The reporter
noted that the patient had not eaten lunch the day she received the vaccinations. The patient recovered within an hour. Additional information has been
requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

285866-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Presyncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

NULL
NULL 0

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 3507
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Aug-2007
Status Date

--
State

WAES0706USA04887
Mfr Report Id

Information has been received from a physician concerning a 14 or 15 year old female who on an unspecified date was vaccinated with a first dose of Gardasil
(lot number unknown). On an unspecified date the patient was vaccinated with a second dose of Gardasil 0.5ml injection and passed-out on the elevator.
Medical attention was sought. At the time of reporting it is unknown if the patient recovered. No additional information was provided. Additional information has
been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

285867-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3508
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Jun-2007
Vaccine Date

22-Jun-2007
Onset Date

0
Days

17-Aug-2007
Status Date

NJ
State

WAES0706USA04883
Mfr Report Id

Information has been received from a licensed practical nurse concerning an 18 year old female with no pertinent medical history who on 22-JUN-2007 was
vaccinated intramuscularly into the left arm with 0.5 ml of the first dose of the Gardasil (Lot 3 653735/0688F). There was no concomitant medication.
Immediately after receiving the vaccination, the patient felt pain and fainted. Unspecified medical attention was sought by the patient. No laboratory or
diagnostic tests were performed. The patient was observed for 1/2 hours and then was recovered and sent home. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

285868-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Pain, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0688F 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3509
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Aug-2007
Status Date

--
State

WAES0706USA04887
Mfr Report Id

Information has been received via a company representative, from a health professional (HCP) concerning her daughter (age unspecified), who was vaccinated
on an unspecified date, with the second dose, 0.5ml, of Gardasil (Lot # not provided). The HCP reported that her daughter developed pain and swelling at the
injection site, that lasted for '3-4 days" and then resolved. No further information is expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285869-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Injection site swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3510
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Aug-2007
Status Date

TX
State

WAES0706USA04903
Mfr Report Id

Information has been received from a physician concerning an approximately 13 year old female patient who was vaccinated with a first dose of Gardasil. Right
after administration, the patient experienced tingling in her fingers. Unspecified medical attention was sought. Subsequently, the patient recovered. No product
quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

285870-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Paraesthesia

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3511
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Mar-2007
Vaccine Date

02-Mar-2007
Onset Date

0
Days

17-Aug-2007
Status Date

NY
State

WAES0706USA04938
Mfr Report Id

Information has been received from a physician concerning a 22 year old female with a history of an unspecified hypersensitivity and hives who on 02-JAN-
2007 was vaccinated with the first dose of Gardasil (Lot # not specified). On 02-MAR-2007 the patient received the second dose of Gardasil (Lot
3656049/0187U). The physician reported that the same day at an unspecified time the patient reported that she felt tired and that her tongue and face had
swelled. The patient sought unspecified medical attention. Subsequently, on an unspecified date the patient recovered from the events. Additional information
has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Hives; Hypersensitivity

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

285871-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Fatigue, Swelling face, Swollen tongue

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0187U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3512
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Aug-2007
Status Date

--
State

WAES0706USA04943
Mfr Report Id

Information has been received from consumer her 23 year old daughter who on unspecified date was vaccinated with a second dose of Gardasil. Two weeks
post vaccination with the second dose of Gardasil. Two weeks post vaccination with the second dose of Gardasil, the patient developed "bells palsy, which
freezes one side of the face" as reported by the patient's mother. The patient sought unspecified medical attention. Subsequently, the patient recovered from
bells palsy on an unspecified date. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

285872-1

09-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Facial palsy

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3513
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Jun-2007
Vaccine Date

22-Jun-2007
Onset Date

1
Days

17-Aug-2007
Status Date

IA
State

WAES0706USA04954
Mfr Report Id

Information has been received from a physician concerning a 21 year old female who on 21-JUN-2007 was vaccinated with a second dose of Gardasil (lot #
657737/0522U). On 22-JUN-2007 the patient experienced nausea and diarrhea. Unspecified medical attention was sought. On 25-JUN-2007, the patient
recovered from nausea and diarrhea. It was reported that the physician suggested to the patient that she can receive the third dose of the vaccine. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

285873-1

21-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Diarrhoea, Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0522U 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3514
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Jun-2007
Vaccine Date

20-Jun-2007
Onset Date

0
Days

17-Aug-2007
Status Date

TX
State

WAES0706USA04958
Mfr Report Id

Information has been received via company representative, from a health professional (HCP) concerning her 16 year old daughter, with restless legs syndrome,
who on 20-JUN-2007 was vaccinated IM with the first dose of Gardasil (Lot # invalid). Concomitant therapy included Menactra and tuberculin purified protein
derivative (manufacturer unspecified). On 20-JUN-2007, "within 5 minutes of being vaccinated," the patient experienced weakness, elevated temperature,
difficulty walking and she felt like she was going to faint. The HCP confirmed that her daughter had recovered (date unspecified), and "is fine now." The HCP
stated she had concerns about continuing with the Gardasil series.  The patient sought unspecified medical attention. Additional information has been
requested.

Symptom Text:

tuberculin purified proteinOther Meds:
Lab Data:
History:

Restless legs syndromePrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

285874-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Body temperature increased, Gait disturbance, Immediate post-injection reaction, Presyncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL 0

Unknown
Unknown

Unknown
Intramuscular



10 JUN 2008 06:27Report run on: Page 3515
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Jun-2007
Vaccine Date

20-Jun-2007
Onset Date

5
Days

17-Aug-2007
Status Date

MA
State

WAES0706USA04967
Mfr Report Id

Information has been received from a registered nurse concerning a 25 year old female patient with no medical history or drug allergies who on 15-JUN-2007,
was vaccinated with a first dose of Gardasil (Lot 3 658094/0524U). There was no concomitant medication. On 20-JUN-2007, the patient experienced arm
swelling, joint pain, soreness and achiness. It was reported that after the pain continued for about 5 days, she decided to contact her physician's office.
Unspecified medical attention was sought. No laboratory diagnostic studies were performed. "About a week later," the patient recovered from joint pain,
soreness and achiness and the outcome of her swelled arm was unknown. No product quality complaint was involved. Additional information has been
requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

285875-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Oedema peripheral, Pain

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0524U Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3516
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Aug-2007
Status Date

TX
State

WAES0706USA05009
Mfr Report Id

Information has been received from a licensed visiting nurse concerning three female patient' who were supposed to be vaccinated with a dose of Gardasil. It
was reported that when the nurse removed the vaccine from the refrigerator, she picked up 2 doses of Gardasil and one dose of Pitocin. The nurse stated the
error was due to the cap colors of Gardasil and Pitocin being similar. No symptoms were noted in any woman. At the time of this report, the patient's outcome
was unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285876-1

16-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 No adverse effect, Wrong drug administered

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3517
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Jun-2007
Vaccine Date

23-Jun-2007
Onset Date

0
Days

16-Aug-2007
Status Date

IL
State

WAES0706USA05026
Mfr Report Id

Information has been received from a physician concerning a female who on 23-JUN-2007 was vaccinated intramuscularly with the first dose of the Gardasil.
Concomitant therapy included "other vaccines". On 23-JUN-2007, the patient fainted. The patient was "unconscious for about 15 minutes". Unspecified medical
attention was sought. Subsequently, the patient recovered. Additional information is not expected.

Symptom Text:

(therapy unspecified)Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285877-1

16-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3518
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Jun-2007
Vaccine Date

23-Jun-2007
Onset Date

0
Days

16-Aug-2007
Status Date

IL
State

WAES0706USA05027
Mfr Report Id

Information has been received from a physician concerning a female who on 23-JUN-2007 was vaccinated intramuscularly with the first dose of the Gardasil.
Concomitant therapy include "other vaccines". On 23-JUN-2007, the patient fainted. The patient was "unconscious for about 15 minutes". Unspecified medical
attention was sought. Subsequently, the patient recovered. Additional information is not expected.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285878-1

16-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3519
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Jun-2007
Vaccine Date

22-Jun-2007
Onset Date

0
Days

16-Aug-2007
Status Date

NC
State

WAES0706USA05048
Mfr Report Id

Information has been received from a nurse concerning a 17 year old female patient who on 22-JUN-2007, was vaccinated with a first dose of Gardasil.
Immediately, the patient was dizzy and light-headed. Unspecified medical attention was sought. After several minutes the patient recovered. No product quality
complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

285879-1

16-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Immediate post-injection reaction, Incorrect route of drug administration

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown By Mouth



10 JUN 2008 06:27Report run on: Page 3520
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Jun-2007
Vaccine Date

23-Jun-2007
Onset Date

6
Days

16-Aug-2007
Status Date

FL
State

WAES0706USA05052
Mfr Report Id

Information has been received from a physician concerning a female patient who during the week of 17-JUN-2007 to 22-JUN-2007, was vaccinated with a first
dose of Gardasil. On 23-JUN-2007, the patient experienced abdominal pain. Unspecified medical attention was sought. At the time of this report, the patient's
outcome was unknown. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285880-1

16-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3521
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Aug-2007
Status Date

--
State

WAES0706USA05055
Mfr Report Id

Information has been received from a consumer, concerning her female friend (age unspecified), who was vaccinated on unspecified dates, with a first and
second dose of Gardasil and subsequently developed ovarian cysts. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285881-1

16-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Ovarian cyst

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3522
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Aug-2007
Status Date

TX
State

WAES0706USA05065
Mfr Report Id

Information has been received from a physician, via a company representative, concerning a 17 year old female patient, who was vaccinated IM, on an
unspecified date with the third dose of Gardasil, and subsequently felt dizzy when going to the parking lot. The patient called the nurse, who brought her back
to the office, and the patient then fainted. The patient's mother was called to get her, as she was unable to drive. The physician sought unspecified medical
attention. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

285882-1

16-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3523
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Jun-2007
Vaccine Date

22-Jun-2007
Onset Date

1
Days

16-Aug-2007
Status Date

IL
State

WAES0706USA05075
Mfr Report Id

Information has been received from a registered nurse, concerning a 19 year old female patient, who on 21-JUN-2007 was vaccinated IM, with the first dose,
0.5ml, of Gardasil (Lot #0469U). Concomitant therapy included Yasmin. On 22-JUN-2007, the day following vaccination, she developed a fever of 102F, and
had dizziness, nausea and muscle aches. On 25-JUN-2007, the patient's symptoms were improving, though her temperature was then 100 F. The patient
sought unspecified medical attention. Additional information has been requested.

Symptom Text:

YASMINOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

285883-1

16-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Myalgia, Nausea, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0469U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3524
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Jun-2007
Vaccine Date

25-Jun-2007
Onset Date

3
Days

16-Aug-2007
Status Date

--
State

WAES0706USA05076
Mfr Report Id

Information has been received from a nurse concerning a 23 year old female who in April 2007, was vaccinated with a first dose of Gardasil. On 22-JUN-2007,
the patient received her second dose of Gardasil (Lot# 656371/0181U). On 25-JUN-2007, the patient developed red streaks moving away from the injection site
area. Unspecified medical attention was sought. At the time of this report, the patient's outcome was unknown. No product quality complaint was involved.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

285884-1

16-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site streaking

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0181U 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3525
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Aug-2007
Status Date

--
State

WAES0706USA05081
Mfr Report Id

Information has been received from a female (age not reported) who on unspecified dates was vaccinated with first and second doses of Gardasil (lot number
unknown). The patient is not having any symptoms from the Gardasil who has been diagnosed with another type of human papilloma virus (HPV) infection
(type unspecified) since vaccinated. The patient also reports that as of 27-JUN-2007 the patient is 2 weeks late for her third vaccination. No further information
is expected. No additional information is expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Human papilloma virus infectionPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285885-1

16-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Papilloma viral infection

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3526
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Aug-2007
Status Date

--
State

WAES0706USA05086
Mfr Report Id

Information has been received from a physician concerning a female (age not reported) who was vaccinated with a first dose of Gardasil (lot number unknown)
IM. On an unspecified medical dates, the patient developed diffuse rashes and continued to get them. Medical attention was sought. The family physician
treated the patient with steroids and was planning to give a work-up of blood test. The physician advised the patient to discontinue therapy with Gardasil. At the
time of reporting the patient was recovering. No further information was provided. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285886-1

16-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3527
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Aug-2007
Status Date

CA
State

WAES0706USA05119
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated intramuscularly with a dose of the Gardasil. Subsequently, the patient
experienced "diffused joint pain". Unspecified medical attention was sought. The patient outcome was unknown. The reporting physician was concerned that
this could be related to the Gardasil and was worried it could have caused a "problem with the patient's immune response." Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285887-1

16-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3528
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Jun-2007
Vaccine Date

15-Jun-2007
Onset Date

0
Days

16-Aug-2007
Status Date

FL
State

WAES0706USA05129
Mfr Report Id

Information has been received from a physician concerning a 12 year old female with no pertinent medical history who on 15-JUN-2007 was vaccinated with
the first dose of the Gardasil (Lot # "03894"). There was no concomitant medication. On 15-JUN-2007, the patient fainted within a half hour of receiving the
Gardasil. The patient sought unspecified medical attention, "was given ammonia salts and came to immediately." Laboratory tests performed on 15-JUN-2007
included a thyroid function test, hemoglobin urinalysis, and cholesterol test (results not provided). Subsequently, the patient recovered. No further information is
available.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

thyroid function test 06/15/07 - results not provided, urine hemoglobin 06/15/07 - results not provided, serum cholesterol 06/15/07 - results not provided
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

285888-1

16-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3529
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Aug-2007
Status Date

NC
State

WAES0706USA05135
Mfr Report Id

Information has been received from a physician concerning a 19 year old female who was vaccinated with the first dose of the Gardasil. Subsequently, the
patient developed malaise all over the body, which lasted for about a month. Unspecified medical attention was sought. Subsequently, the patient recovered
from malaise all over the body. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

285889-1

16-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Malaise

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3530
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Aug-2007
Status Date

NY
State

WAES0706USA05139
Mfr Report Id

Information has been received from a physician concerning a 17 year old female who was vaccinated with the first dose of the Gardasil on an unspecified date.
The patient started to feel lightheaded immediately after receiving the Gardasil. At the time of the report, the patient was recovering. The patient did not wish to
continue the vaccination series. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

285890-1

16-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3531
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Jun-2007
Vaccine Date

25-Jun-2007
Onset Date

5
Days

16-Aug-2007
Status Date

FL
State

WAES0706USA05140
Mfr Report Id

Information has been received from a physician concerning a 13 year old female who on 20-JUN-2007 was vaccinated with a 0.5 ml dose of the Gardasil.
Concomitant therapy included Menactra. On 25-JUN-2007, the patient developed a rash on her forehead. Unspecified medical attention was sought. The rash
was diagnosed with shingles which further progresses into the eyes and the patient developed pain in ear. The patient's shingles in the ear persisted at the time
of the report. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

285891-1

16-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Ear pain, Herpes zoster, Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3532
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Aug-2007
Status Date

--
State

WAES0706USA05145
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with a first dose of Gardasil. Subsequently, two weeks after
vaccination, the patient developed swollen and painful joints and an enlarged spleen. Unspecified medical attention was sought. The patient's outcome was
unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285892-1

16-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Joint swelling, Splenectomy

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3533
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Jun-2007
Vaccine Date

21-Jun-2007
Onset Date

0
Days

16-Aug-2007
Status Date

MI
State

WAES0706USA05148
Mfr Report Id

Information has been received from a physician concerning a 15 year old female with no pertinent medical history who on 21-JUN-2007 was vaccinated
intramuscularly with a 0.5 ml first dose of Gardasil. There was no concomitant medication. On 21-JUN-2007 the patient experienced dizziness for about 30
minutes. On 27-JUN-2007, she developed lymphadenopathy on the left side of her groin. It was reported that she had two swollen lymph nodes in her groin
closer to her femur. The area is sore and tender. Unspecified medical attention was sought. The patient's lymphadenopathy and tender and sore area
persisted. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory - results not reported, urinalysis - results not reported
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

285893-1

16-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Lymphadenopathy, Pain, Tenderness

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3534
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Aug-2007
Status Date

FL
State

WAES0706USA05150
Mfr Report Id

Information has been received from a physician concerning a female patient who was vaccinated on an unknown day with a first dose of Gardasil. The
physician reported that the patient received her first dose of Gardasil and "claimed it affected her menstrual cycle". She said her cycle went from being every
four weeks to being every six weeks. The patient reused to go on to get the second and third doses. The physician did not believe the adverse experience was
related to Gardasil. The outcome was unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285894-1

16-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Menstruation delayed

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3535
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Jun-2007
Vaccine Date

25-Jun-2007
Onset Date

0
Days

16-Aug-2007
Status Date

--
State

WAES0706USA05153
Mfr Report Id

Information has been received from a physician concerning a 12 year old female patient who on 25-JUN-2007 was vaccinated IM in to left arm with a dose of
Gardasil lot #654510/0962F. Concomitant therapy included Havrix. On 25-JUN-2007, after receiving the Gardasil, the patient experienced tingling of her left
arm and a reaction which appeared as "vagal". She became diaphoretic, pale, sweaty, her eyes were blurry, and she vomited. The physician mentioned that
the recovered during the same visit. On 24-JUN-2007, during a follow-up call the patient's mother mentioned that the patient was "tired today". The physician
reported that this symptom was "not specific". Unspecified medical attention was sought by the patient. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

285895-1

16-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Fatigue, Hyperhidrosis, Pallor, Paraesthesia, Syncope vasovagal, Vision blurred, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0962F Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3536
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Jun-2007
Vaccine Date

22-Jun-2007
Onset Date

0
Days

16-Aug-2007
Status Date

TX
State

WAES0706USA05158
Mfr Report Id

Information has been received from a physician concerning a 12 year old female patient who on 22-JUN-2007 was vaccinated with a second dose of Gardasil
lot #655849/0263U. On 22-JUN-2007 the patient experienced "syncope within one minute of vaccination." Unspecified medical attention was sought by the
patient. The patient recovered. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

285896-1

16-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0263U 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3537
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Aug-2007
Status Date

KS
State

WAES0706USA05166
Mfr Report Id

Information has been received from a physician concerning a 15 year old female patient who on an unknown day was vaccinated with a second dose of
Gardasil. The physician reported that patient after getting second dose of Gardasil "felt dizzy and felt like throat was closing." Unspecified medical attention was
sought by the patient. The patient recovered 'an hour after the dose". Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

285897-1

16-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Throat tightness

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3538
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Jul-2007

Vaccine Date
17-Jul-2007
Onset Date

0
Days

03-Aug-2007
Status Date

NY
State Mfr Report Id

Pt had syncope episode approx. 15 minutes after receiving Gardasil injection. Pt verbalized fear of needles before receiving the injection. Crying after the
injection and nurse sat with her in exam room for approx 10 min. Pt had syncope while on her way out to waiting room and hit her head on the edge of a door.
No visible injury but went to hospital via ambulance. Her guardian decided at that time that she did not need to be seen and took her home.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
Allergy-Motrin

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

285905-1

03-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Crying, Head injury, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
25-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0387U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3539
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-May-2007
Vaccine Date

06-Jul-2007
Onset Date

65
Days

03-Aug-2007
Status Date

IA
State Mfr Report Id

Diagnosed with Bells Palsy (paralysis on left side of face) Acyclovir 400 mg-1 tab 5 times a day Prednisone 20mg-2 tabs for 3 days 1.5 3 days, 1.0 3 days, 0.5
3 day.  8/14/07 Received vax record & VAERS database updated w/same.  9/11/07 Received medical records from clinic for visit on 7/6/07 which reveals
patient experienced left eye swelling, left tongue numbness & left lower lip numbness.  Had URI for approx 10 days, sinus congestion, rhinitisfatigued & easy
bruising.  Exam revealed left side eyelid drooping, inability to completely close left eye, flattening of nasal labial fold & left side lip drooping.  Tx w/antiviral,
prednisone.  Referred to hematology. FINAL DX: Bell's palsy, thrombocytopenia.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

LABS: platelets 132
Allergic rhinitis, overactive bladder PMH: chronic low platelets

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
39.0

285909-1

27-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Contusion, Eye swelling, Eyelid ptosis, Facial palsy, Fatigue, Hypoaesthesia, Inappropriate schedule of drug administration, Off label use, Paraesthesia oral,
Rhinitis, Sinus congestion, Thrombocytopenia, Upper respiratory tract infection

 ER VISIT, NOT SERIOUS

Other Vaccine
25-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0091U 0 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Jul-2007

Vaccine Date
02-Jul-2007
Onset Date

0
Days

26-Jul-2007
Status Date

FR
State

WAES0707USA02629
Mfr Report Id

Information has been received from a gynecologist concerning a 13 year old female who on 02-JUL-2007 was vaccinated IM into the upper arm with a second
dose of Gardasil. On 02-JUL-2007 in the evening, the patient developed a fever up to 39 C. On 04-JUL-2007 the gynecologist diagnosed severe painful
ulcerative vulvitis and the patient was hospitalized. The patient was treated with analgesic (unspecified) and sitz bath. A Herpes simplex infection was ruled out.
The patient improved and was discharged on 08-JUL-2007. On 09-JUL-2007 the patient was seen by her gynecologist. At this time the patient showed one
ulcer of 1 cm diameter. It was reported that the first vaccination with Gardasil was well tolerated. Additional information is not expected. Other business partner
numbers included E2007-04570.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Immunisation

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

285915-1 (S)

26-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 No reaction on previous exposure to drug, Pyrexia, Ulcer, Vulvitis

 HOSPITALIZED, SERIOUS

Other Vaccine
25-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-May-2007
Vaccine Date

31-May-2007
Onset Date

0
Days

26-Jul-2007
Status Date

FR
State

WAES0707USA03077
Mfr Report Id

Information has been received from a physician concerning a 16 year old female with a history of right shoulder amyotrophy of unknown etiology who on 31-
MAY-2007 was vaccinated IM in the left deltoid with a first dose of Gardasil. On 15-JUN-2007 the mother of the patient called the reporter and told her that her
daughter experienced pain of the left arm down to the elbow especially while stretching the arm since the vaccination. On 19-JUN-2007 a blood sample was
taken, serum creatine kinase test reported 1036. Myositis was diagnosed. The patient was treated with ibuprofen and resting. On an unknown date another
blood sample was taken and the serum creatine kinase test reported 260. At the time of the report, the patient had improved. The reporting physician
considered myositis to be another important medical event. Additional information is not expected. Other business partner numbers include E2007-04641.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

serum creatine kinase 19Jun07 1036; serum creatine kinase 260
Amyotrophy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

285916-1

26-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Myositis, Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
25-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3542
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Aug-2007
Status Date

--
State

WAES0706USA05193
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with Gardasil. Subsequently the patient develop a bump at an
injection site after receiving the vaccine. This is one of several reports from the same source. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285917-1

16-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site mass

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Feb-2007
Vaccine Date

01-Feb-2007
Onset Date

0
Days

16-Aug-2007
Status Date

--
State

WAES0706USA05203
Mfr Report Id

Information has been received from a registered nurse concerning a female patient between "14 and 16 years old" who in February 2007, was vaccinated into
the left arm with a first dose of Gardasil. Concomitant therapy included an unknown vaccination into the right arm. Subsequently, the patient fainted after
receiving the vaccinations. It was reported that the patient was fine after sitting for a bit. Unspecified medical attention was sought. On an unspecified date, the
patient recovered. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

(therapy unspecified)Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

285918-1

16-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Aug-2007
Status Date

MN
State

WAES0706USA05215
Mfr Report Id

Information has been received from a physician concerning an 11 year old female who was vaccinated with a dose of the Gardasil. Concomitant therapy
included hepatitis B vaccine, recomb (MSD), meningococcal vaccine (unspecified) and DTAP-IPV. Subsequently, the patient 'kept walking right into the wall".
"got dizzy" and "thought she was going to pass out". The patient sought unspecified medical attention. The patient recovered on an unspecified date. Additional
information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

285919-1

16-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Presyncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Jun-2007
Vaccine Date

27-Jun-2007
Onset Date

1
Days

16-Aug-2007
Status Date

--
State

WAES0706USA05216
Mfr Report Id

Information has been received from a medical assistant concerning a 16 year old female patient who on 26-JUN-2007, was vaccinated IM with a third dose of
Gardasil. On 27-JUN-2007, the patient experienced migraine, fever and a whole body ache. No medical attention was sought. At the time of this report, the
patient's outcome was unknown. It was reported that the patient was fine after receiving the first two doses. No product quality complaint was involved.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

285920-1

16-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Migraine, No reaction on previous exposure to drug, Pain, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jan-2007
Vaccine Date

Unknown
Onset Date Days

16-Aug-2007
Status Date

OH
State

WAES0706USA05218
Mfr Report Id

Information has been received from a physician concerning a 12 year old female patient with no medical history who in January 2007, was vaccinated IM with a
0.5ml dose of Gardasil. One to two days after receiving her first and second dose, the patient developed pain and weakness to both upper limbs. Then 10 to 14
days later, she developed soreness and stiffness to both elbows. It was reported that this discomfort lasts for about 4 days and then resolves. It was also
reported that the patient's mother has multiple sclerosis. Unspecified medical attention was sought. At the time of this report, the patient was recovering from
pain and weakness to both upper limbs. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

nPrex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

285921-1

16-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Familial risk factor, Joint stiffness, Muscular weakness, Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Jun-2007
Vaccine Date

27-Jun-2007
Onset Date

0
Days

16-Aug-2007
Status Date

CA
State

WAES0706USA05219
Mfr Report Id

Information has been received from a physician and the father of a consumer concerning a 19 year old female patient with drug hypersensitivity, seasonal
allergy hay fever and allergic to codeine who on 27-JUN-2007 was vaccinated IM with a first dose of Gardasil lot #657621/0387U. Concomitant therapy
included unspecified birth control pill. The physician reported that on 27-JUN-2007 the patient developed muscle pain in her neck and the patient experienced
neck muscle pain on the left side of her neck. The reporter mentioned that on 27-JUN-2007 his daughter experienced injection site pain at neck. On 28-JUN-
2007 the patient awakened with pain on her left side of her body, with difficulty moving left arm and leg, and she could not throw her neck and head. Her doctor
was notified and said to take her to the Emergency Room. The patient has not recovered. Additional information has been requested.

Symptom Text:

(therapy unspecified)Other Meds:
Lab Data:
History:

Hay fever; Drug hypersensitivityPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

285922-1

16-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Mobility decreased, Myalgia, Neck pain, Pain

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0387U 0 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Jun-2007
Vaccine Date

26-Jun-2007
Onset Date

0
Days

16-Aug-2007
Status Date

OH
State

WAES0706USA05225
Mfr Report Id

Information has been received from a physician concerning a 16 year old female patient who on 26-JUN-2007 was vaccinated with a first dose of Gardasil.
Concomitant therapy included hepatitis virus vaccine (unspecified). On 26-JUN-2007 the reporter that "the patient fainted immediately after receiving her first
dose of Gardasil. She recovered completely quickly. Patient's mother reported that she had a similar episode when she received hepatitis injection a few years
ago." Unspecified medical attention was sought by patient. The patient recovered. Additional information has been requested.

Symptom Text:

hepatitis virus vaccineOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

285923-1

16-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
26-Jun-2007
Onset Date Days

16-Aug-2007
Status Date

MO
State

WAES0706USA05234
Mfr Report Id

Information has been received from a physician concerning a 20 year old female patient who was vaccinated with a third dose of Gardasil. Concomitant therapy
included hormonal contraceptives (unspecified). On 26-JUN-2007, the patient developed a rash, itching and redness at the injection site. Unspecified medical
attention was sought, At the time of this report, the patient's outcome was unknown. It was reported that the patient did not have this experience with the first
and second dose. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

285924-1

16-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site pruritus, Injection site rash

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Aug-2007
Status Date

WI
State

WAES0706USA05244
Mfr Report Id

Information has been received from a physician concerning a female patient who was vaccinated with a first dose of Gardasil. The physician reported that
patient had a serious allergic reaction after the first injection. Patient sought unspecified medical attention. The outcome was unknown. Additional information
has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285925-1

16-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypersensitivity

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Jun-2007
Vaccine Date

21-Jun-2007
Onset Date

0
Days

16-Aug-2007
Status Date

PA
State

WAES0706USA05268
Mfr Report Id

Information has been received from a physician concerning a 11 year old female student who on 21-JUN-2007 in AM was vaccinated IM in left arm with a first
dose of Gardasil. Concomitant suspect therapy included Varivax, (MSD) and Vaqta (inactive), (MSD). Other concomitant therapy included Adacel and
Menactra. On 21-JUN-2007, after receiving the Gardasil injection and two other vaccines the patient fainted, very pale, arms stiffened, blue in face and her
heart rate became 50. She took smelling salt. She vomited x1 and felt nausea rest of the day. She was in the office for 5 minutes and her legs were lifted. She
recovered without any problems. She tool 24 hours to recover. It was indicated that patient did not eat prior to vaccine administration. Additional information is
not expected.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

vital sign 06/21/07 50 - Heart rate
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

285926-1

16-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cyanosis, Heart rate decreased, Musculoskeletal stiffness, Nausea, Pallor, Syncope, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

VARCEL
TDAP
HEPA
HPV4
MNQ

MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.
MERCK & CO. INC.
SANOFI PASTEUR

NULL
C2734AA
NULL
NULL
U2277AA

0

Unknown
Unknown
Unknown
Unknown
Unknown

Subcutaneously
Intramuscular
Intramuscular
Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Aug-2007
Status Date

--
State

WAES0706USA05273
Mfr Report Id

Information has been received from a nurse concerning a number of patients' who were vaccinated with a dose of Gardasil. Subsequently, the patients
developed redness and swelling around injection site area. At the time of this report, the patients' outcome was unknown. No product quality complaint was
involved. Additional information has been requested. Attempts are being made to obtain additional identifying information to distinguish the individual patients
mentioned in this report. Additional information will be provided if available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285927-1

16-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Mar-2007
Vaccine Date

31-May-2007
Onset Date

91
Days

16-Aug-2007
Status Date

TX
State

WAES0706USA05281
Mfr Report Id

Information has been received from a consumer concerning her 18 year old daughter with exercise induced asthma who in March 2007, was vaccinated with
the first 0.5 ml dose of the Gardasil. On approximately 31-MAY-2007, at the end of May 2007, the patient was vaccinated in the buttocks with the second 0.5 ml
dose of the Gardasil. Concomitant therapy included montelukast sodium (MSD) and albuterol. On approximately 31-MAY-2007, after the vaccination, the
patient reported that "it was one of the most painful shots she ever had." The pain lasted for 3 days and the patient treated herself with Motrin during that time.
No laboratory or diagnostic tests were performed. Subsequently, the patient recovered from the pain. Additional information has been requested.

Symptom Text:

albuterol, SINGULAIROther Meds:
Lab Data:
History:

Asthma exercise inducedPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

285928-1

16-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug administered at inappropriate site, Pain

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Gluteous maxima Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Aug-2007
Status Date

NY
State

WAES0706USA05289
Mfr Report Id

Information has been received from a physician concerning a 19 year old female who was vaccinated with a first dose of the Gardasil on an unspecified date.
Subsequently, the patient developed a fever of 102 degrees, was vomiting for 24 hours and did not feel well for three days. At the time of the report, the patient
had recovered. It was also reported that the patient received the second dose of the Gardasil on an unspecified date, and "she was feeling fine after receiving
the" vaccination. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

285929-1

16-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Malaise, Pyrexia, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Jun-2007
Vaccine Date

28-Jun-2007
Onset Date

3
Days

16-Aug-2007
Status Date

--
State

WAES0706USA05293
Mfr Report Id

Information has been received from a licensed practical nurse concerning a 16 year old female patient with no medical history or drug allergies who on 25-JUN-
2007, was vaccinated IM with a first 0.5ml dose of Gardasil. Concomitant therapy included Alesse. On 28-JUN-2007, the patient developed hives. Unspecified
medical attention was sought. No laboratory diagnostic studies were performed. At the time of this report, the patient's outcome was unknown. No product
quality complaint was involved. Additional information has been requested.

Symptom Text:

ALESSEOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

285930-1

16-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Mar-2007
Vaccine Date

01-Mar-2007
Onset Date

0
Days

16-Aug-2007
Status Date

NH
State

WAES0706USA05300
Mfr Report Id

Information has been received from a physician concerning an approximately 19 year old female patient who in March 2007, was vaccinated with a first 0.5ml
dose of Gardasil. Concomitant therapy included oral contraceptives. Subsequently, the patient fainted at the check out counter in the doctor's office and cut her
lip on the edge of the counter. It was reported that the patient had to go to the emergency room for stitches. On an unspecified date, the patient recovered. No
product quality complaint was involved. Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

285931-1

16-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Laceration, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Jun-2007
Vaccine Date

19-Jun-2007
Onset Date

15
Days

15-Aug-2007
Status Date

--
State

WAES0706USA05308
Mfr Report Id

Information has been received from a physician concerning an approximately 17 year old female who on 04-JUN-2007 was vaccinated with a 0.5 ml second
dose of Gardasil (lot# 655205/1426F). Concomitant therapy included Cymbalta, Lamicatal, Synthroid, Ortho-Novum, Claritin and "500 fiber therapy". On 19-
JUN-2007 the patient went into the office with redness, swelling and itching "beyond normal" around the injection site. The physician did not administer the first
dose and was not aware of a previous similar reaction. At the time of the report the patient was recovering from redness, swelling and itching around the
injection site. There were no diagnostic or laboratory test performed. Additional information has been requested.

Symptom Text:

CYMBALTA mg, ORTHO-NOVUM 7/7/7, gastrointestinal preparations, LAMICTAL, SYNTHROID, CLARITIN mgOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

285932-1

15-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site pruritus, Injection site swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1426F 1 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Jan-2007
Vaccine Date

29-Jan-2007
Onset Date

0
Days

15-Aug-2007
Status Date

TX
State

WAES0706USA05317
Mfr Report Id

Information has been received from a registered nurse concerning a 25 year old female, with drug hypersensitivity to Vistaril and no pertinent medical history,
who on 29-JAN-2007 was vaccinated subcutaneously with a 0.5 ml first dose of Gardasil (lot # 657737/0522U). Concomitant therapy included vitamins
(unspecified). On an unspecified date the patient was vaccinated subcutaneously with a second dose of Gardasil. On 27-JUN-2007 the patient experienced
irritation, burning and redness at injection site. The burning traveled down her arm and there was tingling in her fingers. Medical attention was sought ON 28-
JUN-2007 there was still swelling and redness at the arm. The patient was instructed by the office to put ice on affected area. The AE's improved and the
patient's irritation, burning and redness at injection site, tingling in her fingers, and swelling and redness at the arm persisted at the time of reporting. Additional
information has been requested.

Symptom Text:

vitamins (unspecified)Other Meds:
Lab Data:
History:

Drug hypersensitivityPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

285933-1

15-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Incorrect route of drug administration, Injection site erythema, Injection site irritation, Oedema peripheral, Paraesthesia

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0522U 0 Unknown Subcutaneously



10 JUN 2008 06:27Report run on: Page 3559
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Jun-2007
Vaccine Date

27-Jun-2007
Onset Date

1
Days

15-Aug-2007
Status Date

AZ
State

WAES0706USA05319
Mfr Report Id

Information has been received concerning a 14 year old female who on 26-JUN-2007 was vaccinated with a 0.5 ml first dose of Gardasil. On 27-JUN-2007 was
vaccinated with a 0.5 ml first dose of Gardasil. On 27-JUN-2007 the patient called the office complaining that her left lung was hurting. On 28-JUN-2007 the
patient called the office reporting that she had hives. At the time of the report, the patient's outcome was unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

285934-1

15-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pain, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3560
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Jun-2007
Vaccine Date

28-Jun-2007
Onset Date

0
Days

15-Aug-2007
Status Date

--
State

WAES0706USA05323
Mfr Report Id

Information has been received from a laboratory technician concerning a 15 year old female who on 28-JUN-2007 was vaccinated with a 0.5 ml first dose of
Gardasil. On 28-JUN-2007, while still in the physician's office the patient fainted. Unspecified medical attention was sought. There were no laboratory or
diagnostic tests performed. Additional information has been requested. This is one of two reports from the same source.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

285935-1

15-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3561
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Apr-2007
Vaccine Date

01-Apr-2007
Onset Date

0
Days

15-Aug-2007
Status Date

VT
State

WAES0706USA05340
Mfr Report Id

Information has been received from a 25 year old female who in April 2007, was vaccinated with a 0.5 ml second dose of Gardasil. Subsequently in April 2007
the patient fainted and had a moderate amount of injection site pain. Unspecified medical attention. Subsequently that same day, the patient recovered from
the fainting and moderate amount of injection site pain. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

285936-1

15-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3562
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Jun-2007
Vaccine Date

28-Jun-2007
Onset Date

1
Days

15-Aug-2007
Status Date

AZ
State

WAES0706USA05350
Mfr Report Id

Information has been received from a physician (a pediatrician), concerning a 14 year old female patient, who on 27-JUN-2007, was vaccinated IM in the left
arm, with the first dose of Gardasil (lot #657736/0389U). There was no concomitant medication. On approximately 28-JUN-2007 ("less than 24 hours after'), the
patient experienced left sided pain from her neck, that radiated "down to her chest into the base of the lung." Treatment involved Motrin, which relieved the
pain. Shortly after the pain had subsided, she experienced urticaria ("within 24 hours" of the injection). Treatment involved Benadryl. The physician confirmed
the patient had recovered from the events on 28-JUN-2007. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

285937-1

15-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chest pain, Neck pain, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0389U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3563
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-Aug-2007
Status Date

OH
State

WAES0706USA05358
Mfr Report Id

Information has been received from a nurse practitioner concerning a female patient who was vaccinated with the second dose of the Gardasil on an
unspecified date. Subsequently, the patient experienced " a really fast heartbeat". The patient sought unspecified medical attention. At the time of the report,
the patient had recovered from the increased heartbeat. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285938-1

15-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Heart rate increased

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3564
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Jun-2007
Vaccine Date

25-Jun-2007
Onset Date

0
Days

15-Aug-2007
Status Date

NH
State

WAES0706USA05369
Mfr Report Id

Information has been received from a physician concerning a 17 year old female who on 25-JUN-2007 at 11:00 A.M. was vaccinated in the right deltoid with the
first dose of Gardasil (lot # 658094/0524U) which was tolerated well. After two to three minutes, the patient stated that she felt dizzy and then lasted
approximately 30-45 seconds. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

285939-1

15-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Fall, Loss of consciousness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0524U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3565
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-Aug-2007
Status Date

KS
State

WAES0706USA05377
Mfr Report Id

Information has been received from a nurse concerning a female patient who was vaccinated with her first dose of Gardasil, and within 24 hours experienced
tenderness and swelling around her eyes. The patient saw an eye doctor, however the result of that visit is unknown. The patient's outcome was unknown.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285940-1

15-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Eye swelling, Tenderness

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3566
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Mar-2007
Vaccine Date

26-Mar-2007
Onset Date

0
Days

15-Aug-2007
Status Date

KY
State

WAES0706USA05382
Mfr Report Id

Information has been received from a physician concerning an 18 year old female student who on 26-MAR-2007 was vaccinated IM with her first dose of
Gardasil, lot #657622/0388U. Five minutes after the injection, the patient had an episode of syncope. She had normal vitals and improved after lying flat for
approximately 15-20 minutes. The patient recovered and received a second dose of Gardasil on an unspecified date. It was reported that "we made her lie flat
after the injection. No syncope on 2nd injection. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

vital sign 03/26/07 - normal
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

285941-1

15-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0388U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3567
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Jun-2007
Vaccine Date

28-Jun-2007
Onset Date

0
Days

15-Aug-2007
Status Date

CA
State

WAES0706USA05400
Mfr Report Id

Information has been received from a physician concerning a 16 year old female patient who on 28-JUN-2007 was vaccinated with a dose of Gardasil. There
was no concomitant medication. As the injection was being administered, the patient had a syncopal episode and appeared to be shaking. It was also reported
that she had a vasovagal reaction immediately upon removal of needle following administration of Gardasil. She recovered immediately with no treatment of
medication. The patient was reported to be fine, totally asymptomatic. The reporter believed the patient had a vasovagal reaction to the actual injection, not to
product, and had no suspicions other than a young, nervous adolescent. No further information is available.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

285942-1

15-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope vasovagal, Tremor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3568
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Jun-2007
Vaccine Date

26-Jun-2007
Onset Date

0
Days

15-Aug-2007
Status Date

--
State

WAES0707USA00013
Mfr Report Id

Information has been received from a Physician's Assistant concerning a female patient who on 26-JUN-2007 was vaccinated IM with her third dose of
Gardasil. After the third dose, the patient developed enlarged lymphnodes. The patient had no reaction to the first and second doses. Unspecified medical
attention was sought. Her outcome was unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285943-1

15-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Lymphadenopathy

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3569
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Jul-2007

Vaccine Date
24-Jul-2007
Onset Date

0
Days

02-Aug-2007
Status Date

NY
State Mfr Report Id

Pt developed skin rash, eye swelling last night (07/24/07) at 10pm. Pt received Boostrix and HPV at 5 pm, no difficulty with breathing, no abd. pain, no vomiting,
+ itching. Took Benadryl at 7am today (07/25/07).

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Monistat 1 combo pack kit

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

285950-1

02-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Eye swelling, Pruritus, Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
25-Jul-2007

Received Date

Prex Vax Illns:

TDAP

HPV4

GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

AC52B018AB

0530U

0

0

Right arm

Left arm

Intramuscular

Intramuscular



10 JUN 2008 06:27Report run on: Page 3570
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Jul-2007

Vaccine Date
25-Jul-2007
Onset Date

0
Days

03-Aug-2007
Status Date

PA
State Mfr Report Id

after injection given-patient reported feeling faint-sl. diaphoretic c/o nausea-passed out for approx 1"- supine position-legs elevated cool compress/fluid given.Symptom Text:

PPDOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

285963-1

03-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cold compress therapy, Dizziness, Hyperhidrosis, Loss of consciousness, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
25-Jul-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
05252U

0
0

Left arm
Right arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 3571
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Jul-2007

Vaccine Date
24-Jul-2007
Onset Date

0
Days

03-Aug-2007
Status Date

MI
State Mfr Report Id

Client developed anaphylactic rxn within 10 min. of receiving vaccines-AEB hives, flushed skin, blood shot eyes, bronchospasm, cough and tightness in throat.
ER protocols initiated per health dept policy as well as doctor and immunization supervisor notified. At 11:30 AM 0-8 ml of Benadryl given at 11:45 am 0.4 ml of
Epi given by RN. CT discharged to hosp in good condition for further follow-up. 8L of O2 per NC was initiated at 11:35 am. Vitals monitored throughout.

Symptom Text:

Possible malaria medicationOther Meds:
Lab Data:
History:

NonePrex Illness:

vitals
possible spleen enlargement per overseas physical , chronic malaria

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

285964-1

06-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anaphylactic reaction, Bronchospasm, Cough, Flushing, Ocular hyperaemia, Throat tightness, Urticaria

 ER VISIT, NOT SERIOUS

Related reports:   285964-2

Other Vaccine
25-Jul-2007

Received Date

Prex Vax Illns:

HEPA
MNQ

VARCEL
TDAP

IPV
HEP

HPV4
MMR

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
SANOFI PASTEUR
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
MERCK & CO. INC.

0780U
C2734AA

Y0824
AHBVB340AA

1208F
1468F

0
0

0
0

0
0

Unknown
Left arm

Left arm
Right arm

Right arm
Right arm

Subcutaneously
Intramuscular

Subcutaneously
Intramuscular

Intramuscular
Subcutaneously



10 JUN 2008 06:27Report run on: Page 3572
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Jul-2007

Vaccine Date
24-Jul-2007
Onset Date

0
Days

20-Dec-2007
Status Date

--
State

WAES0709USA01322
Mfr Report Id

Information has been received from an agency concerning a 16 year old female with chronic malaria and a possible history of spleen enlargement per an
overseas physical, who on 24-JUL-2007 was vaccinated intramuscularly in the right arm with a first dose of Gardasil (Lot # 654741/1208F). Concomitant
suspect vaccinations included a first dose of Varivax (Lot# 657752/0780U) administered subcutaneously and a first dose of MMR (Lot# 655280/1468F)
administered subcutaneously into the right arm. Other concomitant vaccinations included a first dose of diphtheria toxoid (+) pertussis acellular vaccine
(unspecified) (+) tetanus toxoid (Lot# C2734AA) administered intramuscularly in the left arm, a first dose of poliovirus vaccine (Lot# Y0824) administered
subcutaneously in the right arm, a first dose of hepatitis virus vaccine (unspecified) (Lot# AHBVB340AA) administered intramuscularly in the right arm, and
possible malaria medication. On 24-JUL-2007, the patient developed an anaphylactic reaction within 10 minutes of receiving the vaccination as evidenced by
hives, flushed skin, blood shot eyes, bronchospams, cough, and tightness in the throat. Emergency room protocols were initiated per health department policy
as well as doctor and immunization supervisors were notified. At 11:30 the patient was treated with 8ml of BENADRYL. At 11:35 8L of Oxygen per nasal
cannula was initiated. At 11:45 the patient was treated with .4mL of Epi given by the registered nurse. The patient was discharged to the hospital in good
condition for further followup. The patient's vital signs were monitored throughout. At the time of the report, the patient's outcome was unknown. The VAERS ID
was 285964-1. Additional information is not expected.

Symptom Text:

Other Meds:
Lab Data:
History:

malariaPrex Illness:

vital sign
spleen enlarged

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

285964-2

07-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anaphylactic reaction, Bronchospasm, Cough, Flushing, Ocular hyperaemia, Throat tightness, Urticaria

 ER VISIT, NOT SERIOUS

Related reports:   285964-1

Other Vaccine
19-Dec-2007

Received Date

Prex Vax Illns:

VARCEL
DTAP

HPV4
UNK
IPV
MMR

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
UNKNOWN MANUFACTURER
SANOFI PASTEUR
MERCK & CO. INC.

0780U
C2734AA

1208F
AHBVB340AA
Y0824
1468F

0

Unknown
Unknown

Unknown
Unknown
Unknown
Unknown

Subcutaneously
Intramuscular

Intramuscular
Intramuscular

Subcutaneously
Subcutaneously



10 JUN 2008 06:27Report run on: Page 3573
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jul-2007

Vaccine Date
20-Jul-2007
Onset Date

2
Days

03-Aug-2007
Status Date

WI
State Mfr Report Id

2 Days after vaccine developed occipital adenopathy and stiff neck.Symptom Text:

ZYRTEC D, TRICYCLEN, GLUCOPHAGEOther Meds:
Lab Data:
History:

NonePrex Illness:

WBC = 8.5
Allergy syndrome/ PCOS

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

285969-1

06-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Lymphadenopathy, Musculoskeletal stiffness

 ER VISIT, NOT SERIOUS

Other Vaccine
25-Jul-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2370AA
0802U 1

Right arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 3574
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Apr-2007
Vaccine Date

24-Apr-2007
Onset Date

0
Days

15-Aug-2007
Status Date

NY
State

WAES0707USA00018
Mfr Report Id

Information has been received from a physician concerning a 16 year old female patient who on 24-APR-2007 was vaccinated with her first dose of Gardasil,
lot # 657006/0188U. After receiving the first dose, she experienced amenorrhea. Unspecified medical attention was sought. Her outcome was unknown.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

285977-1

15-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Amenorrhoea

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0188U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3575
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-Aug-2007
Status Date

--
State

WAES0707USA00028
Mfr Report Id

Information has been received from a nurse concerning a female patient who was vaccinated with the Gardasil on an unspecified date. Subsequently, the
patient developed a rash. The patient unspecified medical attention. The patient's outcome was unknown. This report is one of two reports from the same
source. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285978-1

15-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3576
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Jun-2007
Vaccine Date

28-Jun-2007
Onset Date

7
Days

15-Aug-2007
Status Date

KY
State

WAES0707USA00029
Mfr Report Id

Information has been received from the grandmother of an 11 year old female who on 21-JUN-2007, was vaccinated with a first dose of Gardasil. On 28-JUN-
2007, the patient developed a rash on her arm and stomach area. On 29-JUN-2007, the patient sought medical attention at the Health Department in which she
received the vaccine. At the time of this report, the patient's outcome was unknown. No product quality complaint was involved. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

285979-1

15-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3577
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Jun-2007
Vaccine Date

04-Jun-2007
Onset Date

0
Days

15-Aug-2007
Status Date

FL
State

WAES0707USA00033
Mfr Report Id

Information has been received from a physical therapist concerning his 12 year daughter with an allergy to ant bites who on approximately 04-JUN-2007 was
vaccinated intramuscularly with the first dose of the Gardasil. There was no concomitant medication. On approximately 04-JUN-2007, post-vaccination, the
patient experienced a "headache, became diaphoretic and passed out". Unspecified medical attention was sought. No laboratory or diagnostic tests were
performed. The patient recovered from the headache, diaphoresis and loss of consciousness. Additional information is not expected.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Insect bite allergyPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

285980-1

15-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Hyperhidrosis, Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3578
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Mar-2007
Vaccine Date

29-Mar-2007
Onset Date

0
Days

15-Aug-2007
Status Date

KY
State

WAES0707USA00035
Mfr Report Id

Information has been received from a physician, concerning an 18 year old female student, with no known allergies or medical conditions, who on 29-MAR-
2007, at 11:00am, was vaccinated IM in the right deltoid, with the first dose of Gardasil (Lot #656371/0181U). There was no illness at the time of vaccination.
On 29-MAR-2007, within 5 minutes of receiving the vaccination, the patient had an episode of syncope. She was helped to lie down flat, and was monitored for
15 minutes; she recovered on her own. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

285981-1

15-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0181U 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3579
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-Aug-2007
Status Date

NY
State

WAES0707USA00040
Mfr Report Id

Information has been received from a registered nurse concerning a female patient who, on an unspecified date, was vaccinated intramuscularly with a 0.5 ml
dose of the Gardasil. Subsequently, the patient had an "abnormal Pap test and was HPV positive." It was reported that the patient had a normal pap result prior
to receiving the Gardasil. Unspecified medical attention was sought. The patient's outcome was unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

cervical smear - normal, cervical smear - abnormal; HPV positive
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285982-1

15-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Human papilloma virus test positive, Papilloma viral infection, Smear cervix abnormal

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3580
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Jun-2007
Vaccine Date

27-Jun-2007
Onset Date

0
Days

15-Aug-2007
Status Date

CT
State

WAES0707USA00052
Mfr Report Id

Information has been received from a nurse, via a company representative, concerning a female patient (age unspecified), who on 27-JUN-2007 was
vaccinated with the first dose, 0.5ml, of Gardasil (invalid lot # provided). On 27-JUN-2007 the patient experienced a rash on her chest and arms, as well as a
"tingly tongue sensation." Subsequently, the patient recovered from the events (date and duration not specified). Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285983-1

15-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Paraesthesia oral, Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3581
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Jun-2007
Vaccine Date

27-Jun-2007
Onset Date

0
Days

15-Aug-2007
Status Date

OR
State

WAES0707USA00055
Mfr Report Id

Information has been received from a Registered Nurse (R.N.) concerning a female patient who on 27-JUN-2007 was vaccinated with a second dose of
Gardasil. Concomitant therapy included Menactra. The patient developed a sore throat and generalized rash, after her second injection. Unspecified medical
attention was sought by the patient. The outcome was unknown. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285984-1

15-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pharyngolaryngeal pain, Rash generalised

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3582
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Nov-2006
Vaccine Date

06-Dec-2006
Onset Date

7
Days

15-Aug-2007
Status Date

NY
State

WAES0707USA00081
Mfr Report Id

Information has been received from a Licensed Practical Nurse (L.P.N.) concerning a 17 year old female patient who on 29-NOV-2006 was vaccinated IM with
a first dose of Gardasil lot # 653736/0868F and on 10-MAR-2007 with a second dose of Gardasil lot #654702/0011U. Concomitant therapy included
Benzamycin Topical Gel and Nuvaring. On 05-DEC-2006 the patient developed painful redness to her face one week after her first injection and on 13-MAR-
2007 she also developed painful redness to her face one week after her second injection. The redness and pain lasted about a week and a half in both cases.
The patient sought unspecified medical attention. The patient recovered. Additional information has been requested.

Symptom Text:

BENZAMYCIN TOPICAL GEL, NUVARINGOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

285985-1

15-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Facial pain, Inappropriate schedule of drug administration, Similar reaction on previous exposure to drug

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0868F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3583
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Jan-2007
Vaccine Date

26-Jan-2007
Onset Date

7
Days

15-Aug-2007
Status Date

MA
State

WAES0707USA00101
Mfr Report Id

Information has been received from a licensed practical nurse concerning a 23 year old female patient with a history of panic attacks who on 19-JAN-2007, was
vaccinated into the left deltoid with a first dose of Gardasil (Lot# 658094/0524U). Concomitant therapy included hormonal contraceptives (unspecified). On 26-
JAN-2007, the patient experienced dizziness and numbness on the left side of her body. Unspecified medical attention was sought. At the time of this report,
the patient has not recovered. No product complaint was involved. Additional information has been requested. 8/1/07-copy of report received includes lot
#0524U left deltoid. C/O dizziness, vertigo, numbness left side of body, palpitations, pain in jaw, ongoing intermittent to date.received for DOS 01/25/07-clinical
information included pain left groin lymph nodes increasing in size and number, right lower quadrant pain, evaluate for lymphoma. Impression: bilatareal
adnexal cystic lesions, improved on right with an increased 2.5 cm left adnexal cyst for which follow up is suggestion. No other records available from facility.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

Unknown 8/10/07-records received-MRI head normal. EEG normal. 8/20/07-records received-8/20/07-CT of abdomen and pelvis report
Panic attack 8/01/07-records received- PMH: vertigo from oral contraceptives, vestibulitis and pelvic pain.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

285986-1

27-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Adnexa uteri mass, Dizziness, Hypoaesthesia, Lymph node pain, Lymphadenopathy, Palpitations, Vertigo

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0524U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3584
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Jun-2007
Vaccine Date

22-Jun-2007
Onset Date

0
Days

15-Aug-2007
Status Date

--
State

WAES0707USA00112
Mfr Report Id

Information has been received from a registered nurse concerning female patient with no pertinent medical history who on approximately 22-JUN-2007 was
vaccinated with a dose of the Gardasil. There was no concomitant medication. Five minutes after receiving the vaccination, the patient became dizzy, nauseous
and diaphoretic. The symptoms lasted for 10 minutes. Unspecified medical attention was sought. The patient recovered from the dizziness, nausea and
diaphoresis on the same day she received the Gardasil. This report is one of several reports received from the same source. Additional information has been
requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285987-1

15-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Hyperhidrosis, Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3585
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Jun-2007
Vaccine Date

20-Jun-2007
Onset Date

0
Days

15-Aug-2007
Status Date

--
State

WAES0707USA00138
Mfr Report Id

Information has been received from a nurse practitioner concerning a 21 year old female patient with asthma and allergies to Advil, aspirin, and penicillin who
on 20-JUN-2007, was vaccinated with a first 0.5ml dose of Gardasil. Concomitant therapy included Imitrex and albuterol. Subsequently, the patient had
difficulty breathing and a low oxygen level. Unspecified medical attention was sought. On an unknown date, the patient recovered. No product quality complaint
was involved. Additional information has been requested.

Symptom Text:

albuterol, IMITREX (SUMATRIPTANOther Meds:
Lab Data:
History:

Asthma; Drug hypersensitivity; Penicillin allergyPrex Illness:

pulse oximetry 06/20/07 - low

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

285988-1

15-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dyspnoea, Oxygen saturation decreased

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3586
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Jun-2007
Vaccine Date

01-Dec-2006
Onset Date

-200
Days

15-Aug-2007
Status Date

--
State

WAES0707USA00148
Mfr Report Id

Information has been received from a Physician's Assistant (P.A.) concerning a female patient who roughly on 29-DEC-2006 was vaccinated with a first dose of
Gardasil and on an unknown day was vaccinated with a second dose of Gardasil and on 19-JUN-2007 was vaccinated with a third dose of Gardasil.
Concomitant therapy included hormonal contraceptives (unspecified). The reporter reported that the patient developed "breakthrough bleeding and spotting"
after both the first and second injection. The patient mentioned this information on 19-JUN-2007 when she came to the office. Unspecified medical attention
was sought by the patient. The patient recovered. Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285989-1

06-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Metrorrhagia

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3587
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-Aug-2007
Status Date

NH
State

WAES0707USA00149
Mfr Report Id

Information has been received from a physician concerning a female patient who was vaccinated IM with a dose of Gardasil. The physician reported that the
patient developed an "extremely sore arm and that the injection site was very hard". He also mentioned that the patient reported that she was having "great
difficulty with her arm". The patient was in the physician's office at time of the events. The outcome was unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285990-1

15-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site induration, Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3588
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-Aug-2007
Status Date

WA
State

WAES0707USA00153
Mfr Report Id

Information has been received from a nurse concerning 5 to 8 female "12 year old" patients who on unspecified dates, were vaccinated with first doses of
Gardasil. Subsequently, on unspecified dates, the patients experienced flu-like symptoms such as nausea and vomiting. Subsequently, the patients recovered
("symptoms passed quickly"). No product quality complaint was involved. Attempts are being made to obtain additional identifying information to distinguish the
individual patients mentioned in this report. Additional information will be provided if available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

285991-1

15-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Influenza like illness, Nausea, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3589
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-Aug-2007
Status Date

--
State

WAES0707USA00161
Mfr Report Id

Information has been received from a registered nurse concerning her daughter (age unknown) who on unspecified dates was vaccinated with first, second and
third doses of Gardasil. Subsequently the patient developed swelling of the arm after all three doses of Gardasil. At the time of this report, the outcome was
unknown. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285992-1

15-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Oedema peripheral

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3590
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Aug-2007
Status Date

--
State

WAES0707USA00432
Mfr Report Id

Information has been received from a physician, via a company representative, concerning a 12 year old female patient, who on an unknown date was
vaccinated with a dose of Gardasil (lot # not provided). Concomitant therapy included Menactra and M-M-R II (MSD). Following vaccination with Gardasil, the
patient felt dizzy, had tightness in her throat, felt warm, and "fainted for a second." Subsequently, the patient recovered from the events (duration not specified).
The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

285993-1

06-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Feeling hot, Inappropriate schedule of drug administration, Syncope, Throat tightness

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

MNQ
MMR
DTAP
HPV4

SANOFI PASTEUR
MERCK & CO. INC.
UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL
NULL
NULL

Unknown
Unknown
Unknown
Unknown

Unknown
Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 3591
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
14-Jun-2007
Vaccine Date

14-Jun-2007
Onset Date

0
Days

14-Aug-2007
Status Date

--
State

WAES0707USA0059
Mfr Report Id

Information has been received from a laboratory technician concerning a 16 year old patient who on approximately 14-JUN-2007 was vaccinated with a dose of
Gardasil. On approximately 14-JUN-2007, while still in the physician's office the patient fainted and vomited. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

285994-1

14-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3592
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Jun-2007
Vaccine Date

21-Jun-2007
Onset Date

0
Days

14-Aug-2007
Status Date

TX
State

WAES0707USA00592
Mfr Report Id

Information has been received from a physician concerning a 22 year old female who on 21-JUN-2007 was vaccinated with Gardasil (lot # not reported) 0.5 ml
injection. There was no concomitant medication. On 21-JUN- 2007, the patient experienced severe dizziness, nausea, vomiting which resulted in a migraine.
Medical attention was sought. The experience lasted approximately 12 hours. On 22-JUN-2007, the patient recovered. Additional information has been
requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

285995-1

14-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Migraine, Nausea, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3593
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Aug-2007
Status Date

AZ
State

WAES0707USA01204
Mfr Report Id

Information has been received from a health professional concerning a patient who was vaccinated with a dose of Varivax. Subsequently, the patient
experienced a "10 x 8 centimeter of left arm redness, warmth and tender," No medical attention was sought. At the time of this report, the patient's outcome
was unknown. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285996-1

14-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Skin warm, Tenderness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 3594
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Aug-2007
Status Date

--
State

WAES0707USA01393
Mfr Report Id

Information has been received from a nurse concerning a female patient who was vaccinated with the Gardasil on an unspecified date. Subsequently, the
patient developed a rash. The patient sought unspecified medical attention. The patient's outcome was unknown. This report is one of two reports from the
same source. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285997-1

14-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3595
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-Aug-2007
Status Date

NY
State

WAES0707USA01431
Mfr Report Id

Information has been received from a registered nurse concerning a female patient who, on an unspecified date, was vaccinated intramuscularly with a 0.5 ml
dose of the Gardasil. Subsequently, the patient had an "abnormal Pap test and was HOV positive." It was reported that the patient had a normal pap result prior
to receiving the Gardasil. Unspecified medical attention was sought. The patient's outcome was unknown. This is one of two reports from the same source.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

cervical smear - normal, cervical smear - abnormal, HPV positive
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285998-1

15-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Papilloma viral infection, Smear cervix abnormal

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3596
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Aug-2007
Status Date

--
State

WAES0707USA01439
Mfr Report Id

Information has been received from a physician's assistant concerning a female (age unknown) who on an unspecified date was vaccinated intramuscularly
with a 0.5 ml first dose of Gardasil. Subsequently the patient fainted. At the time of this report, the outcome was unknown. No product quality complaint was
involved. This is one of two reports from the same source. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

285999-1

14-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3597
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Jun-2007
Vaccine Date

22-Jun-2007
Onset Date

0
Days

14-Aug-2007
Status Date

--
State

WAES0707USA01440
Mfr Report Id

Information has been received from a registered nurse concerning female patient with no medical history who on approximately 22-JUN-2007 was vaccinated
with a dose of the Gardasil. There was no concomitant medication. Five minutes after receiving the vaccination, the patient became dizzy, nauseous and
diaphoretic. The symptoms lasted for 10 minutes. Unspecified medical attention was sought. The patient recovered from the dizziness, nausea, and
diaphoresis on the same day she received the Gardasil. This report is one of several reports received from the same source. Additional information has been
requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

286000-1

14-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Hyperhidrosis, Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3598
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Jun-2007
Vaccine Date

22-Jun-2007
Onset Date

0
Days

15-Aug-2007
Status Date

--
State

WAES0707USA01441
Mfr Report Id

Information has been received from a registered nurse concerning female patient with no pertinent medical history who on approximately 22-JUN-2007 was
vaccinated with a dose of the Gardasil. There was no concomitant medication. Five minutes after receiving the vaccination, the patient became dizzy, nauseous
and diaphoretic. The symptoms lasted for 10 minutes. Unspecified medical attention was sought. The patient recovered from the

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

286001-1

15-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Hyperhidrosis, Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3599
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Aug-2007
Status Date

--
State

WAES0707USA01461
Mfr Report Id

Information has been received from a registered nurse concerning a female patient who on an unspecified date was vaccinated with Gardasil. Subsequently the
patient had a "terrible reaction to the vaccine". It was reported that the patient had such a bad reaction that she was not allowed to get the next two vaccines.
No further information was provided. Additional information is not expected. This is one of two reports from the same source.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

286002-1

14-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Unevaluable event

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3600
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Aug-2007
Status Date

--
State

WAES0707USA01462
Mfr Report Id

Information has been received from a Registered Nurse (R.N.) concerning around an 18 year old female who was vaccinated with a dose of Gardasil. The
patient fainted after receiving the Gardasil. Unspecified medical attention was sought by the patient, the patient recovered. The reporter reported that two other
patient experienced fainting after receiving the dose of Gardasil. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

286003-1

14-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3601
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Aug-2007
Status Date

--
State

WAES0707USA01463
Mfr Report Id

Information has been received from a Registered Nurse (R.N.) concerning a female patient (age unknown) who was vaccinated with a dose of Gardasil. The
patient fainted after receiving the Gardasil. Unspecified medical attention was sought, the patient recovered. The reporter reported that two other patient
experienced fainting after receiving the dose of Gardasil. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

286004-1

14-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3602
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Jun-2007
Vaccine Date

08-Jun-2007
Onset Date

0
Days

14-Aug-2007
Status Date

NY
State

WAES0707USA01669
Mfr Report Id

Information has been received from a health professional concerning a 11 year old female who on 08-JUN-2007 was vaccinated with the second dose (date of
first dose not provided) of Gardasil (Lot # not provided). Concomitant therapy included Menactra. On 08-JUN-2007 the patient experienced syncope after being
vaccinated with the three vaccines. It was reported that the episode of syncope last 10 to 15 minutes. The patient was treated with a cold compress, put her
head between her legs and was "fine after that". The health professional reported that the patient will be scheduled to receive the third dose of Gardasil on an
unspecified date. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

286005-1

14-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cold compress therapy, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3603
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Aug-2007
Status Date

NY
State

WAES0707USA01670
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with the first dose of Gardasil (Lot# not provided). It was reported that
the patient fainted at the check out. The patient was treated with smelling salts of ammonia and drank a Mountain Dew soda. Her parents picked her up at the
physicians office. Subsequently, the patient recovered. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

286006-1

14-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3604
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
27-Jul-2007
Status Date

CA
State

WAES0707USA02908
Mfr Report Id

Information has been received from a physician concerning a 14 year old female who on an unspecified date was vaccinated with Gardasil (lot # Unknown).
Concomitant secondary suspect therapy included Varivax (Lot # 654811/1260F) for prophylaxis (duration and dose not reported). On an unspecified date post-
vaccination the patient fainted and had seizures. The patient also complained of burning at the injection site. Medical attention was sought. The outcome was
not reported. No other information was available. The reported felt that the events required intervention to prevent serious criteria (other important medical
event). Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

286011-1

27-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Injection site irritation, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
26-Jul-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

1260F
NULL

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 3605
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Jun-2007
Vaccine Date

30-Jun-2007
Onset Date

5
Days

27-Jul-2007
Status Date

RI
State

WAES0707USA03181
Mfr Report Id

Information has been received from a registered nurse concerning an 18 year old female patient with no medical history or allergies who on 25-JUN-2007, was
vaccinated IM into the left deltoid with a first 0.5ml dose of Gardasil (Lot # 658100/0525U). There was no concomitant medication. On 30-JUN-2007 5 days
later, the patient developed hives all over the body and her throat felt like it was closing. It was reported that the patient went to the emergency room and was
given in IV and unspecified steroids. The patient was discharged on steroids and BENADRYL. Subsequently, the patient recovered. No product quality
complaint was involved. The reporter felt that the hives all over the body and throat closing were considered to be immediately life-threatening and other
important medical events. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

286012-1 (S)

27-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Throat tightness, Urticaria

 ER VISIT, LIFE THREATENING, SERIOUS

Other Vaccine
26-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0525U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3606
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Jul-2007

Vaccine Date
20-Jul-2007
Onset Date

0
Days

06-Aug-2007
Status Date

CT
State Mfr Report Id

Patient received 3 vaccines, MCV4, Varivax, and HPV and after 115 min she fainted (fell to the floor) became pale and awoke within seconds. Brought to an
examining table, apple juice given observed for 20 min, she was well then.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NoPrex Illness:

N/A
No

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

286018-1

06-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Fall, Pallor, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
26-Jul-2007

Received Date

Prex Vax Illns:

VARCEL
MNQ
HPV4

MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.

0722U
U2328AA
0171U

1
0
0

Right arm
Right arm
Left arm

Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 3607
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Jul-2007

Vaccine Date
07-Jul-2007
Onset Date

1
Days

03-Aug-2007
Status Date

AZ
State Mfr Report Id

Severe shoulder pain lasting 2 weeks after shot. Doctor believes it may be cell death.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

286021-1

06-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cell death, Musculoskeletal pain

 ER VISIT, NOT SERIOUS

Other Vaccine
26-Jul-2007

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

0363U
AHAVB139AA

1
1

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 3608
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Jul-2007

Vaccine Date
Unknown

Onset Date Days
06-Aug-2007
Status Date

--
State Mfr Report Id

Patient received first Gardasil vaccination at 430 PM 7/19/07. Five minutes after injection experienced syncope and again experienced syncopy 10 minutes
after vaccination.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

286032-1

06-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Syncope

 NO CONDITIONS, NOT SERIOUS

Related reports:   286032-2

Other Vaccine
26-Jul-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2233CA
0524U

0
0

Right arm
Left arm

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 3609
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Jul-2007

Vaccine Date
19-Jul-2007
Onset Date

0
Days

14-Sep-2007
Status Date

MA
State

WAES0708USA00134
Mfr Report Id

Information has been received from a health care professional concerning a 16 year old female patient who on 19-JUL-2007 at 4:30 pm, was vaccinated in the
left arm, with the first dose of Gardasil (lot# 658094/0524U). On 19-JUL-2007 at 4:35 pm, 5 minutes after the vaccination, the patient experienced an episode of
syncope. Again at 10 minutes after the vaccination the patient experienced an episode of syncope. On 19-JUL-2007, the patient had recovered. Additional
information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

286032-2

25-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Syncope

 NO CONDITIONS, NOT SERIOUS

Related reports:   286032-1

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0524U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3610
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Jul-2007

Vaccine Date
18-Jul-2007
Onset Date

1
Days

06-Aug-2007
Status Date

WA
State Mfr Report Id

Sore arm then severe headache with nausea and light sensitivity. Pain medication PRN headache.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

286033-1

06-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Nausea, Pain in extremity, Photophobia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
26-Jul-2007

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
MERCK & CO. INC.

0171U
O0014

0
0

Left arm
Right arm

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 3611
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Jul-2007

Vaccine Date
25-Jul-2007
Onset Date

1
Days

06-Aug-2007
Status Date

NY
State Mfr Report Id

Pt states on 7/25/07 she developed hives/rash all over body. On 7/26/07 it worsened all over body. Referred to Primary MD for treatment.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Mycin Abx, Morphine allergies

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

286057-1

06-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash generalised, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
26-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0802U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3612
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Jul-2007

Vaccine Date
23-Jul-2007
Onset Date

0
Days

06-Aug-2007
Status Date

MI
State Mfr Report Id

Event occurred within 5 minutes of receiving vaccines. Patient was standing next to her mother, tapped her mother's shoulder, and fell backward to the floor.
She was responsive after hitting her head, but does not remember the fall. Patient was observed and had no further difficulty.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

286062-1

06-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Head injury, Immediate post-injection reaction, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
26-Jul-2007

Received Date

Prex Vax Illns:

TDAP

HPV4
MNQ

GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
SANOFI PASTEUR

AC52B015AA

1208F
V2339AA

0

0
0

Left arm

Right arm
Right arm

Intramuscular

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 3613
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Jul-2007

Vaccine Date
19-Jul-2007
Onset Date

0
Days

06-Aug-2007
Status Date

NY
State Mfr Report Id

After receiving Gardasil vaccine pt felt dizzy/faint - placed in supine position. B/P and pulse monitored and doctor examined pt. Sent home after B/P ok and pt.
improved

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Hx of fainting from needles

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

286064-1

29-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
26-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0387U 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3614
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Feb-2007
Vaccine Date

27-Feb-2007
Onset Date

1
Days

06-Aug-2007
Status Date

CO
State Mfr Report Id

2"x2" spot - solid red, swollen, tender right thighSymptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

286091-1

06-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
27-Jul-2007

Received Date

Prex Vax Illns:

VARCEL
HEPA
HPV4

MERCK & CO. INC.
MERCK & CO. INC.
MERCK & CO. INC.

1308F
1280F
0187U

1
0
0

Right leg
Left leg
Left leg

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 3615
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Jun-2007
Vaccine Date

21-Jun-2007
Onset Date

1
Days

06-Aug-2007
Status Date

CO
State Mfr Report Id

8.5cmx4.5cm area of erythema - tenderness. Rx Augmentin.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

286093-1

06-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Tenderness

 ER VISIT, NOT SERIOUS

Other Vaccine
27-Jul-2007

Received Date

Prex Vax Illns:

VARCEL
TDAP
HPV4

MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.

0516U
C734AA
0522G

1
1
1

Left leg
Left leg
Left leg

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 3616
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Jul-2007

Vaccine Date
02-Jul-2007
Onset Date

0
Days

03-Aug-2007
Status Date

CA
State Mfr Report Id

Patient had syncopal episode approx 5-7 mins after vaccination. Fell down bed face forward, no head injury. pt was awake and aware within <1 min and stated
that she felt dizzy

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

O2 given, stable vital signs, BPs 100/57 & 108/52, declined BS
Patient did not have any meals and no proper meals x 3 days

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

286149-1

06-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Fall, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
27-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0314U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3617
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Jul-2007

Vaccine Date
26-Jul-2007
Onset Date

0
Days

03-Aug-2007
Status Date

MI
State Mfr Report Id

Seizure like episode 2-3 minutes after immuniz. sister has epilepsySymptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
10.0

286151-1

05-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion

 ER VISIT, NOT SERIOUS

Other Vaccine
27-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0523U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3618
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-May-2007
Vaccine Date

30-May-2007
Onset Date

0
Days

03-Aug-2007
Status Date

IN
State Mfr Report Id

On 7-25-07 after receiving 2nd Gardasil, patients mom reported that on last Gardasil given on 5-30-07, patient started spotting blood that same evening. Mom
stated patient spotted blood off and on for approx. 1 week. Mom stated patient had never done that prior to Gardasil. No treatment did not see physician.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

286154-1

06-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Haemorrhage

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
27-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0387U 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 3619
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Jul-2007

Vaccine Date
26-Jul-2007
Onset Date

0
Days

02-Aug-2007
Status Date

MO
State Mfr Report Id

low temperature, chills/rigors, nausea, vomiting, myalgias, severe abdominal pain, anorexia.  started within 12 hours of vaccination, much worse by 24 hours.
Seen in E.D. received IV fluids and NSAIDS with improvement.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

CO2=18, comp. metabolic panel and lipase normal, WBC of 12 with 90% neutrophils, CT abdomen (due to pain) normal
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

286173-1

02-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Anorexia, Body temperature decreased, Chills, Myalgia, Nausea, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
27-Jul-2007

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
MERCK & CO. INC.

0927U
0494U

0
0

Left arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 3620
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Jul-2007

Vaccine Date
24-Jul-2007
Onset Date

1
Days

02-Aug-2007
Status Date

MO
State Mfr Report Id

low temperature, chills/rigors, nausea, vomiting, myalgias, severe abdominal pain, anorexia.  started within 12 hours of vaccination, much worse by 24 hours.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

286174-1

02-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Anorexia, Body temperature decreased, Chills, Myalgia, Nausea, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
27-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0927U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3621
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Jul-2007

Vaccine Date
06-Jul-2007
Onset Date

0
Days

31-Jul-2007
Status Date

FR
State

WAES707POL00019
Mfr Report Id

Information has been received from a physician concerning a 25 year old female who on 06-JUL-2007 was vaccinated with Gardasil. On 06-JUL-2007 after
administration of whole dose of Gardasil the patient experienced loss of consciousness, bradycardia and convulsion. Lost of consciousness and convulsion
lasted several seconds. Bradycardia lasted about half an hour. Electrocardiogram performed on 06-JUL-2007 showed bradycardia. The reporter marked life
threatening as unknown for lost of consciousness. Therapy with human papillomavirus vaccine was discontinued (the reporter decided not to administer in the
future the second and the third dose of Gardasil). The patient recovered from loss of consciousness, bradycardia and convulsion. The reporter felt that loss of
consciousness, bradycardia and convulsion were related to therapy with Gardasil. Upon internal review, convulsion was considered to be an other important
medical event. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Electrocardiogram 06Jul07 Comment: Bradycardia
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

286186-1

31-Jul-2007
VAX Detail:

Last Edit Date

Seriousness:

 Bradycardia, Convulsion, Loss of consciousness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
30-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3622
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Jul-2007

Vaccine Date
25-Jul-2007
Onset Date

0
Days

06-Aug-2007
Status Date

MA
State Mfr Report Id

Patient felt lightheaded and dizzy approx 15-20 min after injection. Blood also drawn after injections.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

286205-1

07-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
30-Jul-2007

Received Date

Prex Vax Illns:

TDAP
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

C2720AA
0133U

0
0

Left arm
Right arm

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Jul-2007

Vaccine Date
20-Jul-2007
Onset Date

0
Days

07-Aug-2007
Status Date

CA
State Mfr Report Id

Pt. received HPV shot and felt lightheaded and dizzy. This very thin girl then almost past out. Pt became pale with BP of 63/34 and 57/26. Recovered with BP
97/64 and left.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

286207-1

29-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure decreased, Dizziness, Pallor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
30-Jul-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2235AA
0523U

0
0

Left arm
Right arm

Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Jul-2007

Vaccine Date
26-Jul-2007
Onset Date

1
Days

07-Aug-2007
Status Date

NY
State Mfr Report Id

3cm area of swelling, erythema, warmth and pain to palpation developed at site of immunization one day after administrationSymptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
Adverse reaction to rabies immunoglobulin in 6/06 (Rash on face)

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

286214-1

07-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site pain, Injection site swelling, Injection site warmth

 ER VISIT, NOT SERIOUS

Other Vaccine
30-Jul-2007

Received Date

Rash on face~Rabies (no brand name)~UN~14~In PatientPrex Vax Illns:

VARCEL
MNQ
HPV4

MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.

0337U
U2158AA
0263U

1
0
0

Right arm
Unknown
Left arm

Subcutaneously
Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Jul-2007

Vaccine Date
25-Jul-2007
Onset Date

0
Days

02-Aug-2007
Status Date

CA
State Mfr Report Id

ROA OF R-ARM, VZA ADMINISTERED 7/25/2007 IN THE AM.  BY EVENING PT C/O DISCOMFORT, MOM BROUGHT PT TO HEALTH DEPT 7/27/2007
W/ROA OF R-ARM SLIGHTLY SWOLLEN AND RED TO 50MM.

Symptom Text:

NONEOther Meds:
Lab Data:
History:

N/APrex Illness:

NONE
N/A

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
5.0

286231-1

02-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, Injection site erythema, Injection site pain, Injection site swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
30-Jul-2007

Received Date

NONE~ ()~NULL~~In PatientPrex Vax Illns:

VARCEL
TDAP

HPV4
MNQ

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
SANOFI PASTEUR

0127U
AC52B013AA

0011U
U2082AA

1
4

0
0

Right arm
Right arm

Left arm
Left arm

Intramuscular
Subcutaneously

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 3626
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Jul-2007

Vaccine Date
20-Jul-2007
Onset Date

0
Days

02-Aug-2007
Status Date

MA
State Mfr Report Id

Patient had c/o nausea and lightheadedness approximately one minute after administration of Gardasil. Pt laid down and applied cold compress to neck and
forehead. Symptoms persisted for approximately 15 minutes and began to improve. Of note, patient also presented back to office on 07-25-07, 5 days after
injection with severe LLQ pain and diagnosed with hemorrhagic ovarian cyst. Patient also received Menactra that day but not until after all s/s had cleared.
Gardasil was given first.

Symptom Text:

Valtrex, Albuterol MDIOther Meds:
Lab Data:
History:

nonePrex Illness:

allergy to Ceclor (rash), seasonal allergies, RAD, trigeminal neuralgia in 2003

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

286235-1

02-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cold compress therapy, Dizziness, Haemorrhagic ovarian cyst, Immediate post-injection reaction, Nausea, Ovarian cyst, Pelvic pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
30-Jul-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2222A
0927U

0
0

Right arm
Left arm

Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Jul-2007

Vaccine Date
27-Jul-2007
Onset Date

0
Days

07-Aug-2007
Status Date

PA
State Mfr Report Id

Pain left shoulder region 2 hours after vaccine given.Symptom Text:

Other Meds:
Lab Data:
History:

NoPrex Illness:

None
No

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.6

286244-1

07-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Musculoskeletal pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
30-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Jun-2007
Vaccine Date

17-Jul-2007
Onset Date

39
Days

07-Aug-2007
Status Date

FL
State Mfr Report Id

Pt was give Gardasil shot June 8-Had positive preg. test June 21. U/S 2 months baby heart beating 2nd U/S no heart beat (7/17 d/c to remove deceased baby)
at medical center

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

286246-1

07-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Pregnancy test positive

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
30-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 14290 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Jul-2007

Vaccine Date
26-Jul-2007
Onset Date

0
Days

07-Aug-2007
Status Date

CA
State Mfr Report Id

7/26/07 Within a few hours of receiving vaccine c/o tingling in her feet, awoke 7/27/07 - felt very sick, lightheaded - confused went to work, headaches,
nauseous - took a nap after work and Sat/Sun rash on hands, feet and body.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

286247-1

07-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Confusional state, Dizziness, Headache, Malaise, Nausea, Paraesthesia, Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
30-Jul-2007

Received Date

Prex Vax Illns:

VARCEL
MNQ
TDAP

HPV4
HEPA

MERCK & CO. INC.
SANOFI PASTEUR
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
MERCK & CO. INC.

0915F
U2324AA
AC52B0155A

0012U
1280F

1
0
6

0
1

Left arm
Right arm
Left arm

Right arm
Left arm

Subcutaneously
Intramuscular
Intramuscular

Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Jul-2007

Vaccine Date
29-Jul-2007
Onset Date

6
Days

07-Aug-2007
Status Date

NJ
State Mfr Report Id

Had seizure on 7/29/07 - unresponsive, no loss of tone, stiffening upper arms, eyes deviated to left lasted about 1 min, no post-ictal symptoms. Seizure free
since 1/2001.

Symptom Text:

Tegretol; DiamoxOther Meds:
Lab Data:
History:

NoPrex Illness:

Hx of Seizure Disorder - controlled

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

286249-1

07-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Gaze palsy, Musculoskeletal stiffness, Unresponsive to stimuli

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
30-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0524U 1 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Jul-2007

Vaccine Date
21-Jul-2007
Onset Date

1
Days

07-Aug-2007
Status Date

MD
State Mfr Report Id

Daily headaches for at least 1 week following administration of vaccinesSymptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

286250-1

07-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
30-Jul-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

0776U
0525U

1
0

Left arm
Left arm

Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-May-2007
Vaccine Date

17-May-2007
Onset Date

0
Days

01-Aug-2007
Status Date

FR
State

WAES0707AUS00221
Mfr Report Id

Information was obtained on request by the Company from the agency via a Public Case Detail Form and a Case Line Listing concerning a 17 year old female
with severe allergies to antibiotics, arthritis, asthma, gastric reflux and delayed emptying who on 17-MAY-2007 was vaccinated with Gardasil (Lot #
655742/0138U, Batch # J0800, Expiry Date 07-AUG-2009). On 17-MAY-2007 after vaccination with Gardasil the patient experienced tingling in fingers and
toes, flushing and headache and was hospitalised and was treated with adrenaline. On 17-MAY-2007, the patient recovered from tingling in fingers and toes,
flushing and headache. The agency considered that tingling in fingers and toes, flushing and headache were possibly related to therapy with Gardasil. The
original reporting source was not provided. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Allergic reaction to antibiotics; Arthritis; Asthma; Gastrooesophageal reflux; Delayed gastric emptyingPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

286269-1 (S)

01-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Flushing, Headache, Paraesthesia

 HOSPITALIZED, SERIOUS

Other Vaccine
31-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0138U Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Jul-2007

Vaccine Date
05-Jul-2007
Onset Date

0
Days

01-Aug-2007
Status Date

FR
State

WAES0707AUS00223
Mfr Report Id

Information was obtained on request by the Company from the agency via a Public Case Detail Form and a Case Line Listing concerning a 24 year old female
who on 05-JUL-2007 was vaccinated with Gardasil (Lot No. 655743/0313U, Batch No. J1022, Expiry date, 08-AUG-2009). On 05-JUL-2007 after vaccination
with Gardasil the patient developed pruritus over trunk and arms and rash maculo-papular over trunk and arms. On 11-JUL-2007, the patient recovered from
pruritus over trunk and arms and rash maculo-papular over trunk and arms. The agency considered that pruritus over trunk and arms and rash maculo-papular
over trunk and arms were related to therapy with Gardasil. The original reporting source was not provided. Pruritus over trunk and arms and rash maculo-
papular over trunk and arms were considered to be disabling by the agency. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

286270-1 (S)

01-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus, Rash maculo-papular

 PERMANENT DISABILITY, SERIOUS

Other Vaccine
31-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0313U Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-May-2007
Vaccine Date

23-May-2007
Onset Date

0
Days

01-Aug-2007
Status Date

FR
State

WAES0707AUS00224
Mfr Report Id

Information was obtained on request by the Company from the agency via a Case Line Listing and a Public Case Detail form. The patient was a female who on
23-MAY-2007 was vaccinated with Gardasil (Lot No. 655742/0138U, Batch No. J0799, Expiry date, 07-AUG-2009). On 23-MAY-2007 the patient experienced
nausea, dizziness, blurred vision and loss of hearing post vaccination. The agency considered that nausea, dizziness, deafness and blurred vision were
possibly related to therapy with Gardasil. The original reporting source was not provided. Upon internal review, deafness was considered to be an other
important medical event. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

286271-1

01-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Deafness, Dizziness, Nausea, Vision blurred

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
31-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0138U Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-May-2007
Vaccine Date

08-May-2007
Onset Date

0
Days

01-Aug-2007
Status Date

FR
State

WAES0707AUS00226
Mfr Report Id

Information was obtained on request by the Company from the agency via a Public Case Detail Form and a Case Line Listing concerning a 17 year old female
who on 08-MAY-2007 was vaccinated with Gardasil (Lot # 655742/0138U, Batch # J0798, Expiry Date 07-AUG-2009). Concomitant therapy included amoxicillin
(AMOXIL). On 08-MAY-2007 one minute post vaccination, the patient felt drained, felt hot and cold and experienced headache, nausea and was unresponsive
to stimuli. At the time of reporting to the agency on 11-MAY-2007, the patient's felt drained, feeling hot and cold, headache, nausea and unresponsive to stimuli
persisted. The agency considered that felt drained, feeling hot and cold, headache, nausea and unresponsive to stimuli were possibly related to therapy with
Gardasil. The original reporting source was not provided. Felt drained 1 minute post vaccination, feeling hot and cold, headache, nausea and unresponsive to
stimuli were considered to be disabling by the agency. Additional information is not expected.

Symptom Text:

amoxicillin 04May07 - 10May07Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

286272-1 (S)

01-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Fatigue, Feeling hot and cold, Headache, Nausea, Unresponsive to stimuli

 PERMANENT DISABILITY, SERIOUS

Other Vaccine
31-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0138U Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-May-2007
Vaccine Date

15-Jun-2007
Onset Date

17
Days

01-Aug-2007
Status Date

--
State

WAES0707USA02094
Mfr Report Id

Initial and follow-up information has been received via the Merck pregnancy registry, from a nurse practitioner (NP) and a mother concerning her daughter, a 17
year old female, who on 29-MAY-2007 was vaccinated IM, with the first dose, 0.5ml, of Gardasil (Lot #0211U). On approximately 15-JUN-2007 ("2 1/2 weeks
later"), the patient became pregnant. An ultrasound test (date not reported), confirmed the pregnancy duration as 6 weeks and 4 days, and provided an
estimated date of delivery of 01-MAR-2008. On 19-JUL-2007 the patient went for an ultrasound that reported the baby's heart beat had stopped. On an
unspecified date the patient tested for positive for human papilloma virus. Upon internal review, abortion was considered to be other important medical event.
Conflicting information has been received from the patients mother. In was reported that the patient was vaccinated with the first dose of Gardasil on 18-JUN-
2007 and the patient was two and a half months pregnant at the time of the vaccination. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = Unknown)Prex Illness:

ultrasound 06/15?/07 - 6 weeks 4 days pregnant, diagnostic laboratory - + HPV, ultrasound 07/19/07 - heart beat had stopped

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

286273-1

01-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion, Drug exposure during pregnancy, Foetal heart rate abnormal, Papilloma viral infection

 ER VISIT, NOT SERIOUS

Other Vaccine
31-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0211U 0 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Jul-2007

Vaccine Date
20-Jul-2007
Onset Date

0
Days

01-Aug-2007
Status Date

IL
State

WAES0707USA03652
Mfr Report Id

Information has been received from a registered nurse concerning a 16 year old female with asthma and drug hypersensitivity to erythromycin ethylsuccinate
(+) sulfisoxazole acetyl (PEDIAZOLE) who on 20-JUL-2007 was vaccinated intramuscularly, into the right deltoid with a first dose of Gardasil (lot
#657868/0523U) concomitantly with a dose of Menactra into the left deltoid. Concomitant therapy included cetirizine hydrochloride (ZYRTEC) and albuterol. On
20-JUL-2007, within minutes of the vaccinations, the patient experienced bradycardia and fainting. Her total heartbeat count was 52-57, blood pressure
measurement was 98/53 and her pulse oximetry was 99-100 percent. She was unconscious for 3 to 5 minutes and was clammy and pale. She was "better"
within 10 minutes. The patient was observes for 30-40 minutes. When she stool up she became nauseated, pale and fainted again. She regained
consciousness within 5 minutes. It was reported that she did not eat breakfast and used albuterol before arriving at the appointment. The patient was given
crackers and dextrose (+) electrolytes (unspecified) (PEDIALYTE) to drink. Her glucose was 134 and hemoglobin was 14.0. She was sent to the hospital for an
electrocardiogram showed normal sinus rhythm and a normal echocardiography. Subsequently, the patient recovered.

Symptom Text:

albuterol, ZYRTECOther Meds:
Lab Data:

History:
Asthma; Drug hypersensitivityPrex Illness:

blood pressure 07/20/07 98/53, pulse oximetry 07/20/07 99-perc, echocardiography 07/20?/07 - normal, electrocardiogram 07/20?/07 - normal sinus rhythm,
total heartbeat count 07/20/07 - 52-57, serum glucose 07/20/07 134, hemoglobin 07/20/07

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

286274-1 (S)

01-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Bradycardia, Cold sweat, Loss of consciousness, Nausea, Pallor, Syncope

 ER VISIT, LIFE THREATENING, SERIOUS

Other Vaccine
31-Jul-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
0523U 0

Left arm
Right arm

Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
01-Aug-2007
Status Date

LA
State

WAES0707USA03793
Mfr Report Id

Information has been received from a nurse concerning her 20 year old daughter with a history of sulfonamide allergies rash only, who, on an unspecified date,
was vaccinated in the right arm with a dose of Gardasil. Concomitant therapy included hormonal contraceptives (unspecified). Both parents of the patient
reported that she was vaccinated very high up in the deltoid area, almost right at the joint at the top of the arm, almost posterior. The father who is an
anesthetist nurse is concerned that this may have been an intraarticular injection. Subsequently, three weeks after the vaccination the patient has experienced
increased pain at the injection site, throbbing pain down the arm, and her fingers of the right hand cramp. She is being treated with Motrin over the counter
600mg three times daily. The patient was seen at the doctor's office who states that it may be tissue necrosis, but is unsure. The patient was also seen by the
orthopedic office and an A-P Plane X Ray was performed, nothing conclusive. The patient is scheduled for an MRI. The reporter indicated, the patient
experienced significant disability or incapacity. At the time of the report, the patient had not recovered. Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

X-ray - nothing conclusive
Sulfonamide allergy; Rash

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

286275-1 (S)

01-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Muscle spasms, Pain

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Other Vaccine
31-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Right arm Unknown



10 JUN 2008 06:27Report run on: Page 3639
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Jul-2007

Vaccine Date
14-Jul-2007
Onset Date

1
Days

01-Aug-2007
Status Date

MO
State

WAES0707USA04022
Mfr Report Id

Information has been received from a registered nurse concerning an 18 year old female who on 13-JUL-2007 was vaccinated with a first dose of Gardasil (lot#
unknown) IM at 2:30PM. Concomitant therapy also given on 13-JUL-2007 included Vaqta (duration and dose not reported) and Menactra. Other concomitant
therapy included cetirizine hydrochloride (+) pseudoephedrine hydrochloride (ZYRTEC-D). On 14-JUL-2007 at 11:30 PM the patient experienced a generalized
tonic-clonic seizure at which time she was admitted to the ER. Several tests were performed including a magnetic resonance imaging (MRI) and a computed
axial tomography (CT) test and drug test which were negative. An electroencephalography (EEG) test was also performed which showed minimal
abnormalities. There was no family history of seizures and the patient herself had never had a seizure. The patient also had a headache that rated 7 out of 10 .
The patient was treated with lorazepam (ATIVAN), which they believe aborted another possible seizure. It was also reported that the patient was on vacation
one week before vaccination on a cruise in the Caribbean. At the time of reporting the patient was recovering. Upon internal review generalized clonic-tonic
seizure is considered to be an other important medical event. Additional information has been requested.

Symptom Text:

ZYRTEC-DOther Meds:
Lab Data:

History:
Prex Illness:

magnetic resonance 07/14/07 - negative, computed axial 07/14/2007 - negative, electroencephalography 07/14/07 - minimal abnormalities, blood drug screen
07/14/07 - negative
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

286276-1

01-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Grand mal convulsion, Headache

 ER VISIT, NOT SERIOUS

Related reports:   286276-2

Other Vaccine
31-Jul-2007

Received Date

Prex Vax Illns:

MNQ
HEPA
HPV4

SANOFI PASTEUR
MERCK & CO. INC.
MERCK & CO. INC.

NULL
NULL
NULL 0

Unknown
Unknown
Unknown

Unknown
Unknown

Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Jul-2007

Vaccine Date
14-Jul-2007
Onset Date

1
Days

14-Aug-2007
Status Date

--
State

200702729
Mfr Report Id

This case was reported by another manufacturer on 06 August 2007 under the reference number WAES 0707USA04022. The following narrative is verbatim
from the report: "Information has been received from a registered nurse concerning an 18 year old female who on 13-JUL-2007 was vaccinated with a first dose
of Gardasil (lot # unknown) IM at 2:30PM. Concomitant therapy also given on 13-JUL-2007 included Vaqta (MSD) (duration and dose not reported) and
Menactra. Other concomitant therapy included Zyrtec-D. On 14-JUL-2007 at 11:30 PM the patient experienced a generalized tonic-clonic seizure at which time
she was admitted to the ER. Several tests were performed including a magnetic resonance imaging (MRI) and a computed axial tomography (CT) test and drug
test which were negative. An electroencephalography (EEG) test was also performed which showed minimal abnormalities. There was no family history of
seizures and the patient was treated with Ativan, which they believe aborted another possible seizure. It was also reported that the patient was on vacation one
week before vaccination on a cruise. At the time of reporting the patient was recovering. Upon internal review generalized tonic-clonic seizure is considered to
be an other important medical event. Additional information has been requested."

Symptom Text:

ZYRTEC-DOther Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

286276-2

22-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Computerised tomogram normal, Electroencephalogram abnormal, Grand mal convulsion, Headache, Nuclear magnetic resonance imaging normal

 ER VISIT, NOT SERIOUS

Related reports:   286276-1

Other Vaccine
13-Aug-2007

Received Date

Prex Vax Illns:

MNQ
HEPA
HPV4

SANOFI PASTEUR
MERCK & CO. INC.
MERCK & CO. INC.

NULL
NULL
NULL 0

Unknown
Unknown
Unknown

Unknown
Unknown

Intramuscular



10 JUN 2008 06:27Report run on: Page 3641
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Jul-2007

Vaccine Date
Unknown

Onset Date Days
07-Aug-2007
Status Date

NY
State Mfr Report Id

Fever 102, chills, HA'sSymptom Text:

Oral ContraOther Meds:
Lab Data:
History:
Prex Illness:

N/A

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

286295-1

08-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chills, Headache, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
31-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0954F 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3642
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Jul-2007

Vaccine Date
21-Jul-2007
Onset Date

0
Days

07-Aug-2007
Status Date

CO
State Mfr Report Id

Varivax site - red, swollen - 6"x8" area, tender to touch, hard, blistery, itchy. Resolved about 6 days. Zyrtec given.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

286297-1

08-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site induration, Injection site pain, Injection site pruritus, Injection site swelling, Injection site vesicles

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
31-Jul-2007

Received Date

Prex Vax Illns:

TDAPVARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

0600U
0524U

1
0

Left arm
Right arm

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 3643
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Jul-2007

Vaccine Date
24-Jul-2007
Onset Date

0
Days

07-Aug-2007
Status Date

DE
State Mfr Report Id

Pt called office on 7/25/07 c/o pain between shoulder blades, neck, pain shooting down both legs and arms, tingling in fingers and toes.Symptom Text:

Other Meds:
Lab Data:
History:

N/APrex Illness:

E.R. Dr. felt related to back strain. Pt released.
N/A

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.5

286318-1

08-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Musculoskeletal pain, Neck pain, Pain, Pain in extremity, Paraesthesia

 ER VISIT, NOT SERIOUS

Other Vaccine
31-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0927U 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 3644
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-May-2007
Vaccine Date

30-May-2007
Onset Date

0
Days

07-Aug-2007
Status Date

TN
State Mfr Report Id

Vomiting, diarrhea, low blood pressure. Someone "said this was a seizure" family did not take her to ER.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

286369-1

07-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Diarrhoea, Hypotension, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
31-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0012U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3645
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Jun-2007
Vaccine Date

26-Jun-2007
Onset Date

0
Days

02-Aug-2007
Status Date

MA
State Mfr Report Id

pt with c/o lightheadedness/dizziness approximately one minute after injection of Gardasil #1. Pt laid down and stated symptoms resolved after about 10
minutes. Pt also recieved TDAP that day. TDAP given first, then Gardasil. Symptoms occurred after Gardasil given.

Symptom Text:

orthotricyclen loOther Meds:
Lab Data:
History:

nonePrex Illness:

NKDA, hx cholinergic urticaria, hx fainting with trauma,pain,fear,etc, exercise-induced anaphylaxis, heart murmur

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

286373-1

02-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
30-Jul-2007

Received Date

Prex Vax Illns:

TDAP

HPV4

GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

AC52B013AA

0523U

1

0

Left arm

Right arm

Intramuscular

Intramuscular



10 JUN 2008 06:27Report run on: Page 3646
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Mar-2007
Vaccine Date

19-Mar-2007
Onset Date

10
Days

02-Aug-2007
Status Date

MA
State Mfr Report Id

Patient received Gardasil #1 on 3-09-07. No c/o at time of injection. patient called office on 3-19-07 with c/o feeling shaky, hot flashes,and headache. No other
s/s of illness, s/s resolved that day.

Symptom Text:

Zoloft 75mgOther Meds:
Lab Data:
History:

nonePrex Illness:

Allergy to Ceclor and PCN resulting in hives. Anaphylaxis to potatos at age 5yrs. Hx anxiety and depression.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

286374-1

02-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Hot flush, Tremor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
30-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0188U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3647
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Jun-2007
Vaccine Date

14-Jun-2007
Onset Date

0
Days

02-Aug-2007
Status Date

MA
State Mfr Report Id

Pt received first two Gardasil without incident. Gardasil #3 given 6-14-07. Following administration pt lost consciousness and was assisted to laying position on
exam table by nurse. Pt was non-responsive, clammy, and had weak thready pulse. LOC resolved after 35-45 seconds. Pt had persisting dizziness and
discoloration. Pt was unable to come to standing position after approximately 45 minutes lying. Pt was transported to ER via stretcher (we're located in the
hospital) due to persisting dizziness and circumoral pallor. Was given Zofran IV in ER and released home.

Symptom Text:

Advair Diskus, SingulairOther Meds:
Lab Data:
History:

had headache and intermittent dizziness for two days prior. S/s were resolved with Motrin. c/o slight non-productive cough daysPrex Illness:

asthma, hx near-syncope, allergy to PCN which resulted in hives

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

286377-1

02-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cold sweat, Dizziness, Loss of consciousness, No reaction on previous exposure to drug, Pallor, Pulse pressure decreased, Skin discolouration, Unresponsive
to stimuli

 ER VISIT, NOT SERIOUS

Other Vaccine
30-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0523U 2 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3648
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
29-Jul-2007

Vaccine Date
29-Jul-2007
Onset Date

0
Days

02-Aug-2007
Status Date

NY
State Mfr Report Id

I fainted right after receiving the second dose of the vacine.  Started sweating, couldnt breathe, my arms and legs were temporarily paralyzed. I became
instantly thirsty and was terribly dizzy and nautios.  It was the most terrifyng experience of my life.  It happened this morning and I have been feeling
lightheaded all day, extremely thirsty and weak.  I deeply regret taking the advice of my doctor to get it.  The vacine should be withdrawn and absotelutely not
administered to anyone!

Symptom Text:

Other Meds:
Lab Data:
History:

nonePrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

286379-1

02-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Dizziness, Dyspnoea, Hyperhidrosis, Nausea, No reaction on previous exposure to drug, Paralysis, Syncope, Thirst

 ER VISIT, NOT SERIOUS

Other Vaccine
30-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3649
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Jul-2007

Vaccine Date
27-Jul-2007
Onset Date

0
Days

02-Aug-2007
Status Date

MN
State Mfr Report Id

When the first shot was given to my daughter on 11/22/06, she started feeling short of breath, had a hard time swallowing & had an iron taste in her mouth.
They Doctor was notified & they monitored her for 30 minutes to see if the symptoms would worsen. The symptoms slowly went away & they noted the reaction
in her chart. When she had the 2nd shot on 2/16/07 she had the same symptoms but not as severe, her biggest complaint was the iron taste in her mouth.
Again she was monitored for 20 minutes until the symptoms went away. She had the last of the shots on 7/27/07 & again had the iron taste in her mouth & the
trouble swallowing but no shortness of breath. She was monitored for 20 minutes until the symptoms went away. Also on all 3 occasions about 10 to 15
minutes after the shot was administered she came down with a headache. The last shot's headache was the worst one, the headache lasted her most of the
rest of that day & was more severe.

Symptom Text:

Zoloft ..... Trazadon ..... YazOther Meds:
Lab Data:
History:

nonePrex Illness:

depression

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

286384-1

02-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dysgeusia, Dysphagia, Dyspnoea, Headache, Similar reaction on previous exposure to drug, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
31-Jul-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 3650
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Jul-2007

Vaccine Date
31-Jul-2007
Onset Date

0
Days

02-Aug-2007
Status Date

MO
State Mfr Report Id

syncope likely w/ carpal spasm approx. 10 minutes following administration, 30 seconds duration; r/o seizureSymptom Text:

None knownOther Meds:
Lab Data:
History:

none knownPrex Illness:

none ordered
none known

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

286401-1

02-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
31-Jul-2007

Received Date

none known~ ()~NULL~~In Patient|none known~ ()~NULL~~In Sibling1|none known~ ()~NULL~~In Sibling2Prex Vax Illns:

HPV4 MERCK & CO. INC. 0211U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3651
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Jul-2007

Vaccine Date
25-Jul-2007
Onset Date

1
Days

02-Aug-2007
Status Date

FR
State

WAES0707AUS00222
Mfr Report Id

Information was obtained on request by the Company from the agency via a Public Case Detail form and a Case Line Listing concerning a 23 year old female
who on 24-JUL-2007 was vaccinated with Gardasil. On 25-JUL-2007 the patient experienced erythema - fingers to wrist and swollen red and sensitive hands
from the tips of fingers to wrist, bilaterally. At the time of reporting to the agency on 25-JUL2007 the outcome of erythema - fingers to wrist and swollen red and
sensitive hands from the tips of fingers to wrist, bilaterally were unknown. The agency considered that erythema - fingers to wrist and swollen red and sensitive
hands from the tips of fingers to wrist, bilaterally were possibly related to therapy with Gardasil. The original reporting source was not provided. Erythema -
fingers to wrist and swollen red and sensitive hands from the tips of fingers to wrist, bilaterally were3 considered to be disabling by the agency. Additional
information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

286413-1 (S)

02-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Hypersensitivity, Oedema peripheral

 PERMANENT DISABILITY, SERIOUS

Other Vaccine
01-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3652
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-May-2007
Vaccine Date

17-May-2007
Onset Date

2
Days

02-Aug-2007
Status Date

FR
State

WAES0707AUS00225
Mfr Report Id

Information was obtained on request by the Company from the agency via a Case Line Listing and a Public Case Detail form. The patient was a 15 year old
female who on 15-MAY-2007 was vaccinated with Gardasil. Concomitant therapy included sertraline HCl. On 17-MAY2007 the patient experienced painful
muscle spasm in neck which was diagnosed as "acute wry neck" by a physician. The patient was bedridden for 2 days. On 23-MAY-2007, it was reported to the
agency that the patient still had a sore neck but no where near as severe as before. The agency considered that painful muscle spasm in possibly were related
to therapy with Gardasil. Painful muscle spasm in neck was considered to be disabling by the agency. Additional information is not expected.

Symptom Text:

sertraline HCl Unk - UnkOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

286414-1 (S)

02-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Bedridden, Muscle spasms, Neck pain

 PERMANENT DISABILITY, SERIOUS

Other Vaccine
01-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3653
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-May-2007
Vaccine Date

01-May-2007
Onset Date

0
Days

02-Aug-2007
Status Date

FR
State

WAES0707AUS00229
Mfr Report Id

Information was obtained on request by the Company from the agency via a Public Case Detail form and a Case Line Listing concerning a 14 year old female
who on 01-MAY-2007 was vaccinated with Gardasil (Lot # 655742/0138U, Batch # J0798, Expiry Date 07-AUG2009). On 01-MAY-2007 after vaccination with
Gardasil the patient experienced nausea, hypersensitivity, pruritus and rash. It was described by the agency that the patient felt sick in the stomach and itchy
all over her body. Her face was flushed and she developed a rash over parts of her body and she felt faint when she stood up. The patient was treated with
phenergan and was taken to the hospital for observation. Physicians assessed it as an allergic reaction to the vaccine. At the time of reporting to the agency on
01-JUN-2007 the outcome of nausea, hypersensitivity, pruritus and rash were unknown. The agency considered that nausea, hypersensitivity, pruritus and rash
were related to therapy with Gardasil. The original reporting source was not provided. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

286415-1 (S)

02-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Flushing, Hypersensitivity, Nausea, Pruritus, Pruritus generalised, Rash, Stomach discomfort, Syncope

 HOSPITALIZED, SERIOUS

Other Vaccine
01-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0138U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3654
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-May-2007
Vaccine Date

31-May-2007
Onset Date

1
Days

02-Aug-2007
Status Date

FR
State

WAES0707USA03667
Mfr Report Id

Information has been received from a health professional and the Health Authority concerning a 17 year old female who on 30-MAY-2007 was vaccinated with
a first dose of Gardasil (lot # 655376/0572F; batch # NE47600) IM in the left arm. The next day, patient was feeling unwell with headache and fever sensation.
These symptoms lasted for 3 days. On 04-JUN-2007, the patient developed enlarged lymph nodes and lymph nodes tenderness. No infection was suspected.
At the time of the report, on 13-JUL-2007, the lymph nodes were still enlarged, but no tenderness. On an unspecified date the patient recovered from feeling
unwell. Case is closed. The reporter felt that the events were serious (other important medical events). No further information is expected. Other business
partners included are: E2007-04614.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

286416-1

02-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Lymph node pain, Lymphadenopathy, Malaise, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
01-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0572F 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3655
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Jul-2007

Vaccine Date
11-Jul-2007
Onset Date

0
Days

02-Aug-2007
Status Date

FR
State

WAES0707USA03810
Mfr Report Id

Initial and follow up information has been received from a health professional concerning a 15 year old female patient who on 11-JUL-2007 was vaccinated with
a dose of Gardasil. On the same day (11-JUL-2007) about four hours after vaccination she presented with cervicalgia, headache, marked nausea and dyspnea.
She was taken to the Emergency Room (E.R.) where she underwent neurological and eye evaluation. Routine lab work was performed and resulted within
range. She was not admitted to the hospital The symptoms resolved after 8 hours. In follow-up report on 19-JUL-2007, the case was entered as serious (no
explanation) into the National Pharmaco Vigilance (NPV) Network. On 20-JUL-07 a phone call was received from the Local Health Unit explaining they agreed
with the agency to upgrade the case to serious because of ER visit (considered like an admission). The patient was not admitted to the hospital. The reporting
physician did not consider this case as serious. The case was closed. Additional information is not expected.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

286417-1 (S)

02-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dyspnoea, Headache, Laboratory test, Nausea, Neck pain

 HOSPITALIZED, SERIOUS

Other Vaccine
01-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NF22900 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3656
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
02-Aug-2007
Status Date

FR
State

WAES0705AUS00121
Mfr Report Id

Information has been received from a health professional via an other company as part of a business agreement with follow-up from the physician concerning a
16 year old female with a history of asthma precipitated by exercise who was vaccinated with Gardasil. Concomitant therapy included ERICANYL and
SERETIDE. Subsequently after vaccination with Gardasil, the patient experienced severe asthma attack and rash (also reported as wheeze, shortness of
breath and urticaria in follow-up information). It was described that 5 hours after vaccination the patient became unwell and over 6 - 10 hours after vaccination
developed an itchy, blotchy rash (also reported as urticaria in follow-up information), with shortness of breath and wheeze. The patient was taken to the
accident and emergency department where she was treated with adrenaline and steroids. The patient returned home but had another asthma attack (also
reported in follow-up as recurrence of itch and wheeze) 2 days later. The physician felt that asthma attack and urticaria were related to therapy with Gardasil.
Asthma attack and urticaria were considered to other important medical events by the reporting physician. Information was obtained on request by the
Company from the agency via a Case Line Listing and Public Case Detail form. The patient was vaccinated with Gardasil, intramuscularly, for prophylactic
inoculation and vaccination. The agency considered that asthma, dyspnoea, malaise, urticaria and wheezing were immediately life-threatening and possibly
related to therapy with Gardasil. At the time of reporting to the agency on 03-JUL-2007, the patient had recovered from asthma, dyspnoea, malaise, urticaria
and wheezing. The original reporting source was not provided. Additional information is not expected.

Symptom Text:

fluticasone propionate (+) salmeterol xi Unk - Unk, terbutaline sulfate Unk - UnkOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Asthma exercise induced

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

286418-1 (S)

02-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthma, Dyspnoea, Malaise, Rash, Rash macular, Rash pruritic, Urticaria, Wheezing

 LIFE THREATENING, SERIOUS

Other Vaccine
01-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3657
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
02-Aug-2007
Status Date

NJ
State

WAES0707USA03569
Mfr Report Id

Information has been received from a physician concerning a 17 year old female who was vaccinated with a first dose of Gardasil dose and date not reported.
Subsequently the patient experienced strange behavior and was diagnosed with a "psychotic outbreak" and was hospitalized in the "psychiatric ward". An
unspecified therapy was initiated. The physician reported the patient was at camp prior to the administration of Gardasil and was unsure if the event was due to
something she may have experienced at camp. At the time of the report the patient was recovering. The reporting physician considered the "psychotic
outbreak" to be a disabling event. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

286419-1 (S)

02-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abnormal behaviour, Psychotic disorder

 ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, PERMANENT DISABILITY, SERIOUS

Other Vaccine
01-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Jun-2007
Vaccine Date

06-Jun-2007
Onset Date

0
Days

02-Aug-2007
Status Date

--
State

WAES0707USA04417
Mfr Report Id

Information has been received from a consumer concerning her 12 year old daughter with no drug allergies and no medical history, who on 06-JUN-2007 was
vaccinated with a first dose of Gardasil. Concomitant suspect therapy on 06-JUN-2007 included "a hepatitis shot" (manufacturer unknown). Concomitant
therapy on 06-JUN-2007 included "a tetanus shot" (manufacturer unknown). Subsequently, the patient began to have convulsions. Her body became rigid and
her eyes "rolled backward." The entire episode lasted approximately thirty seconds. No laboratory diagnostics were performed. The patient recovered on an
unspecified date "and is fine." No product quality complaint was involved. Additional information is not available.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

286420-1

29-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Eye rolling, Inappropriate schedule of drug administration, Muscle rigidity

 ER VISIT, NOT SERIOUS

Other Vaccine
01-Aug-2007

Received Date

Prex Vax Illns:

UNK
HPV4
DTAP

UNKNOWN MANUFACTURER
MERCK & CO. INC.
UNKNOWN MANUFACTURER

NULL
NULL
NULL

0
Unknown
Unknown
Unknown

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 3659
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Jul-2007

Vaccine Date
31-Jul-2007
Onset Date

0
Days

03-Aug-2007
Status Date

WA
State Mfr Report Id

Pt called back to clinic reporting Nausea, Dizziness, and "my head doesn't feel right" within 60 minutes of vaccination.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

286438-1

03-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
01-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0089U 0 Gluteous maxima Intramuscular



10 JUN 2008 06:27Report run on: Page 3660
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Jul-2007

Vaccine Date
01-Aug-2007
Onset Date

1
Days

03-Aug-2007
Status Date

VT
State Mfr Report Id

Patient awoke day after receiving HPV with eyes swollen shut, red itchy periorbital rash.  Seen early afternoon approximately 24 hrs after injection.  Eyes open,
rash represent with residual swelling.  Rx:  Applications of cold, benedryl or claritin, motrin for inflammation. Photo taken of pt.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

286442-1

03-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Eye swelling, Rash pruritic

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
01-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1447F 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3661
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Jul-2007

Vaccine Date
23-Jul-2007
Onset Date

0
Days

08-Aug-2007
Status Date

GA
State Mfr Report Id

Pt felt dizzy and light headed about 5 minutes after vaccine - BP/HR WNL - no LOC - No syncope. Pt rested about 10 minutes and then left with mother in
stable condition.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

286452-1

08-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
01-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0522U 0 Right arm Unknown



10 JUN 2008 06:27Report run on: Page 3662
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Jul-2007

Vaccine Date
31-Jul-2007
Onset Date

0
Days

08-Aug-2007
Status Date

NM
State Mfr Report Id

Light-headed and dizzy about 30 minutes after immunizations. No treatment needed. Patient felt better the next day.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
Scoliosis

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

286456-1

08-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
01-Aug-2007

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
MERCK & CO. INC.

0244U
0495U

0
1

Left arm
Left arm

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 3663
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Jul-2007

Vaccine Date
30-Jul-2007
Onset Date

0
Days

08-Aug-2007
Status Date

NY
State Mfr Report Id

Lightheaded nausea dizzy, tingling face down arms and legs. Approx time till pt could safely sit up 25 minutes. HR 60-80, - SOB, pt scared, + diff breathingSymptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
NKDA

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

286459-1

08-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Dyspnoea, Fear, Nausea, Paraesthesia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
01-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 05304 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3664
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
08-Aug-2007
Status Date

NY
State Mfr Report Id

Hives after expose to cold plasting  24 hours after vaccine given.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None, ? environmental

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

286460-1

08-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
01-Aug-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

0610U
0525U

1
0

Right arm
Left arm

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 3665
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Jul-2007

Vaccine Date
31-Jul-2007
Onset Date

0
Days

08-Aug-2007
Status Date

CA
State Mfr Report Id

Pt had fever and went to ER night after received 3rd Gardasil injection - fever = 103 F. Given in ER - Acetominophen 1gm, Ibuprofen 600mg.Symptom Text:

OCP's - LoestrinOther Meds:
Lab Data:
History:

NonePrex Illness:

CBC / U/A
NKDA - No medical conditions

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

286464-1

08-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
01-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0802U 2 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3666
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Jul-2007

Vaccine Date
23-Jul-2007
Onset Date

0
Days

03-Aug-2007
Status Date

PA
State Mfr Report Id

Patient reports that her right arm became sore immediately after HPV injection.  It remains sore from shoulder to elbow 10 days later.  It hurts to lift arm.
Patient reports it was swollen also.

Symptom Text:

Alesse birth control pillsOther Meds:
Lab Data:
History:

nonePrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

286474-1

03-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Injected limb mobility decreased, Oedema peripheral, Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
01-Aug-2007

Received Date

Prex Vax Illns:

TDAP

HPV4

GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

AC52B018CA

0496U

0

2

Left arm

Right arm

Intramuscular

Intramuscular



10 JUN 2008 06:27Report run on: Page 3667
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Jul-2007

Vaccine Date
31-Jul-2007
Onset Date

0
Days

08-Aug-2007
Status Date

NJ
State Mfr Report Id

Shortly after Gardasil (HPV) vaccine was given in the right shoulder, she developed heaviness in that arm. At work she could only work with her left arm. About
an hour later she started to develop large "bumps" al over her right arm which became itchy and painful. She later bought Benadryl but said she still could
hardly sleep. She was seen in the office the next day. She had large erythematous nodules all over her right arm and forearm only. Not anywhere else. They
were pruritic. She was given an Epinephrine injection subcutaneously immediately and prescribed hydroxyzine orally and triamcinolone 0.1% cream topically.
She was instructed to go to the Emergency room if she developed signs of respiratory difficulty or if any of the symptoms worsened.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NoPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

286478-1

08-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Insomnia, Nodule, Pain, Pruritus, Rash, Sensation of heaviness

 ER VISIT, NOT SERIOUS

Other Vaccine
01-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1425F 1 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3668
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
03-Aug-2007
Status Date

MA
State

WAES0707USA04510
Mfr Report Id

Information has been received from a pathologist concerning a female (age unknown), who, on an unspecified date, was vaccinated with a dose of Gardasil.
The patient had received the vaccination and developed a tender nodule at the injection site. Subsequently, the patient died. The nodule was excised and the
pathologist was researching possible granulomatosis with Gardasil. No product quality complaint was involved. Additional information has been requested.
08/03/07 Email to FDA/CDC: Spoke w/the reporter on this case who is quite upset that it has been mistakenly reported as a Death.  The reporter is a
pathologist who had received a biopsy of the nodule.  She stated she called Merck just to ask a question as to whether granulomas at the injection site had
occurred during clinical trials.  She emphatically stated that this patient did not die & she will not provide name/dob or any additional information.  Since Merck
reported this case & discusses death in box 7 & in box 8, how would you like to handle this report?  Would someone at CDC/FDA want to contact Merck & ask
for clarification on this report? 8/3/07 FDA will contact Merck to discuss case. 8/3/07 Email from Merck to FDA: We spoke to the pathologist who now states
that the patient is  alive and well.  This followup will be sent via normal procedures on Monday but I wanted to send you this draft copy today. 8/6/07 Email from
FDA to VAERS: Merck has confirmed that the pt is alive. 8/6/07 Status of report changed from death to serious.  Case closed as incomplete as no further
information provided.  Case will be reopened should additional information become available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

286481-1

16-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Granuloma, Injection site nodule, Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
02-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3669
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Jul-2007

Vaccine Date
20-Jul-2007
Onset Date

1
Days

03-Aug-2007
Status Date

MO
State

WAES0707USA04128
Mfr Report Id

Information has been received from a medical assistant concerning a 20 year old female with hypothyroidism who on 19-JUL-2007 was vaccinated with a 0.5
ml intramuscularly with a first dose of Gardasil (Lot # 658222/0927U). Concomitant therapy included SYNTHROID. On 20-JUL-2007 the patient developed
swelling to her face and lips, shortness of breath, and difficulty breathing. The patient was treated in the emergency room with BENADRYL and Prednisone.
Subsequently, the patient recovered. The reporting medical assistant considered swelling of the face and lips, shortness of breath, and difficulty breathing to be
another important medical events. Additional information has been requested.

Symptom Text:

SynthroidOther Meds:
Lab Data:
History:

HypothyroidismPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

286482-1

03-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dyspnoea, Lip swelling, Swelling face

 ER VISIT, NOT SERIOUS

Other Vaccine
02-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0927U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3670
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-May-2007
Vaccine Date

27-May-2007
Onset Date

5
Days

03-Aug-2007
Status Date

FR
State

WAES0707AUS00235
Mfr Report Id

Information was obtained on request by the Company from the agency via a Case Line Listing and Public Case Detail Form concerning a 16 year old female
who on 22-May-2007 was vaccinated with Gardasil. Concomitant therapy included LOETTE. On 27-MAY-2007 (also reported as 22-MAY-2007), 5 days after
vaccination with Gardasil, the patient developed numbness and burning on the injection site, left arm. The patient was then unable to move the left arm and leg
and developed numbness and was hospitalized. The patient underwent nerve conduction study as well as a brain MRI, both of which revealed a normal result.
The patient was treated with carbamazepine and amitriptyline for neuropathic pain. The patient was also given methylprednisolone and underwent
physiotherapy. At the time of reporting to the agency on 22-JUN-2007, the patient had recovered from the paralysis of the left leg but the patient's hyporeflexia,
injection site reaction and paralysis of left arm persisted. The agency considered that hyporeflexia, injection site reaction and paralysis were certainly related to
therapy with Gardasil. The original reporting source was not provided. Additional information is not expected.

Symptom Text:

ethinyl estradiol (+) levonorgestrelOther Meds:
Lab Data:
History:
Prex Illness:

Nerve conduction study 05Jun07 Comment: normal; Magnetic resonance imaging 05Jun07 Comment: normal
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

286485-1 (S)

03-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Hyporeflexia, Injected limb mobility decreased, Injection site anaesthesia, Injection site irritation, Injection site reaction, Neuralgia, Paralysis

 HOSPITALIZED, SERIOUS

Other Vaccine
02-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3671
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-May-2007
Vaccine Date

25-May-2007
Onset Date

1
Days

03-Aug-2007
Status Date

NJ
State

WAES0707USA03736
Mfr Report Id

Information has been received from a 25 year old female with a penicillin allergy with a history of appendicitis (age five) and shingles (2005) who on 24-MAY-
2007 was vaccinated with a first dose of Gardasil. Concomitant therapy included LO/OVRAL. On 25-MAY2007 the patient experienced shortness of breath and
was hospitalized. The patient spent four days in the intensive care unit out of the nine days she was hospitalized. On 29-MAY-2007 the patient was diagnosed
with a pulmonary embolism and was placed on COUMADIN. It was reported that the patient also developed heart failure "because of the pulmonary embolism".
Laboratory data revealed all proteins low. The genetic tests yielded positive results for 2 genetic traits (specific names of the traits are unknown). At the time of
report the patient was recovering. No further information is available. 8/15/07-records received DC Summary for DOS 7/23-7/24/07- DC DX: Chest pain not
otherwise specified. Palpitations. Hypercoagulable state. Recent pulmonary embolus.VQ Scan low probability for pulmonary embolus. Pain was similar to
previous event. Massive pulmonary embolus requiring use of TPA about two months prior. Now on chronic coumadin therapy. DC Summary for DOS 5/29-
6/9/07-DC DX Pulmonary embolism with shock, hypotension, syncope and history of oral contraceptive use.

Symptom Text:

Lo/OvralOther Meds:
Lab Data:

History:
Penicillin allergyPrex Illness:

Deoxyribonucleic acid 05/25/07 - tested positive for 2 genetic traits. Specific name unknown; Total serum protein 05/25/2007 - low 8/15/07-records received-
EKG sinus tachycardia, bilatrial abnormality and an S1, Q3, T3 pattern, non specif
Appendicitis; Shingles

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

286486-1 (S)

15-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cardiac failure, Chest pain, Dyspnoea, Hypotension, Intensive care, Palpitations, Pulmonary embolism, Shock

 ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, SERIOUS

Other Vaccine
02-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3672
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
03-Aug-2007
Status Date

--
State

WAES0707USA02980
Mfr Report Id

Information has been received from a physician "who heard from a colleague" that a female (age unknown), who was vaccinated with a dose of Gardasil.
Subsequently, a few days after receiving the vaccination the patient experienced a tingling in her leg and she had Guillian Barre Syndrome. The patient may
have had other vaccines that day (unsure of which vaccines). At the time of the report, the patient's outcome was unknown. No product quality complaint was
involved. Upon internal review Guillian Barre Syndrome was considered an important medical event. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

286487-1

03-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Guillain-Barre syndrome, Paraesthesia

 ER VISIT, NOT SERIOUS

Other Vaccine
02-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3673
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Jul-2007

Vaccine Date
20-Jul-2007
Onset Date

0
Days

03-Aug-2007
Status Date

NJ
State

WAES0707USA03973
Mfr Report Id

Information has been received from a physician concerning a 14 year old female with no pertinent past medical history who on 20-JUL-2007 was vaccinated
with 0.5 ml intramuscularly with a first dose of Gardasil (Lot # 658100/0525U). Concomitant therapy included ADACEL. On 20-JUL-2007 within minutes of
receiving the injection the patient fainted onto the floor and was unconscious for a few seconds. The patient was sent to the emergency room. The patient
developed a severe headache and amnesia and was hospitalized in the intensive care unit. The patient became combative and delirious and was given two
unspecified sedatives and IV ZOFRAN. She was discharged from the hospital within a day or two. On 23-JUL-2007 the patient was seen in the physician's
office and was fully recovered. She was referred to a neurologist. The physician considered the patient's fainting, unconsciousness, severe headache,
amnesia, combativeness, and delirium to be life threatening and other important medical events. Additional information has been requested.10/03/07-records
received-for DOS 7/20/07-Loss of consciousness, now asking repetitive questions, nauseous and seems disoriented. C/O right sided headache. PE oriented to
person and time but not place. While in ER became combative uncooperative. DX AMS.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

UnknownCSF culture negative.RBC 18. CT head normal study 10/3/07-records received-
None 10/3/07-record received- HX of syncope 6-7 months ago.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

286488-1 (S)

03-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Aggression, Amnesia, Delirium, Disorientation, Headache, Intensive care, Loss of consciousness, Mental status changes, Syncope

 ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, LIFE THREATENING, SERIOUS

Related reports:   286488-2

Other Vaccine
02-Aug-2007

Received Date

Prex Vax Illns:

TDAP
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
0525U 0

Unknown
Unknown

Unknown
Intramuscular



10 JUN 2008 06:27Report run on: Page 3674
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Jul-2007

Vaccine Date
20-Jul-2007
Onset Date

0
Days

28-Aug-2007
Status Date

NJ
State Mfr Report Id

Pt felt dizzy immed after vaccine. Then fainted a few minutes later. Recovered w/in 5 sec. layed down flat, complained of severe headache then reported
memory loss. Sent to ED. Noted to become extremely combative & delirious 10/03/07-records received-for DOS 7/20/07-Loss of consciousness, now asking
repetitive questions, nauseous and seems disoriented. C/O right sided headache.  PE oriented to person and time but not place. While in ER became
combative uncooperative. DX AMS.

Symptom Text:

NoOther Meds:
Lab Data:
History:

NoPrex Illness:

Electrolytes - NL, - Cat scan of head, drug screen -, metabolic screen - 10/3/07-records received-CSF culture negative.RBC 18. CT head normal study
NKA; healthy child 10/03/07-records received-HX of syncope 6-7 months ago.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

286488-2 (S)

03-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Aggression, Amnesia, Delirium, Disorientation, Dizziness, Headache, Mental status changes, Nausea, Syncope

 HOSPITALIZED, SERIOUS

Related reports:   286488-1

Other Vaccine
23-Aug-2007

Received Date

Prex Vax Illns:

TDAP
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

C2769AA
0525U

0
0

Unknown
Unknown

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 3675
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Jul-2007

Vaccine Date
27-Jul-2007
Onset Date

0
Days

08-Aug-2007
Status Date

MI
State Mfr Report Id

Evening of shot wasn't feeling well. Early AM woke with 102 fever and rapid heart rate 160's. Taken to ER, fluids given, took a few hours to get heart rate down.Symptom Text:

MircetteOther Meds:
Lab Data:
History:

NonePrex Illness:

PCN, Polytrim, Zithromax, Cucumbers

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

286501-1

08-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Heart rate increased, Malaise, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
02-Aug-2007

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

0469U
AHAVB179AA

2
1

Left arm
Right arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 3676
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Jul-2007

Vaccine Date
17-Jul-2007
Onset Date

0
Days

08-Aug-2007
Status Date

AZ
State Mfr Report Id

Pt. received Varivax #2 (RSQ), HPV #1 (RD) & Tdap #1 (LD) 7/17/07. Developed nausea and dizziness within 24 hours, lasting >48 hr after imm. Also
developed erythema and induration at Varivax site 48 hours after injection (3 1/2 x 4 cm diam.)

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

286504-1

08-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Injection site erythema, Injection site induration, Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
02-Aug-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
TDAP

MERCK & CO. INC.
MERCK & CO. INC.
SANOFI PASTEUR

07314
080264
C2769AA

1
0
0

Unknown
Right arm
Left arm

Subcutaneously
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 3677
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Jul-2007

Vaccine Date
26-Jul-2007
Onset Date

1
Days

08-Aug-2007
Status Date

TX
State Mfr Report Id

Rash no redness around the area of vaccine about 2 cm diameter. As per pt felt itchy and warm.Symptom Text:

NoneOther Meds:
Lab Data:
History:

Foot Pain/Refractive ErrorPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

286507-1

08-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus, Rash, Skin warm

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
02-Aug-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
MNQ

MERCK & CO. INC.
MERCK & CO. INC.
SANOFI PASTEUR

0781U
0263U
U220819AA

1
0
0

Right arm
Left arm
Left arm

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 3678
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Jul-2007

Vaccine Date
26-Jul-2007
Onset Date

0
Days

08-Aug-2007
Status Date

CA
State Mfr Report Id

2-3 hrs after given vaccine, pt began itching-chest, abdomen, buttocks, thighs, feet. No dyspnea or swelling at time of examination (4 hrs after vaccinated). No
hives developed no cyanosis. bump clear. Started Benadryl 50 mg po

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

286528-1

08-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
02-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0212U 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3679
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Aug-2007
Vaccine Date

01-Aug-2007
Onset Date

0
Days

08-Aug-2007
Status Date

MD
State Mfr Report Id

Erythema feet and hands with itching. Local swelling at injection site left arm sub QSymptom Text:

Duac, Concentra 54 mg, Focalin 2.5 mg PRNOther Meds:
Lab Data:
History:

HealthyPrex Illness:

N/A
Sulfa

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

286532-1

09-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Injection site swelling, Pruritus

 ER VISIT, NOT SERIOUS

Other Vaccine
02-Aug-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
HEPA

MERCK & CO. INC.
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

0778U
0525U
AHAVB163AB

1
0
0

Left arm
Left arm

Right arm

Subcutaneously
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 3680
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Jul-2007

Vaccine Date
01-Aug-2007
Onset Date

1
Days

08-Aug-2007
Status Date

AR
State Mfr Report Id

Broke out in welts/hives - spread over body.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

286534-1

08-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
02-Aug-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2226AA
0524U

0
1

Right arm
Left arm

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 3681
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Jul-2007

Vaccine Date
19-Jul-2007
Onset Date

0
Days

08-Aug-2007
Status Date

PA
State Mfr Report Id

Pt passed out - a few secondsSymptom Text:

Other Meds:
Lab Data:
History:

N/APrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

286541-1

08-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
02-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0525U 1 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 3682
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Jul-2007

Vaccine Date
28-Jul-2007
Onset Date

23
Days

08-Aug-2007
Status Date

CA
State Mfr Report Id

Pt had 4 vaccines administered 7/05/07 on 7/28/07 developed pruritic, morbilliform rash over entire bodySymptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

286542-1

08-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash morbilliform, Rash pruritic

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
02-Aug-2007

Received Date

Prex Vax Illns:

VARCEL
MNQ
HEPA

HPV4

MERCK & CO. INC.
SANOFI PASTEUR
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

0739U
U2223AA
AHAVB129AA

0171U

1
0
0

0

Unknown
Unknown
Unknown

Unknown

Subcutaneously
Intramuscular
Intramuscular

Intramuscular



10 JUN 2008 06:27Report run on: Page 3683
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Aug-2007
Vaccine Date

02-Aug-2007
Onset Date

0
Days

08-Aug-2007
Status Date

TX
State Mfr Report Id

Fainted for about 10 sec., looking yellowish. Gave her alcohol to breathe. Water and juice were provided. *Pt had not eaten anything before vaccinated.Symptom Text:

NoneOther Meds:
Lab Data:
History:

UnknownPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

286543-1

09-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope, Yellow skin

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
02-Aug-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2228AA
0263U

0
0

Left arm
Right arm

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 3684
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Sep-2006
Vaccine Date

15-Sep-2006
Onset Date

1
Days

07-Aug-2007
Status Date

DE
State Mfr Report Id

Lymphnode in Left side of neck swelled up.  Sought care at Health Services, but none could be provided.  Painful for a time.  Went away after about three
months.  Came back with third dose of HPV vaccine.  Has not yet gone back to normal completely.  It has been three months. 8/15/07-records received from
clinic. Diagnoses for DOS 10/10/06-2/8/07- include pelvic pain with C/O menstrual type cramps. Abdominal pain with C/O abdominal cramping. Enlarged lymph
node left neck. Painful. HX of mono. Neck hurts less but has some nasal congestion. Bilateral rib pain. Lymphadenopathy. Lump in neck first appeared around
10/28/06-Lymphadenitis. Cold few days prior to first vaccine

Symptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

blood tests for various imbalances
allergic to ceclor, some adhesives, some sun-tan lotions...no medical conditions

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

286561-1 (S)

30-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Lymphadenopathy, Pain

 PERMANENT DISABILITY, SERIOUS

Other Vaccine
02-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. UNKNOWN 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3685
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Jul-2007

Vaccine Date
13-Jul-2007
Onset Date

8
Days

07-Aug-2007
Status Date

TX
State Mfr Report Id

Came to office 1 week after immunizations were given with New onset Type 1 DM with sugar of 977. 8/30/07-records received-for DOS 7/13-7/15/07- DC DX:
Diabetic ketoacidosis resolved. Type I diabetes new onset. Dehydration resolved. Hyperkalemia, resolved. Two week history of polyuria, polydipsia, nocturia,
dry mouth and blurry vision, 12 pound weight loss for the last month or so. in ED blood sugar over 1000. C/O not feeling well, weak, decreased appetite,
nausea and vomiting.

Symptom Text:

Other Meds:
Lab Data:

History:
Prex Illness:

glucose - 977 records received 8/30/07-WBC 10.5. Segs 85. Postassium 5.6. carbon dioxide 18.9. Anion Gap of 33, Phosporus 6.6. osmolality of 322. Blood
sugar greater than 900.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

286564-1 (S)

05-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Diabetes mellitus insulin-dependent, Dry mouth, Nausea, Nocturia, Polydipsia, Polyuria, Vision blurred, Vomiting, Weight decreased

 ER VISIT, HOSPITALIZED, LIFE THREATENING, PERMANENT DISABILITY, SERIOUS

Other Vaccine
02-Aug-2007

Received Date

Prex Vax Illns:

VARCEL
HEPA
HPV4

MERCK & CO. INC.
MERCK & CO. INC.
MERCK & CO. INC.

0535U
0246U
0802U

1
1
0

Right arm
Right arm
Left arm

Subcutaneously
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 3686
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Jul-2007

Vaccine Date
31-Jul-2007
Onset Date

0
Days

10-Aug-2007
Status Date

CO
State Mfr Report Id

Patient received the 2nd Gardasil vaccination at 11:20 a.m. on July 31, 2007. She did not seem anxious, namely because the first shot went fine. But,
approximately four minutes later, she fainted from a standing position, totally went limp, eyes fell back into her head. The nurse gave her ammonia under her
nose and patient came to. We got her to a sitting position and two minutes later, she passed out again for about 10 seconds. The second time she came to,
she was laid out on the floor, very scared and complaining of tingling in her right arm (she received the shot in her left), and had two very stiff hands, claw-like
esp. the right and her jaw was tight, hard for her to talk. Her legs were also tingling and her feet pointed inward, but it was her arms and hands that were worse.
She was breathing heavily and still very scared, crying. We couldn't seem to regulate her breathing, even with a paper sac and decided to call the EMTs,
namely due to the stiff hands that were bent toward her wrists and her very low blood pressure. The EMTs came and talked her through this, calming her down
and regulating her breathing well enough. Her hands were still stiff. The EMTs called it a syncable episode with a vasovagal response. As a mother, I
transported her to the hospital emergency to have a doctor look at her before I took her home 30 mins away. On the way to the hospital, I was holding her hand
which was not as tight, but the muscles were consistently jerking in her fingers. At the hospital, she seemed better and was released to go home and rest. At
home, she developed a low grade fever, under 100. She was quiet and subdued the rest of the day with a slight headache. The next day, she was fine but I
could still feel minor tremors in her hands when I held them. I am seriously debating whether or not she should have the third gardasil shot.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

Syncable episode, vasovagal response.
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

286565-1

13-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Crying, Dyskinesia, Dyspnoea, Gaze palsy, Headache, Hypotonia, Joint stiffness, Loss of consciousness, Musculoskeletal stiffness, Paraesthesia, Pyrexia,
Syncope, Syncope vasovagal, Tremor

 ER VISIT, NOT SERIOUS

Other Vaccine
02-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1426F 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3687
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Jul-2007

Vaccine Date
02-Jul-2007
Onset Date

0
Days

08-Aug-2007
Status Date

FL
State Mfr Report Id

Several minutes after receiving vaccine patient went from standing at checkout desk to falling and hitting head on the floor as a several second seizure insued
(head jerking, arm twitching and unresponsiveness).  Pt was postictal for several seconds until returning to normal state.  Because of possible head injury, pt.
was transferred via ambulance to Emergency Dept.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Labs and Head CT

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

286571-1

08-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Dyskinesia, Fall, Head injury, Muscle twitching, Postictal state, Unresponsive to stimuli

 ER VISIT, NOT SERIOUS

Other Vaccine
02-Aug-2007

Received Date

Prex Vax Illns:

MNQ
HEPA
HPV4

SANOFI PASTEUR
MERCK & CO. INC.
MERCK & CO. INC.

U2351AA
0360U
0522U

0
0
0

Left arm
Right arm
Right arm

Intramuscular
Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Jul-2007

Vaccine Date
01-Aug-2007
Onset Date

1
Days

08-Aug-2007
Status Date

GA
State Mfr Report Id

pt received vaccines on 7/31/2007 at 2pm.  By next am 1/2 dollar sized reddened area was visible.  By today 8/2/07, tennis-ball sized reddened area is visible.
Area is firm and hot to touch.  Pt feels fine; no fever or other sx.

Symptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

286580-1

08-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Induration, Skin warm

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
02-Aug-2007

Received Date

Prex Vax Illns:

VARCEL
TDAP
HPV4
MNQ

MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.
SANOFI PASTEUR

0517U
C2609AA
0522U
U2137AA

1
0
0
0

Right arm
Left arm

Right arm
Left arm

Subcutaneously
Intramuscular
Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Aug-2007
Vaccine Date

02-Aug-2007
Onset Date

1
Days

08-Aug-2007
Status Date

WA
State Mfr Report Id

Awoke morning after vaccinations (one in each deltoid) with symmetrically swollen, red hands.  Difficult to move fingers because of swelling, but no joint pain.
No skin changes other than diffuse redness.  No itchiness.  A few body aches, but no other systemic symptoms.  No respiratory distress.  Improved over course
of day.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

286582-1

08-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Hypokinesia, Oedema peripheral, Pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
02-Aug-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2331AA
0389U

0
0

Left arm
Right arm

Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Jul-2007

Vaccine Date
31-Jul-2007
Onset Date

0
Days

08-Aug-2007
Status Date

MA
State Mfr Report Id

Pt presented for HPV #3 on 07-31-07. Approximately 15 seconds after injection pt stated she "did not feel good", complained of dizziness. Pt was assisted to
lying position and symptoms resolved after about two minutes. She had not had any problems with first two shots of series.

Symptom Text:

Adderol XR 20mgOther Meds:
Lab Data:
History:

none, T98.6Prex Illness:

ADHD, Tourette's, PDD/Asperger's, anxiety

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

286584-1

08-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Malaise

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
02-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0522U 2 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3691
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Jun-2007
Vaccine Date

26-Jun-2007
Onset Date

11
Days

07-Aug-2007
Status Date

MA
State Mfr Report Id

Onset of what was later diagnosed as Multiple Sclerosis or another demylinating disorder. Began with numbness and muscle weakness on lower left side of
body, including left buttock, leg, and foot. Onset was 06/26/2007. Rectum, tailbone area, and toes of right foot also went numb within 10 days after initial
symptoms. Patient presented in mid-July with *no rectal tone* and was unable to defecate normally for nearly 2 weeks. Following an MRI of the brain (on
07/20/2007), which showed several lesions, was formally diagnosed with Multiple Sclerosis "or another demylinating disorder." 10/22/07-records received for
DOS 7/16-7/22/07-DX:Multiple Sclerosis.On 6/27/07-suddenly awoke with insidious onset of left lower extremity numbness, symptoms distributed from hip to
foot, felt lower extremity was heavy. Seen in ER no motor dysfunction seen in ER on 6/29/07-with weakness, referred to PCP-seen by PCP 7/3/07-decreased
sensation on left buttock area, descreased sensation left side of genitals and rectum. 7/8/07-some dysfunction with defecation, unable to complete defaction.
Sitting causes pain. MRI of spine no focal disk herniation or central canal stenosis. Neurology consults 7/19/07-left lower limb numbness for 1 month.
Impression: first presentation of demyelination, syndrome is most keeping with Multiple Sclerosis.

Symptom Text:

Clonazepam (1mg 2x daily)Other Meds:
Lab Data:

History:
NonePrex Illness:

MRI of brain and spine, lumbar puncture, standard neurological tests. records received 10/22/07-CSF-protein 32, glucose 57, total nucleated cells 2, ANA
negative.
Allergy to Bactrim 10/22/07-records received-PMH significant for posttraumatic stress disorder and back pain, anxity/panic disorder.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
27.0

286586-1 (S)

24-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Demyelination, Gastrointestinal motility disorder, Hypoaesthesia, Multiple sclerosis, Muscular weakness, Nervous system disorder, Nuclear magnetic
resonance imaging brain abnormal

 ER VISIT, HOSPITALIZED, PERMANENT DISABILITY, SERIOUS

Other Vaccine
02-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. UPON
REQUEST

2 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3692
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
06-Aug-2007
Status Date

MI
State

WAES0707USA03886
Mfr Report Id

Information has been received from the Merck Pregnancy Registry via a medical assistant concerning a 17 Year old female with no pertinent past medical
history who on 18-JAN-2007 was vaccinated intramuscularly with a first dose of Gardasil (Lot #655619/1427F). On an unspecified date the patient was
vaccinated intramuscularly with the second dose of Gardasil (657005/0188U). There were no concomitant therapies. It was reported by the medical assistant
that the patient did not let the staff know she was pregnant and the first and second doses of Gardasil were administered respectively. The patient's last
menstrual period was 26-SEP-2006. Estimated the patient's pregnancy to be at least 37 weeks gestation. Subsequently the patient's pregnancy ended in a fetal
demise. Unspecified medical attention was sought. At the time of the report the patient's outcome was unknown. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 9/26/2006)Prex Illness:

ultrasound 07/13/07 - 37 weeks gestation; cervical smear - unknown; beta-human chorionic - positive

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

286707-1

29-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Intra-uterine death

 ER VISIT, NOT SERIOUS

Other Vaccine
03-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0188U 1 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Jun-2007
Vaccine Date

07-Jun-2007
Onset Date

0
Days

06-Aug-2007
Status Date

CT
State

WAES0707USA01570
Mfr Report Id

Initial and follow-up information has been received for the Merck Pregnancy Registry from a nurse and a certified nurse midwife concerning a 26 year old
female who on 12-DEC-2006 was vaccinated with a first dose of Gardasil (Lot # 654389/0961F). On 07-FEB-2007, the patient vaccinated with a second dose of
Gardasil (Lot #653736/0014U). Subsequently the patient became pregnant. The estimated date of conception was 02-JUN-2007. On 07-JUN-2007 the patient
was vaccinated IM with a third dose of Gardasil (Lot #657737/0522U). Concomitant therapy included Percocet. Unspecified medical attention was sought. All
"prenatal labs" were normal. The date of the patient's last menstrual period was 18-MAY-2007. The estimated date of delivery was 22-FEB-2008. On 23-JUL-
2007 the patient underwent an ultrasound for viability which revealed missed abortion. On 24-JUL-2007, the patient underwent a uterine dilation and curettage.
Other medications used during this pregnancy included prenatal vitamins. Upon internal review, the missed abortion was considered to be an other important
medical event. Additional information has been requested.

Symptom Text:

PERCOCETOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 5/18/2007)Prex Illness:

diagnostic laboratory  - "prenatal labs": all normal , ultrasound - "MAB"

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

286708-1

06-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion missed, Drug exposure during pregnancy, Uterine dilation and curettage

 ER VISIT, NOT SERIOUS

Other Vaccine
03-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0522U 2 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Jan-2007
Vaccine Date

16-Jul-2007
Onset Date

188
Days

06-Aug-2007
Status Date

NJ
State

WAES0707USA03832
Mfr Report Id

Information has been received from a certified medical assistant concerning a female patient with a penicillin allergy who on 09-JAN-2007, was vaccinated with
a dose of Gardasil. On 16-JUL-2007, the patient experienced tachycardia and was hospitalized. On 20-JUL-2007, it was reported that the patient was released
from the hospital. On an unspecified date, the patient recovered. No product quality complaint was involved. The reporter considered tachycardia to be life
threatening and an other important medical event. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Penicillin allergyPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

286709-1 (S)

06-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Tachycardia

 ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, LIFE THREATENING, SERIOUS

Other Vaccine
03-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Jul-2007

Vaccine Date
11-Jul-2007
Onset Date

0
Days

06-Aug-2007
Status Date

TX
State

WAES0707USA04064
Mfr Report Id

Information has been received from a certified medical assistant concerning a 16 year old female patient with no history of seizures or fainting in the past and
an allergy to cefixme (SUPRAX) who on 01-MAY-2007, was vaccinated with a first dose of Gardasil (Lot# 658094/0524U). On 11-JUL-2007, the patient was
very afraid to receive the second dose. There was no concomitant medication. It was reported that 30 seconds after the vaccine was given the patient fainted.
The patient was standing and fell to the floor and did not hit her head. She fell to her knees and her upper body went backwards, head did not hit the floor. The
nurse guided the patient to the floor. The patient's entire body shook like she was having a seizure for 5 to 10 seconds. Unspecified medical attention was
sought. It was reported that the patient became conscious and rested. On 11-JUL-2007, the patient recovered. No product quality complaint was involved.
Upon internal review, entire body shaking  like she was having a seizure was considered to be an other important medical event.  Additional information has
been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Allergic reaction to antibiotics; FearPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

286710-1

06-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Fall, Immediate post-injection reaction, Syncope, Tremor

 ER VISIT, NOT SERIOUS

Other Vaccine
03-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3696
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-May-2007
Vaccine Date

01-May-2007
Onset Date

0
Days

06-Aug-2007
Status Date

SC
State

WAES0707usa04531
Mfr Report Id

Information has been received from a Registered Nurse, through the Merck pregnancy registry, concerning a 24 year old female patient who in March 2007,
was vaccinated with a first dose of Gardasil and in May 2007 received the second dose of Gardasil. On 25-JUN-2007 Methotrexate was given for treatment of
the ectopic pregnancy. Pregnancy was confirmed 1 week before 25-JUN-2007. No further information was available. Upon internal review, ectopic pregnancy,
spontaneous abortion was determined to be an other Important Medical Event. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 6/27/2007)Prex Illness:

Serum alpha-human - Quantitative HCG

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

286711-1

06-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy, Ectopic pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
03-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3697
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Aug-2007
Vaccine Date

02-Aug-2007
Onset Date

0
Days

10-Aug-2007
Status Date

AZ
State Mfr Report Id

Mother states, `On way home from (shot clinic) daughter started "growling" and did not respond to verbal stimuli- approx. 20-30 seconds in duration. Within 1
minute, daughter was answering all questions appropriately'.  She returned to (shot clinic) where daughter was evaluated by a paramedic. She was found to be
pale in color; incontinent to urine; but was awake, alert, and appropriately oriented. Patient was placed supine and local EMS was summoned. Mother denies
any other altered mental state.  EMS arrival found patient's condition to be as described above. Patient was tachycardic at 130 bpm with steady pulse. All other
vital signs were within normal parameters. Blood sugar was 100 mg/dL. Pulse on departure of EMS was 108 strong and regular.  EMS advised mother to allow
ambulance transportation to local ER. Both ambulance and ER treatment were refused. Mother stated that `she would "keep an eye on her tonight".  Mother
also advised to monitor daughter for any unusual color, complaints, or changes in behavior.  Phoenix Fire Department Immunization Coordinator subsequently
contacted parents at approximately 2030 that same night. Father stated, "Oh, she's fine. She ate some dinner; had a shower; and is now playing on the
Internet."   Father was advised by Coordinator, of the same precautions, as was the mother.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Mother DeniesPrex Illness:

Mother Denies

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

286759-1

13-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pallor, Tachycardia, Unresponsive to stimuli, Urinary incontinence

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
03-Aug-2007

Received Date

Prex Vax Illns:

TDAP

HPV4
MNQ

GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
SANOFI PASTEUR

AC52B013AA

0389U
U2231AA

Left arm

Right arm
Left arm

Intramuscular

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 3698
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Jul-2007

Vaccine Date
29-Jul-2007
Onset Date

2
Days

08-Aug-2007
Status Date

WI
State Mfr Report Id

Please understand that I have no idea as to whether patient's illness is a result of the vaccine but I feel that I should at least report the experience.  Patient was
given the shot at 9 on Friday morning, July 27 in Dr. office.  Sunday evening, July 29, she developed a sore pea sized swelling under the skin where her jaw is
attached.  She woke us at 3:30 am on Monday with a completely swollen side of her face-- she was given an x-ray and CAT scan and oral antibiotics at the
Hospital emergency room and released with an appointment with a local ENT at mid-day.  He placed patient in Hospital for one round of IV antibotics, gave her
a blood test and wanted to see her the following day.  The tests came back with a slightly elevated WBC,SEGS, and LYMPH count.  After seeing that her face
continued to swell, he referred us to Dr. at Hospital.  Patient was hospitalized under his care from Tuesday through Friday on IV antibiotics and had an
additional contrast CAT which revealed no stones, tumors, but did show an enlarged parotid gland and jugular lymph node.  The swelling is down to just a bit
puffy now and Patient was released on oral antibiotics.  There is no known reason for this situation at this time.  8/20/2007 MR received for DOS 7/31/2007-
8/3/2007 for c/o severe swelling on the L side of face with increasing pain. PE (+) for significant L parotid gland erythema, warmth, and induration.  some
increased lymph node in the jugulodigatric area. (+) Trismus. Txd with abx with improvement. Final DX: Sialadenitis.

Symptom Text:

Asthma medication if needed (last used approximately 4 weeks ago)Other Meds:
Lab Data:

History:
NonePrex Illness:

Contrast and non contrast CAT scan; blood and urine tests. Labs and Diagnostics:  CBC with WBC of 10.6 with 85% segs. CT Neck showed diffuse L
Sialadenitis, likely 2' to obstuction however no stone is identified. Culture of L parotid gland
Asthma, surgery on ACL May 23. PMH: ACL repair May 2007. NKDA.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

286766-1 (S)

19-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Facial pain, Lymphadenopathy, Parotid gland enlargement, Sialoadenitis, Skin nodule, Swelling, Swelling face, Trismus

 ER VISIT, HOSPITALIZED, SERIOUS

Other Vaccine
04-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. UKNOWN 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3699
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Jul-2007

Vaccine Date
30-Jul-2007
Onset Date

0
Days

08-Aug-2007
Status Date

CA
State Mfr Report Id

Rash on face and legs after vaccination on 07/30/07 at 6:00 pm. Symptoms start on 7/30/07 at 11:00 pm Rx=Claritin 10 mg once qd x 10.Symptom Text:

Ferrous Sulfate 325 mg qdOther Meds:
Lab Data:
History:

NonePrex Illness:

Dermatitis r/o vaccine reaction
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

286780-1

08-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
03-Aug-2007

Received Date

Prex Vax Illns:

PNC
HPV4

WYETH PHARMACEUTICALS, INC
MERCK & CO. INC.

B08675C
0962F

0
0

Right arm
Left arm

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 3700
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Jul-2007

Vaccine Date
31-Jul-2007
Onset Date

1
Days

09-Aug-2007
Status Date

ND
State Mfr Report Id

Rapid pulse, body aches, nauseaSymptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

286782-1

10-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Heart rate increased, Nausea, Pain

 ER VISIT, NOT SERIOUS

Other Vaccine
03-Aug-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2155CA
0927U

0
1

Right arm
Left arm

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 3701
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Aug-2007
Vaccine Date

03-Aug-2007
Onset Date

0
Days

09-Aug-2007
Status Date

MD
State Mfr Report Id

Vagal responseSymptom Text:

Proair HFA - (Inhaler), Cymbalta, RitalinOther Meds:
Lab Data:
History:

Asthma, ADD, DepressionPrex Illness:

Asthma, ADD, Depression

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

286787-1

10-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope vasovagal

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
03-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0930U Left arm Unknown



10 JUN 2008 06:27Report run on: Page 3702
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Aug-2007
Vaccine Date

02-Aug-2007
Onset Date

1
Days

09-Aug-2007
Status Date

WV
State Mfr Report Id

Local swelling with cellulitis to right arm.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

286789-1

10-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cellulitis, Oedema peripheral

 ER VISIT, NOT SERIOUS

Other Vaccine
03-Aug-2007

Received Date

Prex Vax Illns:

TDAP
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

C2491AA
0245U

0
0

Right arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 3703
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-May-2007
Vaccine Date

17-May-2007
Onset Date

0
Days

07-Aug-2007
Status Date

FR
State

WAES0707AUS00227
Mfr Report Id

Information was obtained on request by the Company from the agency via a Public Case Details Form and a Case Line Listing concerning a 16 year old female
who on 17-MAY-2007 was vaccinated with Gardasil. On 17-MAY-2007 after vaccination with Gardasil, the patient experienced dizziness, malaise, lethargy and
acute nausea which persisted more than 12 hours later. At the time of reporting to the agency on 17-MAY-2007, the outcome of dizziness, malaise, lethargy
and acute nausea were unknown. The agency considered that dizziness, malaise, lethargy and acute nausea were possibly related to therapy with Gardasil.
The original reporting source was not provided. Dizziness, malaise, lethargy and acute nausea were considered to be disabling by the agency. Additional
information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

286841-1 (S)

07-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Lethargy, Malaise, Nausea

 PERMANENT DISABILITY, SERIOUS

Other Vaccine
06-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3704
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jul-2007

Vaccine Date
21-Jul-2007
Onset Date

3
Days

07-Aug-2007
Status Date

CO
State

WAES0707USA04589
Mfr Report Id

Information has been received from a registered nurse concerning her 17 year old daughter with a sulfonamide allergy, migraines and "2 months of periods"
who on 18-JUL-2007 was vaccinated with a dose of 0.5 ml intramuscularly in the deltoid with Gardasil. Concomitant therapy included ibuprofen, acetaminophen
(TYLENOL) and sumatriptan succinate (IMITREX (sumatriptan succinate). On 21-JUL-2007 the patient developed a headache that hurt behind her eyes and on
22-JUL-2007 the patient developed a fever lasting 3 1/2 days. On approximately 25-JUL-2007 the patient developed nausea and dehydration. On 25-JUL-2007
the patient visited her physician where she was given IV saline for dehydration, ketorolac tromethamine (TORADOL) for the headache, 1 GM IV of ceftriaxone
sodium (ROCEPHIN), promethazine hydrochloride (PHEERGAN) for nausea, and amoxicillin (+) clavulanate potassium (AUGMENTIN). The physician thought
that the patient might also have had a sinus infection. A complete blood count (CBC) and thyroid panel were completed, but the results were not reported. At
the time of the report the patient had not recovered from nausea, dehydration, eye pain, headache, and the sinus infection. The physician considered
headache, fever, sinus infection, nausea, and dehydration to be other important medical events. Additional information has been requested.

Symptom Text:

TYLENOL, ibuprofen, IMITREX (SUMATRIPTAN)Other Meds:
Lab Data:
History:

Migraine; Prolonged periods; Sulfonamide allergyPrex Illness:

complete blood cell - Results not reported, thyroid function test - Results not reported

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

286842-1

06-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dehydration, Eye pain, Headache, Nausea, Pyrexia, Sinusitis

 ER VISIT, NOT SERIOUS

Other Vaccine
06-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3705
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jan-2007
Vaccine Date

01-Jan-2007
Onset Date

0
Days

07-Aug-2007
Status Date

FR
State

WAES0707USA05017
Mfr Report Id

Information has been received from a gynecologist concerning a 16 year old female with absence seizure since early childhood but was symptom free under
therapy, who in 2007 was vaccinated with a first dose of Gardasil. Concomitant therapy included ERGENYL. In 2007, the day after the vaccination, the patient
experienced an episode of an absence seizure (duration not reported). At the time of the report, the outcome of the patient was unknown. The patient's twin
sister, who has the same history and concomitant medication, was vaccinated with Gardasil the same day, but showed no adverse effect. The reporting
gynecologist, absence seizure was considered to be an other important medical event. Additional information is not available. Other business partner numbers
included E2007-04861.

Symptom Text:

ErgenylOther Meds:
Lab Data:
History:

Absence seizurePrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

286843-1

07-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Condition aggravated, Petit mal epilepsy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
06-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3706
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Jul-2007

Vaccine Date
25-Jul-2007
Onset Date

0
Days

07-Aug-2007
Status Date

FR
State

WAES0707USA05018
Mfr Report Id

Information has been received from a pediatrician concerning a 15 year old female, with no pertinent medical history reported, who on 25-JUL-2007 was
vaccinated with a dose of Gardasil (batch # NF42170). Later that evening at approximately 10:00 pm,. the patient developed a fever up to 39 C, complained
about a headache, abdominal pain, and feeling sick. On 26-JUL-2007 the lab tests reported white blood count was 29.2 and serum C-reactive protein test was
78. On an unspecified date the patient was admitted to the hospital to rule out meningitis, this suspected diagnosis was not confirmed. The leukocytosis and
elevated serum C-reactive protein were still present. At the time of the report, the symptoms were ongoing. Additional information has been requested. Other
business partner numbers included E2007-04865.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Body temp 25Jul07 39 C; WBC count 26Jul07 29.2; Serum C-reactive protein 26Jul07 78 mg/dl
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

286844-1 (S)

07-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Headache, Leukocytosis, Malaise, Pyrexia

 HOSPITALIZED, SERIOUS

Other Vaccine
06-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NF42170 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3707
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Jul-2007

Vaccine Date
12-Jul-2007
Onset Date

0
Days

08-Aug-2007
Status Date

NJ
State Mfr Report Id

Child seen 7/12/07 for well visit - was fine. Hep A, Menactra, Gardasil administered. Presented to the office on 7/13/07 with severe diarrhea "too numerous to
count" abdominal cramps, and blood in stool. Sx started the night of 7/12/07 - admitted to hospital for IVF and evaluation. 8/27/07-records received for DOS
07/13/07-DX: Colitis.C/O diarrhea since yesterday. Associated with abdominal pain and cramps. No fever no vomiting. This afternoon had bloody stools with
large volume of blood. Treated with IV fluids.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

8/27/07-records received- Labs. lipase high 53, neutrophils 77, lymph 16. Urine WBC 11-25. Blood culture no growth. Stool culture no growth.
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

286847-1 (S)

20-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Colitis, Diarrhoea, Haematochezia

 HOSPITALIZED, SERIOUS

Other Vaccine
06-Aug-2007

Received Date

Prex Vax Illns:

MNQ
HPV4
HEPA

SANOFI PASTEUR
MERCK & CO. INC.
MERCK & CO. INC.

U2278AA
0389U
0360U

0
0
0

Left arm
Right arm
Left arm

Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 3708
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Jul-2007

Vaccine Date
31-Jul-2007
Onset Date

0
Days

09-Aug-2007
Status Date

MN
State Mfr Report Id

Itchy and redness about 2 inches below injection site started 1 hour after injections were given. Redness continued to worsen as time went by, swelling, warm
to touch.

Symptom Text:

Loestrin qd; Albuterol PRNOther Meds:
Lab Data:
History:

NonePrex Illness:

No testing done.
Asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

286851-1

27-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site pruritus, Injection site swelling, Injection site warmth

 ER VISIT, NOT SERIOUS

Other Vaccine
06-Aug-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2094AA
0802U

0
0

Right arm
Right arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 3709
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Mar-2007
Vaccine Date

29-Mar-2007
Onset Date

14
Days

09-Aug-2007
Status Date

DE
State Mfr Report Id

Patients mother reported to doctor that pt developed shingles (2 weeks)after Gardasil injectionSymptom Text:

Is taking HCTZ, Allegra, Concerta, Maxalt, Lexapro, Albuterol, Singulair, Flonase, ZantacOther Meds:
Lab Data:
History:

NoPrex Illness:

Unknown
Allergy: Mirooxydone, Keflex; Pt has ADD, IBS, GERD, nephrolithiasis, Migraine, William's syndrome

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

286855-1

10-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Herpes zoster

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
06-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1447F 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3710
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Jun-2007
Vaccine Date

12-Jun-2007
Onset Date

5
Days

09-Aug-2007
Status Date

AZ
State Mfr Report Id

Left UE neuralgia: pain, tingling, numbness fingers to arm. Pain to active motion. Referred to ped. neurology 8/8/07-records received for DOS 7/31/07-
Assessment:left upper extremity neuralgia associated with human papilloma virus vaccine number two. C/O pain in left arm, numbness and tingling started in
fingers and progessed to hand. PE: significant decreased feeling to light touch on third, fourth and fifth fingers but less so on the first and second fingers on the
dorsal hand but uniformly decreased to light touch on palmar aspect. Decreased feeling to light touch lessened towards the elbow. Pain to palpation of her arm
in anterior and lateral aspects, pain to active motion. To see neurologist on 8/10/07 10/9/07-records received from neurologist for DOS 8/10/07-Impression:
history of transient arm numbness and possible weakness status post human papillomavirus immunization. Normal neurological examination presently with no
symptomatology and no weakness or peripheral sensory deficit. Overall presentation suggest an acute brachial neuritis possibly immunization induced.
Recommend no further similar immunization. No additional diagnostic or laboratory tests ordered.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

Myopia

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

286857-1

10-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Neuralgia, Paraesthesia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
06-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0389U 1 Left leg Intramuscular



10 JUN 2008 06:27Report run on: Page 3711
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Aug-2007
Vaccine Date

01-Aug-2007
Onset Date

0
Days

09-Aug-2007
Status Date

AZ
State Mfr Report Id

After Gardasil vaccination client became pale, c/o weakness, diaproic, N/V. BP 120/60. Symptoms abated - BP 102/58. Client was to have Tdap, Gardasil -
MCV4 held.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
Biaxin and Almonds

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

286858-1

10-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Blood pressure increased, Hyperhidrosis, Nausea, Pallor, Vomiting

 NO CONDITIONS, NOT SERIOUS

Related reports:   286858-2

Other Vaccine
06-Aug-2007

Received Date

Prex Vax Illns:

TDAP

HPV4

GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

AC52B016BA

0387U

0

0

Right arm

Right arm

Intramuscular

Intramuscular



10 JUN 2008 06:27Report run on: Page 3712
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Aug-2007
Vaccine Date

01-Aug-2007
Onset Date

0
Days

23-Aug-2007
Status Date

AZ
State

AZ0713
Mfr Report Id

After Gardasil vaccination client became pale, c/o weakness, diaphoretic, N/VBP 120/60, symptoms abated BP 102/58Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

none
Biaxin, Almonds

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

286858-2

28-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Hyperhidrosis, Pallor

 NO CONDITIONS, NOT SERIOUS

Related reports:   286858-1

Other Vaccine
13-Aug-2007

Received Date

Prex Vax Illns:

TDAP

HPV4

GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

AC52B016BA

0387U

0

0

Right arm

Right arm

Intramuscular

Intramuscular



10 JUN 2008 06:27Report run on: Page 3713
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Aug-2007
Vaccine Date

01-Aug-2007
Onset Date

0
Days

10-Aug-2007
Status Date

WI
State Mfr Report Id

Client received 2 vaccines at the health dept. Staff member observed wavering gait. Walked back to chambers for 15 min observation period. Was observed by
RN who assisted immediately. Client was lowered to the floor, eyes closed, non-verbal for a few seconds. Responsive to name. Assisted to chair, cool cloth/ice
to forehead, back of neck.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

N/A
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

286867-1

10-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Depressed level of consciousness, Gait disturbance

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
06-Aug-2007

Received Date

Prex Vax Illns:

MNQHPV4
HEP

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

1426F
AHVBV263CA

0
1

Left arm
Right arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 3714
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Jul-2007

Vaccine Date
25-Jul-2007
Onset Date

0
Days

14-Aug-2007
Status Date

AZ
State Mfr Report Id

7/25/07 Given in morning started in PM red, swollen, painful.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
Allergic to EES

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

286871-1

14-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Pain, Swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
06-Aug-2007

Received Date

Prex Vax Illns:

UNK
TDAP
HPV4

UNKNOWN MANUFACTURER
SANOFI PASTEUR
MERCK & CO. INC.

C2670AA
C2730AA
0927

0
0
0

Right arm
Right arm
Right arm

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 3715
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Jul-2007

Vaccine Date
22-Jul-2007
Onset Date

2
Days

10-Aug-2007
Status Date

NY
State Mfr Report Id

Two days after vaccines given pt had itchy eyes. Next AM upper and lower eyelids swollen and hives on face. This continued for 3 days. Pt seen in office
7/25/07 with angioedema of face. No trouble breathing. No relief with Loratadine or Benadryl. Trial Atarax.

Symptom Text:

Loratadine 10mgOther Meds:
Lab Data:
History:

HeadachePrex Illness:

N/A
Allergies to sulfa, ibuprofen, Lorabid, Biaxin, Bactrim, and Augmentin

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

286873-1

10-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Angioedema, Eye pruritus, Eyelid oedema, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
06-Aug-2007

Received Date

Prex Vax Illns:

MNQ
HPV4
HEPA

SANOFI PASTEUR
MERCK & CO. INC.
MERCK & CO. INC.

UL367AA
0525U
0442U

0
0
0

Left arm
Right arm
Left arm

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 3716
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Jul-2007

Vaccine Date
30-Jul-2007
Onset Date

0
Days

10-Aug-2007
Status Date

NM
State Mfr Report Id

Pt was given vaccines. After vaccines given, she started feeling anxious, weak, then disoriented. Felt dizzy nearly passing out. Pt was given 50mg of Benadryl
injection. Blood

Symptom Text:

Naprosyn in a.m.Other Meds:
Lab Data:
History:

NoPrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

286874-1

10-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anxiety, Asthenia, Disorientation, Dizziness

 ER VISIT, NOT SERIOUS

Other Vaccine
06-Aug-2007

Received Date

Prex Vax Illns:

VARCEL
MNQ
HPV4

MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.

0645U
U2209AA
0960F

1
0
0

Left arm
Left arm

Right arm

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 3717
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Mar-2007
Vaccine Date

Unknown
Onset Date Days

10-Aug-2007
Status Date

NM
State Mfr Report Id

Patient felt dizzy had to sit for like 5 min. Felt better.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NoPrex Illness:

N/A
No

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

286875-1

10-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
06-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0868F 0 Right arm Unknown



10 JUN 2008 06:27Report run on: Page 3718
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Jul-2007

Vaccine Date
31-Jul-2007
Onset Date

0
Days

10-Aug-2007
Status Date

OH
State Mfr Report Id

Pt received the Menactra vaccine (left arm) then the Gardasil vaccine (right arm). Immediately following the Gardasil vaccine she said her arm hurt but was
feeling fine. She then immediately fell off the exam table, hit the wall and was unresponsive for about 2-3 seconds.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

286880-1

13-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Fall, Immediate post-injection reaction, Pain in extremity, Unresponsive to stimuli

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
06-Aug-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2383BA
0927U

0
0

Left arm
Right arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 3719
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Jul-2007

Vaccine Date
31-Jul-2007
Onset Date

0
Days

10-Aug-2007
Status Date

OH
State Mfr Report Id

After receiving vaccines, pt and her grandmother walked to the check-out area. At 11:18 AM, pt was witnessed "eyes rolled back in head" and fell to the floor
striking the back of head on the floor. Pt regained consciousness immediately and vital signs were WNL.

Symptom Text:

SynthroidOther Meds:
Lab Data:
History:

NonePrex Illness:

N/A
Hypothyroidism

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

286884-1

13-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Eye rolling, Fall, Head injury

 ER VISIT, NOT SERIOUS

Other Vaccine
06-Aug-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
MNQ
TDAP

MERCK & CO. INC.
MERCK & CO. INC.
SANOFI PASTEUR
GLAXOSMITHKLINE
BIOLOGICALS

0491F
1427F
U2338AA
AC52B007AA

1
0
0
0

Left arm
Right arm
Right arm
Left arm

Subcutaneously
Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 3720
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Jul-2007

Vaccine Date
24-Jul-2007
Onset Date

0
Days

10-Aug-2007
Status Date

MN
State Mfr Report Id

No noted difficulty after injection. Pt stayed in the clinic for 5 min. after inject. - pt. was in her car, passenger seat. A friend came into clinic saying pt passed out
and was having a seizure - nurse checked pt. - pt was awake, alert, pallor, vital signs stable. Pt stated she always faints/seizures when any type of inject given -
pt brought into the clinic - given a Coke, laid down for approx. 20 min. Pt left with partner without problem.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

286885-1

13-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Loss of consciousness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
06-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 04696 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3721
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Jul-2007

Vaccine Date
30-Jul-2007
Onset Date

0
Days

10-Aug-2007
Status Date

OK
State Mfr Report Id

7/30/07 (Info. per Mom) Child c/o lt. arm sore, red at shot site. No fever. No comfort measures done. Then next day 7/31 child c/o lt. up. arm hurts, red, hot to
touch, temp. 101 by mouth, Tylenol given by Mom. On 8/1/07 Mom took child to see her doctor. On 8/1/07 at 1:20 PM rec'd a call from clinic that child
presented and treated for increased lt deltoid red, swollen, hot to touch at inj. site only. Child sent home w/ Mom. Rx Claritin 10mg/d PO until sx subside,
alternate Tylenol and Motrin po every 4 hr. until sx subside. Cool pack to upper lt. arm area prn. No fever noted at clinic visit. F/U as need. No other S/Sxs
noted.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None performed
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

286888-1

13-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Body temperature increased, Injected limb mobility decreased, Injection site erythema, Injection site pain, Injection site swelling, Injection site warmth, Pain in
extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
06-Aug-2007

Received Date

Prex Vax Illns:

VARCEL
TDAP

HPV4

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

0611U
AC52B015AA

0388U

1
0

0

Left arm
Left arm

Left arm

Subcutaneously
Intramuscular

Intramuscular



10 JUN 2008 06:27Report run on: Page 3722
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Jul-2007

Vaccine Date
31-Jul-2007
Onset Date

0
Days

10-Aug-2007
Status Date

MD
State Mfr Report Id

8cm green line inferior to injection site left arm. Appeared like superficial thrombophlebitis but not red, palpable or warm.Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.8

286895-1

13-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site streaking

 ER VISIT, NOT SERIOUS

Other Vaccine
06-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0469U 2 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3723
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Aug-2007
Vaccine Date

Unknown
Onset Date Days

10-Aug-2007
Status Date

CA
State Mfr Report Id

PT. INADVERTANTLY GIVEN A SECOND DOSE OF MCV4. SANOFI PASTEUR AND CDC INFO LINE CONTACTED RE: POSSIBLE ADVERSE
REACTIONS, PT. GIVEN VIS AND MANUFACTURER INSERT WITH ADVERSE REACTIONS HIGHLIGHTED AND EXPLAINED TO BOTH PT. AND
MOTHER. MOTHER ALSO GIVEN INSTRUCTIONS TO MONITOR FOR ANY ADVERSE REACTIONS AND UPDATED WITH INFO THAT TO DATE,
ACCORDING TO THE CDC, THRE HAVE NOT BEEN ANY SERIOUS ADVERSE REACTIONS OR EVENTS RELATED TO RECEIPT OF A SECOND DOSE
OF MCV4.

Symptom Text:

Other Meds:
Lab Data:
History:

NONEPrex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

286935-1

10-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Incorrect dose administered, Wrong drug administered

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
06-Aug-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2338A
0012U

1
1

Left arm
Right arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 3724
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Aug-2007
Vaccine Date

06-Aug-2007
Onset Date

0
Days

14-Aug-2007
Status Date

AZ
State Mfr Report Id

8 hrs. after immunization woke at midnight with a fever, gave Motrin but continued to shiver and felt SOB/hyperventilating. Mom called 911 and paramedics
came and cleared her, normal vital signs. Once Motrin kicked in she felt much better.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

287111-1

29-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chills, Dyspnoea, Hyperventilation, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
07-Aug-2007

Received Date

Prex Vax Illns:

TDAP
MNQ
HPV4

SANOFI PASTEUR
SANOFI PASTEUR
MERCK & CO. INC.

C2769AA
U2330AA
0384U

0
0
0

Left arm
Right arm
Right arm

Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 3725
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Apr-2007
Vaccine Date

10-Apr-2007
Onset Date

0
Days

10-Aug-2007
Status Date

MA
State

MA0711
Mfr Report Id

Itching at site of HPV injected. No other symptoms. No erythema or swelling. Lasted 30-90 minutes. Treated with Benedryl 25mg poSymptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

287150-1

10-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pruritus

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
07-Aug-2007

Received Date

Prex Vax Illns:

TDAP

HPV4

GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

AC526015AA

0244V

0

0

Left arm

Right arm

Intramuscular

Intramuscular



10 JUN 2008 06:27Report run on: Page 3726
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Aug-2007
Vaccine Date

06-Aug-2007
Onset Date

0
Days

10-Aug-2007
Status Date

FL
State Mfr Report Id

Within 5 minutes of recieving the Gardasil vaccine, my daughter had a seizure in the car leaving the parking lot of the doctors office.  She complained of a
stomach ache and a headache just before the seizure began.  It lasted only a few minutes.  I took her immediately back into the office, where Dr had a nurse
check her blood pressure, and gave her some water and sent us home.

Symptom Text:

N/AOther Meds:
Lab Data:
History:

N/APrex Illness:

N/A

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

287328-1

15-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain upper, Convulsion, Headache

 ER VISIT, NOT SERIOUS

Related reports:   287328-2

Other Vaccine
08-Aug-2007

Received Date

Prex Vax Illns:

TD
MNQ
HPV4

UNKNOWN MANUFACTURER
SANOFI PASTEUR
MERCK & CO. INC.

0
0
0 0

Right arm
Right arm
Left arm

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 3727
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Aug-2007
Vaccine Date

06-Aug-2007
Onset Date

0
Days

04-Jan-2008
Status Date

FL
State Mfr Report Id

Nausea, stomach ache, put head on lap, lasted 2-3 minutes then was OK (hx retrospective-unaware of this at the time).Symptom Text:

NoneOther Meds:
Lab Data:
History:

NoPrex Illness:

None
Hx retrospective-unaware of this at the time.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

287328-2

01-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain upper, Nausea

 NO CONDITIONS, NOT SERIOUS

Related reports:   287328-1

Other Vaccine
14-Nov-2007

Received Date

Prex Vax Illns:

TDAP
MNQ
HPV4

SANOFI PASTEUR
SANOFI PASTEUR
MERCK & CO. INC.

C2720A
U2339A
0930U

0
0
0

Unknown
Unknown
Unknown

Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 3728
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Aug-2007
Vaccine Date

07-Aug-2007
Onset Date

0
Days

10-Aug-2007
Status Date

FL
State Mfr Report Id

my daughter was given her first Guardisil vaccine.  within 2 minutes of injection she began to ask me if it was normal....when she collapsed and fainted.  her
eyes rolled back into her head and she began to shake almose as if she were on the edge of a seizure.  within 45 seconds to one minute she awoke wondering
what had happened to her.  we are very concerned about the safety of this vacccine and do not intend to continue treatment

Symptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

287332-1

10-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Circulatory collapse, Gaze palsy, Tremor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
08-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. UNKNOWN 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3729
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Aug-2007
Vaccine Date

03-Aug-2007
Onset Date

0
Days

10-Aug-2007
Status Date

AZ
State Mfr Report Id

My daughter reported severe pain (for someone who has a very high tolerance for pain) as soon as immunization was administered. She then felt
dizziness/light-headed, stepping down from the examining table. While exiting the clinic through the triage area, her lips turned pale, then her face. My daughter
then sat down on a chair while I went to get help; a nurse came. Patient (my daughter) had her eyes closed and almost slid from chair, she briefly open her
eyes and sat up on chair again, closing her eyes. Nurse asked her to open her eyes, she responded "I can't." Patient lost consciousness and slid from chair. I
tried to get closer to catch her when she suddenly began to have some jerking movements, like a seizure. I ran  to the hallway, screaming for more help, and
immediately returned to my daughter whom I found on the floor, still having some jerking movements. After a few seconds she stopped moving, as if she went
to sleep. Nurse checked her vital signs and blood sugar level. Patient woke up, confused, wondering what she was doing on the floor and where one of her
shoes was (she had kicked it off while having jerking movements). A doctor then asked her name and date of birth; she responded appropriately. She was
given a pillow for the head, and a popsicle to eat, then was moved to a seated position (on the floor still). Another doctor gave her a vegetable sandwich, she
ate it, reported feeling better, waited a few minutes sitting down and slowly stood up and left in stable condition, but still hurting from immunization. No
complains up until today, except for pain on upper right arm where vaccine was administered.

Symptom Text:

Other Meds:
Lab Data:
History:

NO.Prex Illness:

Blood sugar (finger-stick) 83.
SULFA drug, and environmental allergies.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

287339-1

13-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Confusional state, Convulsion, Cyanosis, Dizziness, Dyskinesia, Loss of consciousness, Pain, Pain in extremity, Pallor

 ER VISIT, NOT SERIOUS

Other Vaccine
08-Aug-2007

Received Date

Prex Vax Illns:

MNQ
HPV4
HEPA

SANOFI PASTEUR
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

2324AA
0171U
AHAVB172AA

0
0
0

Right arm
Right arm
Left arm

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 3730
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Jul-2007

Vaccine Date
Unknown

Onset Date Days
10-Aug-2007
Status Date

MN
State Mfr Report Id

Shortness of breathe, anxiety, throat tightening, chest tightening.  Came back to clinic 7/31/07 with these complaints.  Was given prednisone rx for 20mg po bid
for 5 days, benadryl 25 mg q4-6h and albuterol

Symptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

NONE
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

287340-1

10-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anxiety, Chest discomfort, Dyspnoea, Throat tightness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
08-Aug-2007

Received Date

Prex Vax Illns:

MNC
HPV4

UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
0089U

1 Unknown
Unknown

Unknown
Intramuscular



10 JUN 2008 06:27Report run on: Page 3731
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Aug-2007
Vaccine Date

02-Aug-2007
Onset Date

1
Days

10-Aug-2007
Status Date

NY
State Mfr Report Id

DIFFICULTY BREATHING, NAUSEA,VERY RAPID HEART BEATS(157BPM) DIZZYNESS,FATIGUE, HEADACHE AND STOMACH ACHE.   TOOK HER TO
EMERGENCY ROOM THEY GAVE HER AN IV AND SENT US HOME BECAUSE HER EKG WAS FINE EXCEPT FOR HER RAPID HEARTBEAT.  THE NEXT
NIGHT I HAD TO TAKE HER AGAIN FOR THE SAME SYMPTOMS, HER HEARTBEAT WAS 128BPM THEY SENT US HOME AGAIN.  SHE DIDNT FEEL
BETTER UNTIL TODAY 08/08/07.  SHE STILL DOESNT FEEL 100% BACK TO NORMAL.

Symptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

1. EKG 157BMP ON 08/02/07.  2.EKG 117BPM(SAME DAY)  3.EKG 128BPM ON 08/03/07
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

287347-1

10-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain upper, Dizziness, Dyspnoea, Fatigue, Headache, Nausea, Tachycardia

 ER VISIT, NOT SERIOUS

Other Vaccine
08-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. ? 1 Right arm Unknown



10 JUN 2008 06:27Report run on: Page 3732
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Apr-2007
Vaccine Date

01-Jun-2007
Onset Date

35
Days

09-Aug-2007
Status Date

VA
State

WAES0707USA04986
Mfr Report Id

Information has been received from a physician concerning a 23 year old female patient who during the last week of April 2007 was vaccinated IM with a first
dose of Gardasil. Concomitant therapy included tetanus toxoid, tetracycline and hormonal contraceptives (unspecified brand). In June 2007, the patient
developed nose bleed and bruising of her body. The patient's platelet count reached 2000 and was hospitalized for ITP (Idiopathic Thrombocytopenic Purpura).
The patient was treated with intravenous immunoglobulin and high dose corticosteroids (unspecified). The patient responded to the corticosteroids
(unspecified) but became intolerant to the side effects. There have been more than one attempts to taper the patient off the corticosteroid but the platelets
decreased each time. As of 26-JUL-2007, the patient's platelet count was 8000. No other details were provided. Physician did not provide specifics on
corticosteroid side effects that the patient developed. The patient had not recovered. The events nose bleeds, bruising of patient's body, and Idiopathic
Thrombocytopenic Purpura (ITP) were considered to be life-threatening. Additional information has been requested.

Symptom Text:

Hormonal contraceptives; TetracyclineOther Meds:
Lab Data:
History:
Prex Illness:

Platelet count 06/??/07 - 2000; Platelet count 07/26/07 - 8000
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

287369-1 (S)

09-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Contusion, Epistaxis, Idiopathic thrombocytopenic purpura, Immunoglobulins

 ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, LIFE THREATENING, SERIOUS

Other Vaccine
08-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3733
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
09-Aug-2007
Status Date

--
State

WAES0707USA04917
Mfr Report Id

Information has been received from a nurse practitioner concerning a female patient who was vaccinated with a first dose of Gardasil. After receiving the
vaccine, the patient had a seizure for 5 minutes. Unspecified medical attention was sought. At the time of this report, the patient's outcome was unknown. No
product quality complaint was involved. Upon internal review, seizure was considered to be an other important medical event. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

287370-1

09-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion

 ER VISIT, NOT SERIOUS

Other Vaccine
08-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3734
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Mar-2007
Vaccine Date

11-Apr-2007
Onset Date

14
Days

09-Aug-2007
Status Date

--
State

WAES0707USA04654
Mfr Report Id

Information has been received from a nurse practitioner concerning a female nurse (age not reported) who on an unspecified date was vaccinated with a first
dose of Gardasil. On 29-MAR-2007, the patient was vaccinated with a second dose of Gardasil (lot # not reported) IM. On the morning of 11-APR-2007, the
patient was non-symptomatic. Later that day, she woke up from a nap and she could hear nothing in her ear, except ringing. The patient sought the medical
attention of primary care, ear, nose and throat (ENT) and surgical ENT services. It was determined that the patient had a "92% hearing loss". A magnetic
resonance imaging was performed, result not reported. She was treated with antibiotics, steroids, and steroids injected into her ear without any improvement.
The diagnosis was sudden, unilateral hearing loss due to a viral attack on the nerve. The surgical ENT had no idea of the etiology except that this was a rare
experience. The patient had no idea of the etiology except that this was a rare experience. The patient had 8% word recognition in the left ear with the ability to
hear one tonal frequency. It was reported that the permanent hearing loss was disabling. At the time of reporting, the unilateral hearing loss persisted.
Additional information has been requested.  8/28/07 Received medical records from reporter which reveal patient received #1 HPV vax 2/1/07, lot # 1427F.  #2
HPV vax 3/28/07 lot# 0314U.  #3 HPV vax 7/19/07, lot# 0524U.  With 3rd HPV, patient reported complete hearing loss of left ear which ENT felt permanent.
10/2/07 Reviewed ENT medical records of 5/1-9/13/2007 which reveal patient experienced sudden hearing loss of left ear on 4/11/2007.  Upon awakening from
nap, had tinnitus & hearing loss.  Seen by pcp on 4/13 & referred to another ENT.  Hearing test at that time revealed left hearing loss at all frequencies.
Intratympanic steroid injection series x 3 w/o significant improvement. FINAL DX: viral labyrinthitis left ear; sudden hearing loss, left ear; tinnitus, left ear;
abnormal aud

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Prex Illness:

magnetic resonance - no result reported  LABS: MRI brain & IACs WNL.  Audiograms on 5/1, 5/8, 6/14 & 9/13 revealed left ear hearing loss.
Unknown  PMH: dizziness 2 yrs prior lasting 1 day follwed by intermittent imbalance, all involving left side.  Previous smoker. HSV. Colposcopy w/biopsy 2002,
10/21/03 (CIN II), LEEP 11/24/03, colposcopy 3/05, excisional breast biopsy 4/05.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

287371-1 (S)

02-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Deafness unilateral, Tinnitus, Viral infection

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Other Vaccine
08-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0314U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3735
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
07-Jul-2007
Onset Date Days

09-Aug-2007
Status Date

IN
State

WAES0707USA04247
Mfr Report Id

Information has been received from a licensed practical nurse (LPN) concerning a 17 year old female with pertinent medical history and drug reactions/allergies
reported as none who in 2007 was vaccinated with the first dose of Gardasil. The LPN was unable to provide the lot number. Concomitant medication was
reported as none. The nurse stated that the patient was close to the time that she should receive the second dose. ON 07-JUL-2007, the patient experienced
mononucleosis and was hospitalized. Before the patient was discharged from the hospital she developed shingles. The patient sought unspecified medical
attention. On an unspecified date, the patient was discharged from the hospital and she was recovering from the mononucleosis and shingles. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

287372-1 (S)

09-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Herpes zoster, Infectious mononucleosis

 HOSPITALIZED, SERIOUS

Other Vaccine
08-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3736
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Jul-2007

Vaccine Date
26-Jul-2007
Onset Date

0
Days

09-Aug-2007
Status Date

FR
State

WAES0707USA05019
Mfr Report Id

Information has been received from a gynecologist concerning a 20 year old female with abdominal pain for 2-3 days prior to vaccination, who on 26-JUL-2007
was vaccinated intramuscularly with a first dose of Gardasil (lot #1537F; batch NF37110). Concomitant therapy included VALETTE. On 26-JUL-2007, during
the vaccination, the patient experienced syncope from which she recovered after an unspecified infusion. About 3 minutes post vaccination the patient
complained about abdominal cramps and therefore was admitted to the hospital. The patient was discharged from the hospital on 27-JUL-2007. The diagnosis
established was period pains. The reporting gynecologist considered the reaction as not related to the vaccine. Other business partner numbers included
E2007-04873. No further information is available.

Symptom Text:

VALETTE Unk - UnkOther Meds:
Lab Data:
History:

ContraceptionPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

287373-1 (S)

09-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Dysmenorrhoea, Syncope

 HOSPITALIZED, SERIOUS

Other Vaccine
08-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1537F Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3737
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Jul-2007

Vaccine Date
26-Jul-2007
Onset Date

0
Days

09-Aug-2007
Status Date

--
State

WAES0708USA00505
Mfr Report Id

Information has been received from a registered nurse concerning an 18 year old female, who on 26-JUL-2007 was vaccinated with a first dose of Gardasil. On
26-JUL-2007 the patient passed out. It was reported that her pupils were dilated and she experienced a 10 second seizure. The patient sought unspecified
medical attention. On 26-JUL-2007 the patient recovered. No product quality complaint was involved. Upon internal review, seizure was considered to be an
other important medical event. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

287374-1

09-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Loss of consciousness, Mydriasis

 ER VISIT, NOT SERIOUS

Other Vaccine
08-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3738
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Aug-2007
Vaccine Date

07-Aug-2007
Onset Date

0
Days

20-Aug-2007
Status Date

NJ
State Mfr Report Id

Fainted with "shaking" "seizure" activity 2 hrs after injectionSymptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

287383-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Syncope, Tremor

 ER VISIT, NOT SERIOUS

Other Vaccine
08-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0929U 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3739
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Jul-2007

Vaccine Date
10-Jul-2007
Onset Date

1
Days

20-Aug-2007
Status Date

SD
State Mfr Report Id

8-6-07 Patient phones to report pain to the injection site shortly after receiving vaccine and continues to have the pain. Also reports a raised red rash developed
to the injection site area approximately 2 weeks ago. Will check with MD before she receives last vaccination.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

287384-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site pain, Injection site rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
08-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0384U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3740
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Jul-2007

Vaccine Date
31-Jul-2007
Onset Date

0
Days

20-Aug-2007
Status Date

FL
State Mfr Report Id

Child was given Vaqta, then Gardasil vaccine.  She immediately felt faint-slumped over (was helped to lay down on exam table) and "eyes rolled back". Child
became responsive quickly

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

Scoliosis, Dorsal Ganglion cyst, Short Frenulum

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

287390-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Eye rolling, Immediate post-injection reaction, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
08-Aug-2007

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
MERCK & CO. INC.

09300
04950

0
1

Left arm
Right arm

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 3741
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Jul-2007

Vaccine Date
26-Jul-2007
Onset Date

3
Days

20-Aug-2007
Status Date

LA
State Mfr Report Id

Shingles to dermatomes L2, L3 to left leg beginning 3 days after administration of Gardasil (L leg), Menactra (R leg)Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

Viral culture
Eczema

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

287394-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Herpes zoster

 ER VISIT, NOT SERIOUS

Other Vaccine
08-Aug-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

AC52B018
0524U

0
0

Right leg
Left leg

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 3742
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Jun-2007
Vaccine Date

25-Jun-2007
Onset Date

0
Days

10-Aug-2007
Status Date

PA
State

WAES0708USA00221
Mfr Report Id

Information has been received from a Doctor of Pharmacy concerning a 15 year old female who on 25-JUN-2007 was vaccinated with a second dose of
Gardasil. On 25-JUN-2007 the patient developed seizure like activity shortly after the injection. The physician was summoned to the room, but upon arrival the
patient's symptoms stopped. The patient looked confused but her color remained good. Her blood pressure was 104/60 mm/Hg. She stayed at the office for 35
minutes for observation. Her blood pressure was taken again was 110/60 m/Hg. The patient recovered and was sent home. Upon internal review, the patient's
seizure like activity was considered an other important medical event. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

blood pressure 06/26/07 110/6 mm/H, blood pressure 06/26/07 104/6 mm/H
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

287561-1

10-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Confusional state, Convulsion

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3743
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Jul-2007

Vaccine Date
30-Jul-2007
Onset Date

0
Days

20-Aug-2007
Status Date

DE
State Mfr Report Id

While pt was leaving the office, pt fainted and fell back into the wall, hitting her head. Within a minute, pt came to/alert but distraught. Pt described seeing black
stops and dizziness before fainting episode.

Symptom Text:

N/AOther Meds:
Lab Data:
History:

N/APrex Illness:

N/A
N/A

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

287570-1

27-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Head injury, Syncope, Visual disturbance

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0525U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3744
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-May-2007
Vaccine Date

12-May-2007
Onset Date

3
Days

20-Aug-2007
Status Date

MA
State Mfr Report Id

Given 2 vac-> HPV #1 Tdap on 5/9/07 on 5/13/07 at ER-diffuse rash-itchy "hive like" rash. Breathing difficulty Dx "urticarial rash". 2 hr vac. -> Rx'd Decadron,
Benadryl, Pepcid-  Prednisone x 50 mg

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
Anxious/OCD

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

287577-1

21-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dyspnoea, Rash pruritic, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Aug-2007

Received Date

Prex Vax Illns:

TDAP

HPV4

GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

C2720H

C1884

0

0

Left arm

Left arm

Unknown

Unknown



10 JUN 2008 06:27Report run on: Page 3745
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Jul-2007

Vaccine Date
30-Jul-2007
Onset Date

0
Days

21-Aug-2007
Status Date

GA
State Mfr Report Id

30 min after injection - pt became hot - had difficulty breathing - chills- muscle spasms. Went to E.R. Pt was numb feeling - blurred vision - pt not sure what in
ER - will send for report.

Symptom Text:

Other Meds:
Lab Data:
History:

No illnessPrex Illness:

Will get records from E.R.
NKA at that time

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

287580-1

21-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chills, Dyspnoea, Feeling hot, Hypoaesthesia, Muscle spasms, Vision blurred

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 05224 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3746
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Aug-2007
Vaccine Date

09-Aug-2007
Onset Date

0
Days

21-Aug-2007
Status Date

WI
State Mfr Report Id

Patient received Gardasil vaccine IM in right arm and Tdap in left arm. She complained of burning and pain in that arm and then stated she felt achy. Patient
was lowered into supine position where she started to seizure. Patient was given cold compress to injection site and Benadryl when she came to. Benadryl
given at 2:20 pm. BP and Pulse taken and within normal limits. Lungs and heart assessed by nurse practitioner and reported normal.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

Penicillin, "-cillin family" allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

287602-1

21-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Burning sensation, Convulsion, Pain, Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-Aug-2007

Received Date

Prex Vax Illns:

TDAP
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

C2758AA
0525U

5
0

Left arm
Right arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 3747
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Aug-2007
Vaccine Date

08-Aug-2007
Onset Date

1
Days

21-Aug-2007
Status Date

CT
State Mfr Report Id

Had redness site of Varivax 2 1/2 " diam-& heat Body ahces, nauseaSymptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

287603-1

21-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site warmth, Nausea, Pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-Aug-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
MNQ

MERCK & CO. INC.
MERCK & CO. INC.
SANOFI PASTEUR

0844U
0930U
U2384BA

1
0
0

Right arm
Left arm

Right arm

Subcutaneously
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 3748
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Aug-2007
Vaccine Date

01-Aug-2007
Onset Date

0
Days

21-Aug-2007
Status Date

DE
State Mfr Report Id

Patient states a few hours after 3rd Gardasil had leg aches. Now aches/headache.Symptom Text:

NoOther Meds:
Lab Data:
History:

NoPrex Illness:

CBC with diff, Lyme titers
Amoxicillin/PCN

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

287607-1

21-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Pain, Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Aug-2007

Received Date

Same as pt~HPV (Gardasil)~3~0~In SiblingPrex Vax Illns:

HPV4 MERCK & CO. INC. 0469U 2 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3749
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Jul-2007

Vaccine Date
17-Jul-2007
Onset Date

1
Days

10-Aug-2007
Status Date

NC
State Mfr Report Id

Severe nausea lasting more than two weeks.  Severe migrane headaches and vision disturbances. Dizziness.  All of these have lasted more than two weeks
and are currently ongoing.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

287620-1

17-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Migraine, Nausea, Visual disturbance

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Aug-2007

Received Date

Prex Vax Illns:

MNQ
HPV4
HEPA

SANOFI PASTEUR
MERCK & CO. INC.
UNKNOWN MANUFACTURER

02524AA
NA
NA

0
0
0

Left arm
Right arm
Left arm

Intramuscular
Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Aug-2007
Vaccine Date

07-Aug-2007
Onset Date

0
Days

10-Aug-2007
Status Date

CA
State Mfr Report Id

Fainted, remained pale and diaphoretic for 1 1/4 hours after vaccines given.  Vomited 4 - 5 times.Symptom Text:

Other Meds:
Lab Data:
History:

nonePrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

287636-1

10-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hyperhidrosis, Pallor, Syncope, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-Aug-2007

Received Date

Prex Vax Illns:

TDAP
HEPA

HPV4

SANOFI PASTEUR
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

C2638AA
AHAVB129AA

0012U

0
0

0

Right arm
Left arm

Right arm

Intramuscular
Intramuscular

Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Aug-2007
Vaccine Date

07-Aug-2007
Onset Date

0
Days

10-Aug-2007
Status Date

CA
State Mfr Report Id

mom called and pt broke out in hives after getting the second dose of HPV.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

287642-1

10-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0171U 1 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Aug-2007
Vaccine Date

07-Aug-2007
Onset Date

0
Days

10-Aug-2007
Status Date

MO
State Mfr Report Id

My daughter was standing behind me while I was at the front desk paying our insurance co-pay. I heard her quietly start to say, "Mom, Mom, Mom..." and
turned around just in time to watch her crumble to the floor, but too late to catch her. She fell forward onto a carpeted floor. She was completely unconscious
for approximately 5-10 seconds, but continued to be groggy after regaining consciousness. We got her into a sitting position at which point 2 nurses came over,
asked if she had hit her head, and attempted to help her walk to a room where she could lay down. While walking, she lost consciousness a second time. Her
legs were dragging behind her and she went limp. I was following right behind them when this happened and observed her arms move back in a stiff position
with her fingers in an odd, stiff shape. I was terrified she was having a seizure, but the nurses insisted she wasn't. However, they were at her sides and did not
see what her arms and hands were doing. They stopped and sat her on the floor leaning against the wall and she regained consciousness again. I estimate
she was unconscious the second time for approx 10 seconds. She was then moved to a room where she very quickly recovered while sitting in a chair. She
was given water and a wet washcloth. She did not want to lay down and had no trouble drinking water, controlling her arms, legs, etc and her speech was
normal. She was very pale, sweaty, cold and clammy to the touch. When asked to describe what she experienced before she passed out, she said she became
very dizzy, started to see spots, and then her vision started to go black. She also stated that she knew what was about to happen the second time right before
she fainted again. She remembered everything before and after, but had no sense of what was said or going on around her while unconscious. She stayed in
the examine room for about 15 minutes and insisted she felt fine and was ready to leave. She has not experienced any other symptoms since.

Symptom Text:

Takes Claritin for seasonal allergies.Other Meds:
Lab Data:
History:

None - was there for a routine physical and was found healthy.Prex Illness:

None were given.
Mild strabismis and amblioplia in right eye.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

287646-1

10-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cold sweat, Dizziness, Fall, Head injury, Hyperhidrosis, Hypotonia, Loss of consciousness, Musculoskeletal stiffness, Pallor, Somnolence, Visual disturbance

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
10-Aug-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

?
?

0
0

Left arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 3753
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Mar-2007
Vaccine Date

24-Jun-2007
Onset Date

97
Days

13-Aug-2007
Status Date

PA
State

WAES0708USA00038
Mfr Report Id

Information has been received from a registered nurse concerning a 25 year old female with no pertinent medical history or drug reactions/allergies who on 29-
JAN-2007 was vaccinated with a first dose of Gardasil (lot # 655617/1447F) injection 0.5mL IM left deltoid. On 19-MAR-2007, the patient was vaccinated with a
second dose of Gardasil (lot # 656372/0243U) injection 0.5mL IM left deltoid. Concomitant medication included ZYRTEC and PREVACID. The date of the
patient's last menstrual period was 24-JUN-2007. On 23-JUL-2007, the patient reported that she tested positive for pregnancy. On 29-JUL-2007, the patient
sought medical attention for a miscarriage (the estimated date of delivery was 30-MAR-2008). On 29-JUL-2007, the patient arrived at the emergency room with
complaints of bleeding and cramping. An ultrasound performed showed no fetus/pregnancy. Additional information was received from the registered nurse via
telephone. It was originally reported that the miscarriage was life-threatening. The nurse clarified that it was not life-threatening to the mother but was unknown
to the fetus as it was very early on in the pregnancy. The relationship of the miscarriage to Gardasil was unknown. Upon internal review, spontaneous abortion
was considered to be an Other Important Medical Event. No additional information is expected.

Symptom Text:

ZYRTEC; PREVACIDOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 6/24/2007)Prex Illness:

ultrasound 07/29/07 - no fetus/pregnancy; beta-human chorionic 07/23/07 - positive

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

287759-1

13-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy, Muscle spasms, Vaginal haemorrhage

 ER VISIT, NOT SERIOUS

Other Vaccine
10-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0243U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3754
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Aug-2007
Vaccine Date

03-Aug-2007
Onset Date

0
Days

21-Aug-2007
Status Date

MA
State Mfr Report Id

Temp 97.7. Eyes rolling, arm spasm, non-responsive to talking x < 30 seconds. When episode were over there were dilated pupils, pallor and nausea. Vitals
stable - transmitted by EMS to hospital

Symptom Text:

Nasonex; Albuterol inh; Singulair; Zyrtec; LuteraOther Meds:
Lab Data:
History:

NonePrex Illness:

Labs from 2006, all NL
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

287777-1

21-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Eye rolling, Muscle spasms, Mydriasis, Nausea, Pallor, Unresponsive to stimuli

 ER VISIT, NOT SERIOUS

Related reports:   287777-2

Other Vaccine
10-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0552U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3755
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Aug-2007
Vaccine Date

03-Aug-2007
Onset Date

0
Days

19-Mar-2008
Status Date

MA
State

WAES0708USA02847
Mfr Report Id

Information has been received from a health professional and emergency department chart concerning a 17 year old female student, with asthma and a history
of Atrial septal defect repair and a Electrocardiogram that was abnormal, who on 03-AUG-2007 at 10:07 am, was vaccinated IM in the right deltoid with a
second dose of Gardasil (lot # 657737/0522U). Concomitant therapy included NASONEX 2 sprays daily, albuterol, LUTERA 1 tablet daily, montelukast sodium
(MSD) and ZYRTEC daily. On 03-AUG-2007 at 10:07 am, the patient experienced eyes rolling, bilateral upper extremity spasms, syncope and was
unresponsive for less than a minute. When the episode was over her pupils were dilated, and developed pallor and nausea. The patient was transported to the
emergency department. Lab data revealed at 11:26 am the total heartbeat count 64, and the blood pressure measurement 111/53, at 12:27 pm the total
heartbeat count 73 and blood pressure measurement 118/56. The head computed axial tomography was negative. On 03-AUG-2007 the patient was
discharged and had recovered from her symptoms. Additional information is not expected.

Symptom Text:

albuterol; ZYRTEC; LUTERA; NASONEX; SINGULAIROther Meds:
Lab Data:

History:
AsthmaPrex Illness:

blood pressure 08/03/07 118/5 mmHg 12:27 pm; blood pressure 08/03/07 111/5 mmHg 11:26 am; blood pressure 08/03/07 1115/mmHg 11:14 am; head
computed axial 08/03/07 negat 12:27 pm; total heartbeat count 08/03/07 73 bpm 12:27 pm; pulse oximetr
Atrial septal defect repair; Electrocardiogram abnormal

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

287777-2

26-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Eye rolling, Muscle spasms, Mydriasis, Nausea, Pallor, Syncope, Unresponsive to stimuli

 ER VISIT, NOT SERIOUS

Related reports:   287777-1

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0522U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3756
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Jun-2007
Vaccine Date

21-Jun-2007
Onset Date

0
Days

21-Aug-2007
Status Date

SD
State Mfr Report Id

Patient complained of face feeling hot. No shortness of breath. No reaction at injection site. Vital signs normal. Note: Patient does not like needles.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

N/A
Allergy - Sulfa

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

287780-1

21-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Flushing

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
10-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0384U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3757
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Aug-2007
Vaccine Date

08-Aug-2007
Onset Date

0
Days

21-Aug-2007
Status Date

KY
State Mfr Report Id

Rash on entire body, onset 8-8-07 5 pm. Treated by pediatrician with BenadrylSymptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

287794-1

21-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash generalised

 ER VISIT, NOT SERIOUS

Other Vaccine
10-Aug-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
MNQ
TDAP

MERCK & CO. INC.
MERCK & CO. INC.
SANOFI PASTEUR
GLAXOSMITHKLINE
BIOLOGICALS

AC2B004BA
1425F
U2158AA
AC52B004AB

1
0
0
0

Right arm
Right arm
Left arm

Right arm

Intramuscular
Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 3758
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Aug-2007
Vaccine Date

08-Aug-2007
Onset Date

0
Days

21-Aug-2007
Status Date

DE
State Mfr Report Id

Pt received Gardasil #1. 10 minutes after receiving shot patient fainted. Regained consciousness within seconds. Dizzy for another 10 minutes. Blood pressure
100/70, pulse steady and regular. Pt recovered and left office 1/2 hour after fainting

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

287800-1

21-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Loss of consciousness, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
10-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 927U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3759
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Jul-2007

Vaccine Date
26-Jul-2007
Onset Date

0
Days

21-Aug-2007
Status Date

NH
State

NH0732
Mfr Report Id

After Gardasil #2, pt c/o nausea x 12 days, vomited x 4, comes and goes. Pt had office visit with doctor on 8/7/07 - given Rx for Phenergan/follow up as
needed. Pt had some nausea after Gardasil #1 for a few days.

Symptom Text:

Alesse PO qd; Metrogel; PromethazineOther Meds:
Lab Data:
History:

None notedPrex Illness:

None; given Rx for Phenergan 25mg T PO q 6 hours prn
This patient has no known allergies.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

287801-1

21-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Nausea, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
10-Aug-2007

Received Date

Nausea~HPV (Gardasil)~1~18~In PatientPrex Vax Illns:

HPV4 MERCK & CO. INC. 0524U 1 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3760
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Aug-2007
Vaccine Date

09-Aug-2007
Onset Date

0
Days

21-Aug-2007
Status Date

NV
State Mfr Report Id

She started itchy and swells of face immediately after leaving the clinic. The symptoms persist for 24 hoursSymptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
She has mental retardation and tuberous sclerosis

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

287803-1

31-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus, Swelling face

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
10-Aug-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2182AA
01A1U

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 3761
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Aug-2007
Vaccine Date

06-Aug-2007
Onset Date

0
Days

21-Aug-2007
Status Date

AZ
State Mfr Report Id

Pt fainted when leaving exam room, lasted few seconds, recovered after 15 min-juice and snack provided.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

287804-1

21-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
10-Aug-2007

Received Date

Prex Vax Illns:

TDAP

HEPA
HPV4

GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
MERCK & CO. INC.

AC521B018CA

0380
04950

4 Unknown

Unknown
Unknown

Intramuscular

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 3762
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Aug-2007
Vaccine Date

07-Aug-2007
Onset Date

0
Days

21-Aug-2007
Status Date

AZ
State Mfr Report Id

After receiving HPV #1 - pt felt faint, put head between legs - fainted, lasted 2-3 sec then okSymptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

287805-1

21-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
10-Aug-2007

Received Date

Prex Vax Illns:

TDAP

HEPA
HPV4
MMR

GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
MERCK & CO. INC.
MERCK & CO. INC.

AC52B018CA

0495U
0389U
0412U

5

0
0
1

Unknown

Unknown
Unknown
Unknown

Intramuscular

Intramuscular
Intramuscular

Subcutaneously



10 JUN 2008 06:27Report run on: Page 3763
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Aug-2007
Vaccine Date

Unknown
Onset Date Days

21-Aug-2007
Status Date

TX
State Mfr Report Id

redness and swelling of lt upper armSymptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

PCN, Sulfa

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

287806-1

21-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
10-Aug-2007

Received Date

Prex Vax Illns:

VARCEL
TDAP
MNQ
HPV4

MERCK & CO. INC.
SANOFI PASTEUR
SANOFI PASTEUR
MERCK & CO. INC.

0843U
C2759AA
U2236AA
0929U

1
0
2
0

Left arm
Right arm
Right arm
Left arm

Unknown
Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 3764
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Aug-2007
Vaccine Date

07-Aug-2007
Onset Date

0
Days

21-Aug-2007
Status Date

DE
State Mfr Report Id

Gave Tdap and soon after Gardasil close to the Tdap site. Was injecting PPD in same arm, patient developed syncope within 2-3 minutes.Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

287807-1

21-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
10-Aug-2007

Received Date

Prex Vax Illns:

TDAP

HPV4

GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

AC52B006BA

1444F

Unknown

Unknown

Unknown

Unknown



10 JUN 2008 06:27Report run on: Page 3765
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Aug-2007
Vaccine Date

10-Aug-2007
Onset Date

0
Days

15-Aug-2007
Status Date

FL
State Mfr Report Id

GARDASIL vaccine was administered (IM) to my daughter, left arm.  Prior to Gardasil, Patient had been given the Chicken Pox booster and the meningitis
(Menactra) vaccine in her right arm. Gardasil was administered and then wuickly her eyes roolled back, she passed out, and her limbs (legs and arms) started
shaking(Like a mild seizure).  The nurse said she thought patient mught be seizing and went to get Dr.  Suddenly the shaking stopped and patient sat up and
frightfully grabbed me and asked what happened. Patient felt weak and drained.  She was pale and eventually regained some color. Patient drank some water,
rested and then came home.  She has been sleeping all day. I am not sure how she will be when she wakes up.

Symptom Text:

Other Meds:
Lab Data:
History:

nonePrex Illness:

Sulphur medication allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

287821-1

25-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Convulsion, Gaze palsy, Loss of consciousness, Pallor, Somnolence, Tremor

 NO CONDITIONS, NOT SERIOUS

Related reports:   287821-2

Other Vaccine
10-Aug-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
MNQ

MERCK & CO. INC.
MERCK & CO. INC.
SANOFI PASTEUR

07794
0525U
U2393BA

1

0

Right arm
Unknown
Right arm

Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 3766
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Aug-2007
Vaccine Date

10-Aug-2007
Onset Date

0
Days

23-Aug-2007
Status Date

FL
State Mfr Report Id

Looked like a vasovagal reaction last 10 minutes was pale, weak. No loc, no sz.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

BS 96 BP 1201/90 HR 90
Sulfur

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

287821-2

04-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Pallor, Syncope vasovagal

 NO CONDITIONS, NOT SERIOUS

Related reports:   287821-1

Other Vaccine
13-Aug-2007

Received Date

Prex Vax Illns:

VARCEL
MNQ
HPV4

MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.

0523U
U2392BA
0779U

1
1
2

Left leg
Right arm
Right arm

Intramuscular
Intramuscular

Subcutaneously



10 JUN 2008 06:27Report run on: Page 3767
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Jun-2007
Vaccine Date

12-Jun-2007
Onset Date

1
Days

15-Aug-2007
Status Date

SD
State Mfr Report Id

On the day of the vaccination later that evening, she noticed she was dizzy and she felt warm like she had a fever.  On June 12th, she woke up, went to brush
her teeth and found 4-5 white sore spots/lesions on the inside of her lower lip.  She went to a doctor appointment right away that day.  Throughout the day and
over the next few days the spots got worse and spread to the all over the inside of her mouth, tongue and on the outside of her lips.  She said this lasted for 1
week.  She went to the doctor that day on June 12th.  Doctor diagnosed her with stomatitis and thrush.  She said her tongue and throat were very sore and
swollen.  She could barely talk and could not eat for 1 week.  She said that she lost 11lbs in that week.  Her doctor gave her Valtrex and that cleared up the
sore spots/lesions.  She was also given a 'cocktail' to rinse her mouth.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

287825-1

15-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Candidiasis, Diet refusal, Dizziness, Feeling hot, Oral soft tissue disorder, Pharyngeal oedema, Pharyngolaryngeal pain, Pyrexia, Skin warm, Speech disorder,
Stomatitis, Swollen tongue, Weight decreased

 ER VISIT, NOT SERIOUS

Other Vaccine
10-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0384U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3768
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Aug-2007
Vaccine Date

10-Aug-2007
Onset Date

1
Days

15-Aug-2007
Status Date

CA
State Mfr Report Id

Patient is a 16 year old female brought by mother with a blotchy, raised and red rash on her left arm around her varicella vaccine, given 8/9/2007 in this office.
The rash occurred today. Parents observations of the patient at home are normal activity, normal appetite and normal fluid intake. There is no fever, vomiting,
or diarrhea. No breathing difficulty, no fainting. 1 cm raised, round induration and 3 cm x 1 cm erythematous wheal located on right arm extending from varicella
injection

Symptom Text:

Wellbutrin XL 300mg qd, OrthoTricylcin 28 qdOther Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

287830-1

15-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site induration, Injection site urticaria, Rash macular

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
10-Aug-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

3068U
0927U

1
1

Right arm
Left arm

Subcutaneously
Intramuscular



10 JUN 2008 06:27Report run on: Page 3769
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Aug-2007
Vaccine Date

06-Aug-2007
Onset Date

0
Days

21-Aug-2007
Status Date

PA
State Mfr Report Id

Pt passed out 5-10 minutes after getting vaccinesSymptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

checked blood pressure
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

287851-1

22-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
10-Aug-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2386BA
0930U

0
0

Right arm
Right arm

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 3770
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Jun-2007
Vaccine Date

13-Jul-2007
Onset Date

35
Days

14-Aug-2007
Status Date

TX
State

WAES0708USA00750
Mfr Report Id

Information has been received from a physician concerning an 11 year old female who on 08-JUN-2007 was vaccinated with a dose of Gardasil (lot #
unknown). Concomitant secondary therapy also given on 08-JUN-2007 included VAQTA and Varivax. On 13-JUL-2007 the patient was diagnosed with "new
onset type 1 diabetes" Medical attention was sought. On an unspecified date, at a follow-up visit, it was reported that after receiving Gardasil the physician
determined this diagnosis. It was reported that at the follow-up visit the patient lost 12 pounds, was lethargic and was urinating frequently. On an unspecified
date the patient had a blood glucose test performed and the results had a sugar reading of 977. At the time of reporting the patient had not recovered. Diabetic
was considered to be disabling. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

blood glucose - 977
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

287885-1 (S)

14-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Diabetes mellitus insulin-dependent, Lethargy, Pollakiuria, Weight decreased

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Other Vaccine
13-Aug-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
HEPA

MERCK & CO. INC.
MERCK & CO. INC.
MERCK & CO. INC.

NULL
NULL
NULL

Unknown
Unknown
Unknown

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 3771
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Nov-2006
Vaccine Date

01-Nov-2006
Onset Date

0
Days

14-Aug-2007
Status Date

CA
State

WAES0708USA00707
Mfr Report Id

Information has been received from a physician's wife concerning a 16 year old female who in November 2006, was vaccinated with a first dose of Gardasil.
Concomitant therapy included influenza virus vaccine (unspecified). Ten minutes after receiving the vaccination, the patient experienced a one minute seizure.
The patient was sent to the emergency room and diagnosed with seizure disorder. Subsequently, the patient recovered from the seizure. She has since had a
second and third dose of Gardasil and did not experience any seizure activities after those doses. Upon internal review, seizure disorder was considered to be
an other important medical event. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

287886-1

14-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Aug-2007

Received Date

Prex Vax Illns:

HPV4
FLU

MERCK & CO. INC.
UNKNOWN MANUFACTURER

NULL
NULL

0 Unknown
Unknown

Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Apr-2007
Vaccine Date

16-Apr-2007
Onset Date

0
Days

14-Aug-2007
Status Date

TX
State

WAES0708USA00643
Mfr Report Id

Information has been received from a registered nurse, via a company representative, concerning a non-pregnant, 18 year old female patient, who on 16-APR-
2007 was vaccinated IM, with the first dose, 0.5ml, of Gardasil (Lot # not provided). On 16-APR-2007, "shortly after being administered the vaccine" the patient
had an anaphylactic reaction, described as, she developed hives down both arms but did not have difficulty breathing; she also passed out. Treatment included
Benadryl, and oxygen, and the patient was observed in the office for a "short time" and then went home. The patient then fully recovered (duration not
reported). The nurse considered anaphylactic reaction and "passing out" to be serious, as life-threatening and as an important medical event. No further
information is expected.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

287887-1 (S)

14-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anaphylactic reaction, Loss of consciousness, Urticaria

 LIFE THREATENING, SERIOUS

Other Vaccine
13-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3773
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-May-2007
Vaccine Date

23-May-2007
Onset Date

2
Days

14-Aug-2007
Status Date

--
State

WAES0708USA00407
Mfr Report Id

Information has been received from a nurse practitioner concerning a 22 year old female patient with no pertinent medical history or drug allergies who on 21-
MAY-2007, was vaccinated IM with a 0.5ml dose of Gardasil (Lot# 657736/0389U). Concomitant therapy included hormonal contraceptives (unspecified)
("MERCET"). On 23-MAY-2007, the patient died suddenly. The cause of death was unknown. Unspecified medical attention was sought. Laboratory diagnostic
studies included an autopsy which showed no findings. No product quality complaint was involved. The reporter stated that Gardasil did not cause the patient's
death. Additional information is not expected.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

autopsy - no findings
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

287888-1 (D)

14-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Death

 DIED, ER VISIT, SERIOUS

Other Vaccine
13-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0389U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3774
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Mar-2007
Vaccine Date

09-Apr-2007
Onset Date

31
Days

14-Aug-2007
Status Date

--
State

WAES0708USA00308
Mfr Report Id

Information has been received from an investigator from GLAXOSMITHKLINE (GSK) BIOLOGICS (manufacturer control # B0465767A) regarding a 24 year old
female with bipolar disorder, depression, oedema hands and feet, hypertension, sore throat, hypothyroidism and viral infection with a history of 1 pre-term
pregnancy and with a normal birth who entered a GSK clinical sponsored trial. On 09-MAR-2007 the patient was vaccinated IM with a first dose of Gardasil.
Concomitant therapy included Ortho Tri-Cyclen, venlafaxine HCl, spironolactone, levothyroxine Na, carbamazepine, ibuprofen, diuretic (unspecified) and
amoxicillin. On 09-APR-2007, a pregnancy test was positive. Her LMP was on 04-MAR-2007 and Ortho Tri-Cyclen, was used for contraception until 16-MAR-
2007. On 01-MAY-2007 the patient experienced spontaneous abortion at 8.2 weeks of pregnancy. She was hospitalized for 2 days and the event was
considered clinically significant. She was treated with dilation and curettage and the event resolved on 01-MAY-2007. It was noted that her partner had no
abnormal medical or family history. The investigator considered that there was a reasonable possibility that the spontaneous abortion may have been caused
by Gardasil because the patient received the injection within 30 days of the pregnancy. The patient was withdrawn from the study due to the spontaneous
abortion and subsequent study administration discontinued. No further information is available.

Symptom Text:

amoxicillin, carbamazepine, diuretic (unspecified), ORTHO TRI-CYCLEN, ibuprofen, levothyroxine sodium, spironolactone, venlafaxine hydrochlorideOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 3/4/2007); Bipolar disorder; Depression; Oedema hands; Foot oedema; Hypertension; Sore throat; HypothyroidiPrex Illness:

beta-human chorionic 04/09/07 posit
Early onset of delivery

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

287889-1 (S)

14-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy, Uterine dilation and curettage

 HOSPITALIZED, SERIOUS

Other Vaccine
13-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3775
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jul-2007

Vaccine Date
01-Jul-2007
Onset Date

0
Days

14-Aug-2007
Status Date

FR
State

WAES0708AUS00032
Mfr Report Id

Information has been received from a physician via CSL as part of a business agreement (manufacturer's report number: GARD 2007 07 31 002) concerning a
20 year old female with drug hypersensitivity to salicylates and a history of respiratory arrest following codeine and morphine, and urticaria following Fentanyl.
In July 2007 the patient was vaccinated with Gardasil (Lot No. 655742/0138U, Batch No. J0801, Expiry date 07-AUG-2009). In July 2007 ("last week" of 19 - 25
in July 2007), after administration of Gardasil, she developed anaphylactic shock requiring 0.6 mg of adrenaline and hydrocortisone intravenously. An
ambulance was called and she was administered oxygen and given further 0.5 mg of adrenaline on the way to the hospital. The patient stayed in the accident
and emergency department for approximately 6 hours and was discharged. She consulted a physician and was on therapy with prednisone 50 mg for 2 days.
At the time of reporting on 31-JUL-2007, the patient had enormous glands on the side of Gardasil administration and the muscle at the injection site felt firm
and tight. Upon internal review, anaphylactic shock was considered to be an other important medical event. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Drug hypersensitivityPrex Illness:

Unknown
Respiratory arrest; Urticaria

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

287890-1

14-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anaphylactic shock, Injection site induration, Injection site reaction, Lymphadenopathy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
13-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0138U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3776
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Aug-2007
Vaccine Date

07-Aug-2007
Onset Date

1
Days

22-Aug-2007
Status Date

IN
State Mfr Report Id

Reported by mother - patient not seen. Hives all over a little more than 24 hours after vaccine given. Treated with Benadryl.Symptom Text:

Albuterol inhaler PRN; Singulair 10mg dailyOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None (Asthma)

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

287918-1

22-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
13-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0389U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3777
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Jun-2007
Vaccine Date

30-Jun-2007
Onset Date

1
Days

22-Aug-2007
Status Date

MA
State Mfr Report Id

Afebrile. "Pimple" on face 2 days after Gardasil vaccine. "Pimply" rash all over back 2 days after Gardasil vaccine. Itchy mostly at night, rash lasted 3 days. Pt
not seen here. Reported verbally by mom.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

N/A
NKDA or NKA

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

287920-1

22-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Acne, Pruritus, Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
13-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0523U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3778
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jul-2007

Vaccine Date
18-Jul-2007
Onset Date

0
Days

21-Aug-2007
Status Date

VA
State Mfr Report Id

Pyrexia - headache, temperature flux - persisted approximately 36 hours - Ibuprofen, fatigue and insomnia - persisted approximately 20 hours. Neck and back
pain - persisted 48 + hours, myalgia - persisted approximately 40 hours. Abdominal and pelvic cramping, diarrhea, nausea w/o emesis - persisted
approximately 12 hrs - treated with pepto Bismol, vertigo - persisted approximately 6 hours.

Symptom Text:

Ortho Tri-Cyclen Lo, multivitaminOther Meds:
Lab Data:
History:

NonePrex Illness:

None
Allergy to Cefaclor

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

287923-1

22-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Back pain, Body temperature fluctuation, Diarrhoea, Fatigue, Headache, Insomnia, Myalgia, Nausea, Neck pain, Pyrexia, Vertigo

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
13-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0187U 2 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3779
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Aug-2007
Vaccine Date

07-Aug-2007
Onset Date

0
Days

22-Aug-2007
Status Date

MA
State Mfr Report Id

About 5 minutes after receiving vaccine, pt complained on itchy throat and tig of throat. Benadryl 50mg liquid given.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
Food allergies

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

287929-1

22-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Throat irritation, Throat tightness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
13-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0930Y 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3780
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
31-Jul-2007

Vaccine Date
31-Jul-2007
Onset Date

0
Days

21-Aug-2007
Status Date

--
State Mfr Report Id

Within 2 minutes of administration patient c/o being "sick" and collapsed was unresponsive x app. 1 minute and had rigidity of extremities, shook and cried out
as she regained consciousness. Will follow up with cardiologist and neuro eval.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

287932-1

22-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Crying, Malaise, Muscle rigidity, Syncope, Tremor, Unresponsive to stimuli

 NO CONDITIONS, NOT SERIOUS

Related reports:   287932-2

Other Vaccine
13-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 09274 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 3781
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Jul-2007

Vaccine Date
31-Jul-2007
Onset Date

0
Days

22-Aug-2007
Status Date

NJ
State Mfr Report Id

Was given Menactra and Gardasil. Said she felt a lot of pain after the vaccinations in her arm. On the way out of the office (about 5-10 min after vaccination) pt
fainted and had tonic clonic movements that lasted a few seconds. Upon wakening she was cool, clammy, pale. Vital signs were stable, O2 sat 98% RA. After
resting for about 15 minutes, the pt was sent home.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

N/A
None; parent reports that one tends to faint with intense pain.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

287932-2

22-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cold sweat, Pain in extremity, Pallor, Syncope, Tonic clonic movements

 NO CONDITIONS, NOT SERIOUS

Related reports:   287932-1

Other Vaccine
13-Aug-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

92378BA
092743

0
0

Right arm
Left arm

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 3782
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Jul-2007

Vaccine Date
31-Jul-2007
Onset Date

0
Days

22-Aug-2007
Status Date

LA
State Mfr Report Id

Syncope following vaccine administration. Sustained head injury, broken teethSymptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Head CT
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

287933-1

22-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Head injury, Injury, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
13-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0930U 1 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3783
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Aug-2007
Vaccine Date

06-Aug-2007
Onset Date

0
Days

22-Aug-2007
Status Date

NC
State Mfr Report Id

After 2nd shot - patient slumped to side, eyes rolled back - and after laying her back on table had seizure-like spasm < 5 sec. Called doctor - patient was
laughing and left shortly after that. Checked vitals and was ok.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

287934-1

22-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Gaze palsy, Muscle spasms

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
13-Aug-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2377BA
0525U

0
0

Right arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 3784
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Aug-2007
Vaccine Date

08-Aug-2007
Onset Date

0
Days

22-Aug-2007
Status Date

TX
State Mfr Report Id

3 vaccines to give: Tdap given left deltoid - no problems; HPV given right deltoid - complained of pain; Menactra needle inserted no given patient immediately
passed out, posturing behavior, pale, unable to wake up patient for about 5 seconds. Pt seemed groggy but stable.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Duane syndrome; Seizures in park

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

287941-1

22-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness, Pain, Pallor, Posturing, Somnolence, Unresponsive to stimuli

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
13-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0524U 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3785
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jun-2007
Vaccine Date

19-Jun-2007
Onset Date

1
Days

23-Aug-2007
Status Date

CA
State Mfr Report Id

Inj given 6/18/07. 6/19/07, at school pt noted large hot, red lump on back of right arm. Saw MD, gave Benadryl cream and ice. Resolved completely in 1 week.Symptom Text:

ClaritinOther Meds:
Lab Data:
History:

NonePrex Illness:

None
Hay fever, cat allergy, metal (nickel) allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

287943-1

23-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Mass, Skin warm

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Aug-2007

Received Date

Increased fever~DTaP (no brand name)~3~1~In SiblingPrex Vax Illns:

VARCEL
MNQ
HPV4

MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.

0600U
U2114AA
0522U

1
0
0

Right arm
Right arm
Left arm

Subcutaneously
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 3786
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Jul-2007

Vaccine Date
31-Jul-2007
Onset Date

0
Days

23-Aug-2007
Status Date

CT
State Mfr Report Id

Stated by mother child fainted in office was lethargic and vomited at home x 1 x 24 hours.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
Faints easily noted on chart

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

287946-1

23-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Lethargy, Syncope, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
13-Aug-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2367AA
0525U

0
0

Left arm
Right arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 3787
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Aug-2007
Vaccine Date

08-Aug-2007
Onset Date

0
Days

23-Aug-2007
Status Date

NC
State Mfr Report Id

PT RECEIVED HEPATITIS A, MENACTRA, GARDISIL, AND VARIVAX VACCINES ON 8/8/07. PT SEEN IN OFFICE ON 8/10/07 FOR REACTION ON LEFT
ARM. GARDISIL AND VARIVAX WERE GIVEN IN THE LEFT ARM. AREA OF VARIVAX INJECTION WARM, RED, AND SWOLLEN. NO VESICLES, NO
FEVER. LATERAL SURFACE OF LEFT ARM WITH 4CM X 3CM AREA OF ERYTHEMA, WHICH WAS RESOLVING AFTER APPLICATION OF COLD PACK
X10 MINUTES. PT RXED ZYRTEC 10MG PO QHS X5-7 DAYS AND LOCOID LIPOCREAM TO BE APPLIED BID UNTIL AREA OF ERYTHEMA RESOLVED,
TO USE ICE PACKS PRN.

Symptom Text:

YAZ ORAL CONTRACEPTIVES STARTED 8/8/07Other Meds:
Lab Data:
History:

NONEPrex Illness:

NONE
PRIMARY DYSMENORRHEA

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

287950-1

23-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cold compress therapy, Injection site erythema, Injection site swelling, Injection site warmth

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Aug-2007

Received Date

Prex Vax Illns:

VARCEL
MNQ
HPV4
HEPA

MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

0842U
U2377BA
0802U
AHAVB163AB

1
0
0
0

Left arm
Right arm
Left arm

Right arm

Subcutaneously
Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 3788
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-May-2007
Vaccine Date

16-May-2007
Onset Date

1
Days

23-Aug-2007
Status Date

AZ
State

AZ0710
Mfr Report Id

Nausea and Dizziness today (next day after shots)Symptom Text:

noneOther Meds:
Lab Data:
History:

NoPrex Illness:

No

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

287954-1

23-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
13-Aug-2007

Received Date

Prex Vax Illns:

VARCEL
HEPA
TDAP

HPV4
MNQ

MERCK & CO. INC.
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
SANOFI PASTEUR

0172U
0249U
AC52B012AA

1425F
U2222AA

1
0
0

0
5

Left arm
Left arm
Left arm

Right arm
Right arm

Subcutaneously
Intramuscular
Intramuscular

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 3789
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Jun-2007
Vaccine Date

27-Jun-2007
Onset Date

2
Days

23-Aug-2007
Status Date

IN
State Mfr Report Id

Client started with blister in vaginal area which developed into 4 blisters x 2 days. developed fever 101.07 stomachache rash on trunk looked blistery behind
ears and knees. Client given Valtrex symptoms lasted 5-7 days sores dried up scabbed over. hot flashes noted.

Symptom Text:

ClarinexOther Meds:
Lab Data:
History:

NoPrex Illness:

Vaginal Cultures- HSV  Negative Result
Env Allergies

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

287962-1

23-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain upper, Blister, Hot flush, Pyrexia, Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Aug-2007

Received Date

Prex Vax Illns:

TDAP

MNQ
HEPA

HPV4

GLAXOSMITHKLINE
BIOLOGICALS
SANOFI PASTEUR
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

AC 52B014BA

U2142AA
172AA

0389U

0

0
0

0

Right arm

Left arm
Left arm

Left arm

Intramuscular

Intramuscular
Intramuscular

Intramuscular



10 JUN 2008 06:27Report run on: Page 3790
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Feb-2007
Vaccine Date

05-Mar-2007
Onset Date

6
Days

15-Aug-2007
Status Date

CA
State Mfr Report Id

Within one week she became very depressed. By April her depression weas so severe she missed about 10 days of school.  She had sadness, anhedonia, no
motivation, fatigue, low self esteem, hopelessn, helpless, overwhelmed and some suicidal ideation without plan.  She began therapy with psychologist and
symptoms improved significantly.  She received a 2nd injection of Gardasil onMay 25, 2007.  On the very same night she began crying, yelling, became very
depressed and had recurrence of suicidal ideation.  She denies ever having an actual plan or intention but did have fantasies of dying.  All her other symptoms
of depression also returned..  She also developed a lot of anxiety and concerns and worries about her future.  She was evaluated by me, her psychiatrist on
07/19/07.  She started Lexapro 5mg and her symptoms significantly improved. 8/21/07-records received from consultant for DOS 7/19-8/7/07-one week after
vaccine administration C/O depressed. In April missed 10 days of school started therapy. after 2nd vaccine 5/25/07-her behavior angry and within weeks
depressed mood again. Positive anxiety regarding college, being away from home and live in a dorm. General worries about how people judge her. Best friend
going away. Does not like working. No energy, irritable.DX: R/O depression secondary to gardasil vaccination. R/O Anxiety. Visit on 7/28/07 significant
improved mood. REmains nervous about starting college.

Symptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

07/21/07 CBC, complete metabolic panel, thyroid function tests, aluminum levels all within normal levels.
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

287970-1 (S)

27-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Activities of daily living impaired, Anger, Anhedonia, Anxiety, Apathy, Crying, Depressed mood, Depression, Fatigue, Screaming, Self esteem decreased,
Suicidal ideation

 LIFE THREATENING, SERIOUS

Other Vaccine
13-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0688F 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3791
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Feb-2007
Vaccine Date

09-May-2007
Onset Date

83
Days

15-Aug-2007
Status Date

MA
State

WAES0708USA00964
Mfr Report Id

Information has been received from a physician concerning a female who on 15-FEB-2007 was vaccinated IM with a 0.5 ml dose of Gardasil (lot #
653736/0868F). On 09-MAY-2007 the patient developed weakness and paresthesia of the upper and lower extremities. The patient was hospitalized from 09-
MAY-2007 to 14-MAY-2007. The diagnosis was determined to be transverse myelitis. Details of the hospitalization and treatment were not available. The
physician reported that the patient had required additional hospitalization but the details were not available. At the time of the report, the patient's transverse
myelitis persisted. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

288024-1 (S)

15-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Muscular weakness, Myelitis transverse, Paraesthesia

 ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, SERIOUS

Other Vaccine
14-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0868F Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3792
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Jul-2007

Vaccine Date
24-Jul-2007
Onset Date

0
Days

15-Aug-2007
Status Date

MD
State

WAES0708USA01340
Mfr Report Id

Information has been received from a registered nurse, concerning a 24 year old female patient, who on 22-MAY-2007 was vaccinated IM, with the first dose,
0.5ml, of Gardasil (Lot # 657621/0387U), and on 24-JUL-2007 was vaccinated IM, with the second dose, 0.5ml, of Gardasil (Lot # 658094/0524U). There was
no concomitant medication. On 24-JUL-2007, about two hours after the vaccination, the patient experienced numbness in her left cheek and "slight tightening
of her throat." She was instructed to take Benadryl, 50mg, and the symptoms resolved (duration not specified). The reporting nurse considered one or both of
the events to be serious as an other important medical event, as intervention to prevent serious criteria was required. Additional information has been
requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

288025-1

15-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia facial, Throat tightness

 ER VISIT, NOT SERIOUS

Other Vaccine
14-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0524U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3793
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Jul-2007

Vaccine Date
07-Jul-2007
Onset Date

2
Days

15-Aug-2007
Status Date

FR
State

WAES0708USA01385
Mfr Report Id

Information has been received from a health authority concerning a 22 year old female, with no pertinent medical history, who on 05-JUL-2007 was vaccinated
with a first dose of Gardasil. On 07-JUL-2007 the patient experienced retrobulbar neuritis and was hospitalized on an unspecified date. As of 13-JUL-2007, the
patient had not recovered. No further information is available. File is closed. Other business partner numbers include E2007-05171 and PEI2007007376.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

288026-1 (S)

15-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Optic neuritis retrobulbar

 HOSPITALIZED, SERIOUS

Other Vaccine
14-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3794
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Dec-2006
Vaccine Date

05-Dec-2006
Onset Date

0
Days

15-Aug-2007
Status Date

NY
State

WAES0704USA05856
Mfr Report Id

Information has been received from a registered nurse for the Pregnancy Registry for Gardasil concerning a 13 year old female with no pertinent medical
history and no previous pregnancies. There is a family history of asthma and eczema on the mothers side and adult onset diabetes on the maternal
grandmother's side. On 05-DEC-2006, the patient was vaccinated with first dose of Gardasil (lot # 654540/1262F) 0.5 ml IM. There was no concomitant
medication. After the first dose of vaccine, it was determined that the patient was pregnant. She had a physical exam on 05-DEC-2006 and was diagnosed with
abdominal fullness. She told the physician at the time of the examination that she currently had her menses. The patient was examined again in January 2007
for a sick visit and was sent for an abdominal ultrasound which showed she was 28 weeks pregnant and all structures within normal limits. Estimated last
menstrual period was on approximately 30-JUN-2006 and her estimated date of delivery was 08-MAR-2007. On 30-MAR-2007, the patient gave birth to a
healthy baby normal vaginal delivery without any complications. The baby was examined for 1 month check up and was healthy. On 24-APR-2007, the patient
was administered her second dose of Gardasil (lot # not reported). No further information was available at the time of reporting. Follow-up information was
received from the registered nurse. Information from medical records revealed: A female full term normal infant was born on 30-MAR-2007. Weight 6 pounds
and 14 ounces, length 20.5 inches. No congenital anomalies or other complications. Bilirubin 5.4 prior to discharge. Passed the hearing test. Discharge weight
6 pounds 9 ounces. The infant was seen on 03-APR-2007 for new born evaluation. Baby is breast feeding. Has mild jaundice, slight decrease in weight since
discharge. Having yellow seedy bowel movements. Coombs test negative. Plan breastfeed more. Evaluated on 04-APR-2007 as follow-up. Excellent weight
gain (7 pounds, gained 8 ounces), excellent breast feeding, and less j

Symptom Text:

Other Meds:
Lab Data:

History:
Pregnancy NOS (LMP = 6/30/2006)Prex Illness:

abdominal ultrasound 01/12/07 - 28 weeks pregnant, Apgar score 03/30/07 8 - baby: at 1 minute and 5 minutes, direct antiglobulin 03/30/07 - baby: negative,
Rapid plasma reagin 03/30/07 - mother: non-reactive, serum rubella IgG 03/30/07 - mo

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

288027-1 (S)

15-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal distension, Abscess, Constipation, Drug exposure during pregnancy, Furuncle, Jaundice, Rash vesicular, Seborrhoeic dermatitis, Staphylococcal
skin infection, Weight decreased

 ER VISIT, EXTENDED HOSPITAL STAY, SERIOUS

Other Vaccine
14-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1162F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3795
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Aug-2007
Vaccine Date

08-Aug-2007
Onset Date

0
Days

23-Aug-2007
Status Date

PA
State Mfr Report Id

Pt. received varicella iz first then Gardasil in other arm . immediately said "feel dizzy" then laid pt. down on table. Pt. has a vasovagal event. No true syncope.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

BP 80/54, 90/56; HR 40s; and P to 60s

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

288050-1

23-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Immediate post-injection reaction, Syncope vasovagal

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-Aug-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

0855U
0927U

1
0

Right arm
Left arm

Subcutaneously
Intramuscular



10 JUN 2008 06:27Report run on: Page 3796
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Aug-2007
Vaccine Date

07-Aug-2007
Onset Date

0
Days

22-Aug-2007
Status Date

NJ
State Mfr Report Id

Syncopy. Fainting attack after 5-10 min of Menactra and Gardasil vaccinationSymptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

288053-1

22-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
12-Aug-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2327AA
0802U

Unknown
Unknown

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 3797
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Jul-2007

Vaccine Date
20-Jul-2007
Onset Date

0
Days

23-Aug-2007
Status Date

KS
State Mfr Report Id

After receiving vaccinations, pt. left exam room and had a momentary LOC noted. Became pale and pruritic. Taken to exam room to rest with a cook rag. O2
sats 98% on RA, P 66, BP 84/60, BS 103. Did have lunch, but stated felt lightheaded after shots. After eval. her color returned and she was feeling much
better. After several minutes was able to sit up with feet dangling. Left with Mom, ambulating on own.

Symptom Text:

Albuterol inj. PRNOther Meds:
Lab Data:
History:

NonePrex Illness:

Vital signs

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

288054-1

23-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Loss of consciousness, Pallor, Pruritus

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-Aug-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
MNQ

MERCK & CO. INC.
MERCK & CO. INC.
SANOFI PASTEUR

04592U
0524U
U2328AA

1
0
0

Left arm
Right arm
Left arm

Subcutaneously
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 3798
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Jul-2007

Vaccine Date
30-Jul-2007
Onset Date

0
Days

23-Aug-2007
Status Date

KS
State Mfr Report Id

After patient received Gardasil vaccine, she proceeded out to the waiting area. She then became lightheaded and LOC. Instantly she regained consciousness
and was diaphoretic and pale. She was able to get up and sit in a chair. Then walked back to a exam room, where she laid down. Given water and cool rag.
After physician eval., she had received her color back. Vitals WNL. Able to dangle legs w/o probs. Able to ambulate out of office.

Symptom Text:

Ortho Tri-Cyclen LOOther Meds:
Lab Data:
History:

N/APrex Illness:

N/A

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

288056-1

23-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Hyperhidrosis, Loss of consciousness, Pallor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-Aug-2007

Received Date

Syncope~Tdap (Boostrix)~6~12~In SiblingPrex Vax Illns:

HPV4 MERCK & CO. INC. 0802U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3799
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Jul-2007

Vaccine Date
17-Jul-2007
Onset Date

1
Days

23-Aug-2007
Status Date

TX
State Mfr Report Id

Knot, fever in left armSymptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

CBC

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

288061-1

23-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pyrexia, Skin nodule

 ER VISIT, NOT SERIOUS

Other Vaccine
14-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0522U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3800
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Aug-2007
Vaccine Date

07-Aug-2007
Onset Date

1
Days

23-Aug-2007
Status Date

MN
State Mfr Report Id

Left arm at site of injection red/tender. Most c/w allergic rx., not infection. No systemic symptoms.Symptom Text:

Other Meds:
Lab Data:
History:

NoPrex Illness:

N/A

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

288062-1

23-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypersensitivity, Injection site erythema, Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-Aug-2007

Received Date

Prex Vax Illns:

VARCEL
TDAP

MNQ
HPV4

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
SANOFI PASTEUR
MERCK & CO. INC.

0779U
A052B016BA

62370AA
0520U

1
5

0
0

Left arm
Left arm

Right arm
Right arm

Subcutaneously
Intramuscular

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 3801
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Aug-2007
Vaccine Date

09-Aug-2007
Onset Date

0
Days

23-Aug-2007
Status Date

MI
State Mfr Report Id

Client reports pain in arm then loss of hearing, then became hot and faint. Brief loss of consciousness. Client was given ice and told to lie down. Given orange
juice to drink. Client recovered with time.

Symptom Text:

Other Meds:
Lab Data:
History:

None knownPrex Illness:

None
None known

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

288064-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Deafness, Loss of consciousness, Pain in extremity, Skin warm, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-Aug-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2226AA
1208F

0
0

Right arm
Right arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 3802
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Aug-2007
Vaccine Date

09-Aug-2007
Onset Date

0
Days

23-Aug-2007
Status Date

WI
State Mfr Report Id

Patient had brief LOC for about 15 seconds within 1-2 minutes after receiving vaccine. Obtain vitals - normal. On way home, pt. vomited x1, per mom. Later in
day doing well, back to normal.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

288068-1

23-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Loss of consciousness, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1426E 2 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 3803
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Aug-2007
Vaccine Date

03-Aug-2007
Onset Date

0
Days

23-Aug-2007
Status Date

NJ
State Mfr Report Id

Shortly after having received the vaccines, the patient fainted face down in my office and struck her chin and sustained a laceration on her chin which required
sutures.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Dextrostick in ED was normal
allergic to penicillin-hives

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

288073-1

24-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Face injury, Laceration, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
14-Aug-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
U2383BA

0
0

Left arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 3804
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Aug-2007
Vaccine Date

07-Aug-2007
Onset Date

0
Days

24-Aug-2007
Status Date

MI
State Mfr Report Id

Pt experienced lethargy, dizzines on day of vaccine administration then fever of 102, then generalized body aches, Right axillary tenderness, continued lethargy
for 4 days

Symptom Text:

OrthtricyclinOther Meds:
Lab Data:
History:
Prex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

288082-1

24-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Lethargy, Pain, Pyrexia, Tenderness

 ER VISIT, NOT SERIOUS

Other Vaccine
14-Aug-2007

Received Date

Prex Vax Illns:

TDAP
HPV4
MNQ

SANOFI PASTEUR
MERCK & CO. INC.
SANOFI PASTEUR

C2771AA
0930U
U2378BA

0
0
0

Right arm
Left arm

Right arm

Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 3805
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Aug-2007
Vaccine Date

14-Aug-2007
Onset Date

0
Days

24-Aug-2007
Status Date

CA
State Mfr Report Id

Nausea and Vomiting and Diarrhea within one hour of vaccine administration. >5 episodes of vomiting and 6-7 episodes of diarrhea.Symptom Text:

Birth Control PillOther Meds:
Lab Data:
History:

nonePrex Illness:

CBC with WBC 15.1 and electrolytes normal.
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

288093-1

24-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Diarrhoea, Nausea, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
14-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. INFO N/A 1 Left arm Subcutaneously



10 JUN 2008 06:27Report run on: Page 3806
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Aug-2007
Vaccine Date

15-Aug-2007
Onset Date

1
Days

24-Aug-2007
Status Date

MA
State Mfr Report Id

Swelling and numbness 3rd and 4th fingers - ipsilateral to injection site. Occurred 12-17 hrs after injection and progressingSymptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

288146-1

27-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Oedema peripheral

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Aug-2007

Received Date

Prex Vax Illns:

TDAP
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

C2775AA
1426F

0
0

Right arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 3807
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Jul-2007

Vaccine Date
26-Jul-2007
Onset Date

3
Days

24-Aug-2007
Status Date

CT
State Mfr Report Id

2 1/2 cm tender induration on left arm at Varivax site 2 days after administration. No Rx required, resolved spontaneously. No systemic symptoms.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

288149-1

27-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site induration

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Aug-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

07224
0524U

1 Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 3808
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Aug-2007
Vaccine Date

15-Aug-2007
Onset Date

0
Days

24-Aug-2007
Status Date

VT
State Mfr Report Id

I gave HPV first in LA and patient was standing and appeared fine. I then gave the Menactra vaccine in the RA and patient immediately fainted and body
stiffened for less than one minute. She then quickly reoriented and stood up and she was fine. Had two dizzy spells while sitting down, but they resolved w/ her
head b/w legs. Monitored pt x2: 1st laying then sitting, then standing.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

288150-1

27-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Immediate post-injection reaction, Musculoskeletal stiffness, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Aug-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2234AA
0680U

0
0

Right arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 3809
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Aug-2007
Vaccine Date

09-Aug-2007
Onset Date

0
Days

24-Aug-2007
Status Date

WI
State Mfr Report Id

Syncope within 1 minute of receiving Varivax and Gardasil-HR decreased to 60, BP dropped to 90/50-patient slumped over-patient back to normal approx 25
minutes later

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

288157-1

24-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure decreased, Heart rate decreased, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Aug-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

0336
0181U

1
0

Right arm
Right arm

Subcutaneously
Intramuscular



10 JUN 2008 06:27Report run on: Page 3810
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Aug-2007
Vaccine Date

15-Aug-2007
Onset Date

1
Days

24-Aug-2007
Status Date

VI
State Mfr Report Id

mother called morning after vaccines.  child c/o abdominal pain, nausea and vomiting.  no fever. no diarrhea. no other symptoms.  09/04/2007 MR received for
DOS 8/16-20/2007.  Pt presented with 2 day hx of abdominal pain, nausea, vomiting. Upon PE a large protuberant mass was noted in her abdomen. (+)
tenderness. Pt taken to OR for Exploratory Lap with L salpingo-oophorectomy for a hemorrhagic ovarian mass and necrosed Fallopian tube. Post-op course
complicated by severe anemia.  Transfused with   2 units PRBCs. Discharge DX:  Left ovarian mass.

Symptom Text:

noneOther Meds:
Lab Data:

History:
nonePrex Illness:

Labs and Diagnsotics:  Abdominal US showed a large (7-8cm) solid, heterogenic mass in the pelvis and mid-abdomen. CT abdomen (+) possible ovarian or
mesentaric mass. (+) ascities.  CBC with WBCs of 15.5 on admission. H&H dropped to 6.4 and
none. PMH: none. LMP 3 weeks ago. NKDA.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

288164-1

11-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal mass, Abdominal pain, Abdominal tenderness, Anaemia, Blood product transfusion, Explorative laparotomy, Fallopian tube disorder, Nausea,
Ovarian mass, Salpingo-oophorectomy unilateral, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Aug-2007

Received Date

Prex Vax Illns:

TDAP

HPV4
MNQ

GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
SANOFI PASTEUR

AC52B016BA

0245U
U2157BA

5

0
0

Right arm

Left arm
Left arm

Intramuscular

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Aug-2007
Vaccine Date

09-Aug-2007
Onset Date

0
Days

24-Aug-2007
Status Date

ID
State Mfr Report Id

Patient was given HPV vaccine and within 30 seconds had a syncopal episode lasting 30 secinds. Her arms and legs became rigid and eyed dilated.
Recovered quickly. Treatment was application of cool compresses to forehead and neck. Patient had not eaten much that day. B/P was94/66 prior to
administration

Symptom Text:

noneOther Meds:
Lab Data:
History:

none knownPrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

288168-1

24-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Muscle rigidity, Mydriasis, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0929U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3812
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Jul-2007

Vaccine Date
11-Jul-2007
Onset Date

5
Days

20-Aug-2007
Status Date

TN
State Mfr Report Id

developed serum sickness with arthralgias, urticaria, and angioedema of eyes and lips, high CRP during hospitalization (CRP = 7.9).  Received Gardasil on
7/6/07, 5 days before her symptoms began.  Hospitalization lasted 5 days for refractory pain from arthralgias.  Did not have fever.  Urticaria were refractory and
lasted for several days after her hospitalization.  Of potential confouding interest, she had also recently received keflex (finished a few days prior to when her
symptoms began) 8/16/07-records received for DOS-8/9/07-clinic visit after hospitalization for uticaria, angioedema and pain secondary to arthralgias. 7/11/07-
began having mild arthralgias in hands and feet followed by urticarial rash head to toe and angioedema of her eyes and lips. Sensation of throat swelling. Two
days later after steroid treatment admitted to hospital with worsening arthralgias for pain control.  Impression chronic idiopathic urticaria with angioedema.
8/22/07records received for DOS 7/13/07-7/17/07-DC DX: Allergic reaction. Episode 3 days ago of urticaria, extreme arthralgias accompanied by angioedema
of face lip and tongue. Generalized itching was severe and generalized rash.

Symptom Text:

1. recently completed course of keflex for parotitis (Mumps IgM titers were negative, amitriptyline 25 mg QHS (IBS symptoms),  seasonale (OCP)Other Meds:
Lab Data:

History:

had already recovered from episode of parotitisPrex Illness:

Labs from the above hospitalization included CBC (WBC 12.8, hct 39.7, plt 281), BMP (Na 138, K 3.9, Cl 108, HCO3 26, BUN 8, Cr 0.7), LFT's(essentially
normal), ESR 16, and CRP 7.9, and UA (normal).  Blood cultures normal x 2. 8/16/07-recor
history of idiopathic chronic urticaria 8/16/07- PMH: 1st episode of urticaria at 18months of age and several subsequent episodes but less frequent. Mild hives
2003. Chronic sinus infections. Frequent pharyngitis  and has had up to 4 rounds of antibiotics per year. Parotitis times 2 this summer with negative mumps,
IgM titers and poisitve IgG titers. Usually her episodes of angioe

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

288173-1 (S)

26-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Angioedema, Arthralgia, Hypersensitivity, Idiopathic urticaria, Pain, Pharyngeal oedema, Serum sickness, Urticaria

 HOSPITALIZED, SERIOUS

Other Vaccine
15-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. UNKNOWN 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3813
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Jun-2007
Vaccine Date

04-Jun-2007
Onset Date

0
Days

17-Aug-2007
Status Date

FR
State

WAES0708USA00836
Mfr Report Id

Information has been received from a physician concerning a 15 year old female patient with no medical history who on 04-JUN-2007, was vaccinated IM into
the upper arm with a first dose of Gardasil (Lot# 654884/0902F; Batch# NE24240). During the injection, the patient complained of pain at the injection site. It
was reported that the doctor who already administered almost the full dose, aspirated once more and at this time, she saw blood in the syringe. She was not
sure whether the vaccine possibly was administered intravenously. The injection was stopped and the patient was fine again. A few days later, the patient
experienced a therapy resistant headache. As the symptom persisted, a lumbar puncture was done (probably the patient was hospitalized overnight). The
result of the procedure showed that protein was slightly increased in the cerebral spinal fluid (CSF). This finding didn't lead to further exploration as the patient
recovered from the headache (exact duration not reported). Pain at the injection site, headache and protein slightly increased in the CSF were considered to be
other important medical events. Other business partners numbers include: E200705081. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

spinal tap protein slightly increased in the cerebral spinal fluid (CSF)
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

288210-1 (S)

17-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Incorrect route of drug administration, Injection site pain

 HOSPITALIZED, SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0902F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3814
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Aug-2007
Vaccine Date

08-Aug-2007
Onset Date

0
Days

17-Aug-2007
Status Date

CA
State

WAES0708USA02091
Mfr Report Id

Information has been received from a Physician's Assistant concerning a female patient who on 08-AUG-2007 was vaccinated with her first dose of Gardasil. A
couple of minutes later, the patient became dizzy, fainted and hit her head against something in the office, and had seizures. The office then had paramedics
come and take the patient to the hospital. The amount of time the patient stayed at the hospital was unknown. Her outcome was  unknown. Upon internal
review, seizure was considered an other important medical event. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

288211-1

17-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Dizziness, Head injury, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3815
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Jul-2007

Vaccine Date
13-Jul-2007
Onset Date

0
Days

21-Aug-2007
Status Date

VA
State Mfr Report Id

Patient fell to floor and hit her head, developed LOC and tonic-clonic movements of arms for about 30 secs and recovered with full orientation for a few minutes
then fell again and had a second similar episode. She was taken to the hospital ER when she had a 3rd episode hours later. Recovered without any further
problems. 8/28/2007 MR received for ER visit following fainting episode with questionable seizure activity.  When pt fell at health dept pt hit head, but pain has
resolved. Pt passed out x1 in the ED BR. Clinical Impression Syncope, Vasovagal.  Heart Murmurs NOS.

Symptom Text:

NoneOther Meds:
Lab Data:

History:
NonePrex Illness:

Head CT scan normal, Blood test normal.  Labs and Diagnostics:  Head CT with no focal mass effect.  Drug screen (-).  CBC WNL.  UA with 6-10 WBCs and
(+) leukocyte esterase. UC (+) for mixed skin flora.
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

288215-1 (S)

06-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cardiac murmur, Fall, Head injury, Loss of consciousness, Syncope, Syncope vasovagal, Tonic clonic movements

 ER VISIT, HOSPITALIZED, SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

TDAP
HPV4
MNQ

SANOFI PASTEUR
MERCK & CO. INC.
SANOFI PASTEUR

C268AA
1426F
U2277AA

0
0
0

Right arm
Left arm

Right arm

Intramuscular
Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Aug-2007
Vaccine Date

14-Aug-2007
Onset Date

0
Days

27-Aug-2007
Status Date

PA
State Mfr Report Id

Patient fainted after receiving immunizations-recovered rapidly-pulse 62 BP 100/70 evaluated by physician.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

288219-1

27-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

TDAP

MNQ
HPV4

GLAXOSMITHKLINE
BIOLOGICALS
SANOFI PASTEUR
MERCK & CO. INC.

AC52B018CA

U2394BA
0524U

0

0
0

Right arm

Left arm
Left arm

Intramuscular

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 3817
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Aug-2007
Vaccine Date

05-Aug-2007
Onset Date

4
Days

27-Aug-2007
Status Date

AL
State Mfr Report Id

4 days after immunization redness and edema noted on (R) shoulderSymptom Text:

Claritin PRN Advair PRNOther Meds:
Lab Data:
History:

NonePrex Illness:

None
asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

288220-1

27-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Oedema

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

redness, swelling~Tdap (no brand name)~5~11~In SiblingPrex Vax Illns:

TDAP
HEPA
HPV4
MNQ

SANOFI PASTEUR
MERCK & CO. INC.
MERCK & CO. INC.
SANOFI PASTEUR

C2491AA
0714F
0384U
U2170AA

0
0
0
0

Right arm
Left arm
Left arm

Right arm

Intramuscular
Intramuscular
Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Aug-2006
Vaccine Date

11-Jun-2007
Onset Date

286
Days

27-Aug-2007
Status Date

VA
State Mfr Report Id

Joint pains- hands and feet noted 6/11/07. Workup showed (+) ANA of 1:160. Patient read article from "National Vaccine Information Center" and would like
this to be reported as a possible adverse event following Gardasil to VAERS

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

ANA (+) 1:160
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

288225-1

10-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Pain

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0637F 3 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Aug-2007
Vaccine Date

04-Aug-2007
Onset Date

0
Days

27-Aug-2007
Status Date

NY
State Mfr Report Id

Pain radiating from (L) delt IM site, to (L) shoulder, to (L) neck since im on 8/4/07 through today 8/10/07Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

288226-1

19-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Neck pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 01515U 0 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Aug-2007
Vaccine Date

03-Aug-2007
Onset Date

0
Days

27-Aug-2007
Status Date

WI
State Mfr Report Id

syncope-recovered quickly when layed down c/o throat tightness-did not progress to allergic reactionSymptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
Sulfa Penicillin Ceclor allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

288227-1

19-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope, Throat tightness

 NO CONDITIONS, NOT SERIOUS

Related reports:   288227-2

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

VARCELMNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2324AA
0927U

0
0

Left arm
Right arm

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Aug-2007
Vaccine Date

03-Aug-2007
Onset Date

0
Days

13-Mar-2008
Status Date

WI
State

WAES0708USA00996
Mfr Report Id

Information has been received from a Nurse Practitioner concerning a 17 year old female with a penicillin, sulfa, and (CECLOR) allergy who on 03-AUG-2007
was vaccinated intramuscularly with a first dose of Gardasil (Lot #658222/0927U).  Concomitant suspect vaccination given on 27-JUL-2007 included a second
dose of Varivax (MSD).  Concomitant vaccination on the same day included MENACTRA.  On 03-AUG-2007 the patient fainted.  There were no laboratory or
diagnostic tests performed.  Medical attention was sought.  On 03-AUG-2007 the patient recovered.  Additional information is not expected.

Symptom Text:

Other Meds:
Lab Data:
History:

Penicillin allergy; sulfonamide allergy; allergic reaction to antibioticsPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

288227-2

22-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Related reports:   288227-1

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
0927U

1
0

Unknown
Unknown

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-May-2007
Vaccine Date

18-May-2007
Onset Date

0
Days

27-Aug-2007
Status Date

TX
State Mfr Report Id

Teen fainted, sustained a laceration that required repairSymptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

288230-1

27-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Laceration, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

VARCEL
TDAP
HPV4
MNQ

MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.
SANOFI PASTEUR

1303F
C2688AA
0187U
U2142AA

1
0
0
0

Right arm
Left arm

Right arm
Left arm

Subcutaneously
Intramuscular
Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Aug-2007
Vaccine Date

10-Aug-2007
Onset Date

1
Days

27-Aug-2007
Status Date

MA
State Mfr Report Id

Pt started feeling queasy and nauseous the day after having HPV. Vomited x 1Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

allergic - amoxicillin

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

288231-1

27-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Nausea, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0927U 0 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Aug-2007
Vaccine Date

14-Aug-2007
Onset Date

0
Days

27-Aug-2007
Status Date

IL
State Mfr Report Id

Patient received shot, walked to waiting room and fainted. Brought back into exam room. HA and ST occurred at time of feeling faint. No SOB, BP 115/50Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

Sickle cell trait

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

288250-1

27-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure, Headache, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 09290 0 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Aug-2007
Vaccine Date

16-Aug-2007
Onset Date

0
Days

27-Aug-2007
Status Date

MN
State Mfr Report Id

dose #1-Nausea, fever one day after shot same day-lightheaded, queasy Dose #2 severe queasiness, lightheaded, nauseaSymptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Normal EKG
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

288252-1

06-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Nausea, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

TDAP
HEPA

HPV4

SANOFI PASTEUR
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

C2600AA
AHAVB163AB

0525U

Unknown
Unknown

Unknown

Intramuscular
Intramuscular

Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Aug-2007
Vaccine Date

16-Aug-2007
Onset Date

0
Days

27-Aug-2007
Status Date

PA
State Mfr Report Id

After receiving HPV and HepA vaccines patient became pale and "everything looked black." Patient had a syncopal episode for a few seconds.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

288253-1

27-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness, Pallor, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

0961F
AHAVB186BA

0
0

Right arm
Right arm

Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Aug-2007
Vaccine Date

15-Aug-2007
Onset Date

14
Days

27-Aug-2007
Status Date

ID
State Mfr Report Id

left sided facial nerve paralysis (Bell's palsy) 9/7/07 Reviewed pcp medical records which reveal patient well & healthy on day of vax.  Only concern was for hair
loss.  Returned to pcp on 8/15 s/p developed left eye watery & twitchy x 3 days.  Awakened 8/14 & could not smile or squint.  Exam revealed left ptosis
w/sluggish light reflex & left side facial paralysis.  Tx w/steroid taper.  PCP discussed case w/neurologist & started on antiviral 8/16.  Noted to have
tingling/burning s/s of herpetic outbreak 8/13 but no actual vesicles.  F/U visit on 8/29 revealed smile almost normal but still residual eye involvement.  Exam
revealed improved smile but still mildly weak on left.  Eye exam WNL.  Immunization records do not include lot #s.  Does indicate patient received initial
meningococcal 8/22/06.    FINAL DX: Bell's Palsy

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None records received 9/7/07-PMH: cold sores

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

288261-1

19-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Alopecia, Blepharospasm, Eyelid ptosis, Facial palsy, Herpes virus infection, Lacrimation increased

 ER VISIT, NOT SERIOUS

Related reports:   288261-2;  288261-3

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2278AA
0515U

1
0

Left arm
Left arm

Unknown
Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Aug-2007
Vaccine Date

15-Aug-2007
Onset Date

14
Days

28-Aug-2007
Status Date

ID
State

200702816
Mfr Report Id

Initial report received from a health care professional in the United States on 16 August 2007. A 13-year-old female had received a left deltoid injection of
Menactra, lot number U2278AA, expiration date 09 May 2008, and a left deltoid injection of Gardasil, lot number 0515U on 01 August 2007 and 14 days later
developed left sided facial nerve paralysis (Bell's Palsy). The route of administration of both vaccines had not been reported. The patient had no illness at the
time of vaccination, no reported medical history and they had not received any concomitant medications. The patient had received a prior dose of Menactra and
no prior events had been reported at this time. The date and route/site of administration for Menactra previously received had not been reported. The patient's
status had been listed as not recovered at the time of this report. 9/7/07 Reviewed pcp medical records which reveal patient well & healthy on day of vax.  Only
concern was for hair loss.  Returned to pcp on 8/15 s/p developed left eye watery & twitchy x 3 days.  Awakened 8/14 & could not smile or squint.  Exam
revealed left ptosis w/sluggish light reflex & left side facial paralysis.  Tx w/steroid taper.  PCP discussed case w/neurologist & started on antiviral 8/16.  Noted
to have tingling/burning s/s of herpetic outbreak 8/13 but no actual vesicles.  F/U visit on 8/29 revealed smile almost normal but still residual eye involvement.
Exam revealed improved smile but still mildly weak on left.  Eye exam WNL.  Immunization records do not include lot #s.  Does indicate patient received initial
meningococcal 8/22/06.   FINAL DX: Bell's Palsy

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None reported
The patient had no illness at the time of vaccination and no reported medical history. records received 9/7/07-PMH: cold sores

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

288261-2

19-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Alopecia, Blepharospasm, Eyelid ptosis, Facial palsy, Herpes virus infection, Lacrimation increased, Paraesthesia

 ER VISIT, NOT SERIOUS

Related reports:   288261-1;  288261-3

Other Vaccine
27-Aug-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2278AA
0515U

1
0

Left arm
Left arm

Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Aug-2007
Vaccine Date

15-Aug-2007
Onset Date

14
Days

18-Oct-2007
Status Date

ID
State

WAES0708USA03563
Mfr Report Id

Information has been received from a physician concerning a 13 year old female with no pertinent history who on 01-AUG-2007 was vaccinated with a 0.5 ml
first dose of Gardasil (657872/0515U). Concomitant vaccination included (MENACTRA). On 15-AUG-2007 the patient developed "left sided facial nerve
paralysis, diagnosed as Bell Palsy". The physician was thinking about discontinuing Gardasil. Unspecified medical attention was sought. At the time of the
report the patient was recovering. Additional information was recovering.

Symptom Text:

MENACTRAOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

288261-3

23-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Facial palsy

 ER VISIT, NOT SERIOUS

Related reports:   288261-1;  288261-2

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0515U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3830
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Aug-2007
Vaccine Date

15-Aug-2007
Onset Date

0
Days

24-Aug-2007
Status Date

MO
State Mfr Report Id

After receiving vaccine, patient fainted as needle was being removed.  Patient responded within seconds of fainting.  B/P 90/60Symptom Text:

noneOther Meds:
Lab Data:
History:
Prex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

288279-1

24-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0927U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3831
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
15-Aug-2007
Vaccine Date

15-Aug-2007
Onset Date

0
Days

24-Aug-2007
Status Date

DE
State Mfr Report Id

Approximately 10 minutes after receving #1 Gardisil and 15 mintues after receiving #2 Hep , client suddenly lost consciousness while seated in the waitng area
of the clinic. This lasted for about 1 minute. She slowly returned to consciousness, but was very diaphoretic and pale. Ammonia capsule used and client's color
improved and diphoresis subsided. Within 20-30 minutes of initially losing consciousness she was able to walk out of clinic with family, fully alert and with no
complaints. Principal complaint when able to speak about incident was that she felt very nauseated, had sudden abdominal cramping and then everything went
black.

Symptom Text:

Ortho-Evra PatchesOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

288284-1

24-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Hyperhidrosis, Loss of consciousness, Nausea, Pallor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4
HEP

MERCK & CO. INC.
MERCK & CO. INC.

1447F
0762U

0
1

Left arm
Right arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 3832
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Jul-2007

Vaccine Date
30-Jul-2007
Onset Date

0
Days

20-Aug-2007
Status Date

FL
State

WAES0708USA01634
Mfr Report Id

Information has been received from a health professional concerning a 22 year old white female student who on 30-JUL-2007 at 3:30 pm, was vaccinated IM,
in the left deltoid with a second dose of Gardasil (lot # 657868/0523U). On 30-JUL-2007 the patient "appeared to have a seizure." Unspecified medical
attention was sought. On 30-JUL-2007, the patient recovered from seizure. Upon internal review, a seizure was considered to be an other important medical
event. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

288342-1

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0523U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3833
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Jun-2007
Vaccine Date

25-Jun-2007
Onset Date

5
Days

20-Aug-2007
Status Date

FR
State

WAES0708USA01386
Mfr Report Id

Information has been received from a health professional concerning a 21 year old female, with no history and a paternal history of sarcoidosis, who on 20-
JUN-2007 was vaccinated with a first dose of Gardasil (lot #655376/0572F), batch # NE47600). On 25-JUN-2007 the patient experienced dizziness, dyspnoea
and fever 39-40 C of unknown origin. On 26-JUN-2007 the patient was hospitalized. There was no apparent focus for infection and no conclusive diagnosis. On
27-JUN-2007 the patient was discharged from the hospital for ambulatory follow-up. The patient was continued experiencing fever episodes (39-40 C) for three
to four hours duration every three to four days. Additional information has been requested. Other business partner numbers include E2007-05199.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

body temp 25Jul07 39-40C
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

288343-1 (S)

20-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Dyspnoea, Familial risk factor, Pyrexia

 HOSPITALIZED, SERIOUS

Other Vaccine
17-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0572F Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3834
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Aug-2007
Vaccine Date

Unknown
Onset Date Days

27-Aug-2007
Status Date

MI
State Mfr Report Id

Pt received Hep A pediatric dose instead of adult dose: under-immunized.Symptom Text:

Benzoyl Peroxide - ErythromycinOther Meds:
Lab Data:
History:

PhysicalPrex Illness:

None
Acne

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

288353-1

27-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Incorrect dose administered, Wrong drug administered

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Aug-2007

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

0469U
AHAVB186CA

0
0

Right arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 3835
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Aug-2007
Vaccine Date

07-Aug-2007
Onset Date

0
Days

27-Aug-2007
Status Date

MA
State Mfr Report Id

Within 1 min of receiving Gardasil, pt was having finger aches and stated that she felt dizzy. Pt started to lay down then passed out, became pale. VS - HR 42,
BP 80/38, O2 Sat 100%. Regained conscious, felt "sick lightheaded". IV started by MD. Pt sent to ER for further evaluation.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

288356-1

27-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure decreased, Dizziness, Heart rate decreased, Loss of consciousness, Malaise, Pain in extremity, Pallor

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0930U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3836
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Aug-2007
Vaccine Date

02-Aug-2007
Onset Date

0
Days

27-Aug-2007
Status Date

WA
State

WAES072168
Mfr Report Id

Rcvd Gardasil #1 at routine annual exam, as well as Tdap, and Hep A #1. After leaving the office, child got to end of hallway and became pale and light-
headed. Brought back to office in wheelchair - seen by MD.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

288360-1

27-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Pallor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Aug-2007

Received Date

Prex Vax Illns:

TDAP

HPV4
HEPA

GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
MERCK & CO. INC.

AC52B009BA

0171U
0442U

0

0
0

Right arm

Left arm
Left arm

Intramuscular

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 3837
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Aug-2007
Vaccine Date

10-Aug-2007
Onset Date

0
Days

27-Aug-2007
Status Date

OH
State Mfr Report Id

I received the first shot of the Gardasil vaccine series on Friday, August 10 at 12:30pm. The nurse asked me to stay five minutes to see if I had any reaction to
the vaccine, but I chose not to and left after I scheduled my second shot for October 5, 2007. A few minutes after I got in my car to leave, I started to feel
strange and it felt as if my throat and tongue were swelling. It was not severe, but enough to make me question what was happening. I waited to see if it would
subside, it did not, and 15 minutes later I took a Benadryl and that helped. After an hour of sleep, I felt fine. I just wanted to let you know about this experienced
and I have called your office this morning to discuss with the nurse if I should proceed with the next two shots. I am waiting on a call back from the nurse.

Symptom Text:

JunelOther Meds:
Lab Data:
History:

NonePrex Illness:

None
NKDA - denies others

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

288362-1

27-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Feeling abnormal, Pharyngeal oedema, Swollen tongue

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0515U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3838
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Aug-2007
Vaccine Date

17-Aug-2007
Onset Date

0
Days

28-Aug-2007
Status Date

CT
State Mfr Report Id

Within minutes - neck pain/injection site pain 1 hr dyspnea/chest tightness. Sent to ED for monitoringSymptom Text:

Other Meds:
Lab Data:
History:

No illness/well visitPrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

288380-1

28-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chest discomfort, Dyspnoea, Injection site pain, Neck pain

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. O9300 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3839
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Aug-2007
Vaccine Date

15-Aug-2007
Onset Date

0
Days

28-Aug-2007
Status Date

CA
State Mfr Report Id

Pt began to have vaginal pruritus same day received the Gardasil vaccine. No discharge or redness or swelling. No fever. Pruritus improved by time seen 2
days later.

Symptom Text:

Other Meds:
Lab Data:
History:

Ovarian CystPrex Illness:

Ovarian cyst on hormonal therapy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

288381-1

28-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Vulvovaginal pruritus

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1426F 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3840
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Aug-2007
Vaccine Date

14-Aug-2007
Onset Date

0
Days

24-Aug-2007
Status Date

CA
State Mfr Report Id

VAERS submitted since HPV vaccine not included on Table of Reportable Events......Pt resides in another state (school).  Gardasil administered in deltoid on
8/14/07 during office visit.  Phone call received on 8/17 from pt, now returned back home.  Pt reports that 6 hours after administration of Gardasil, pt
experienced "prickly, itchy" sensation on back, arms, & underneath breasts accompanied by "splotchy redness", not raised.  Pt denies SOB.  Pt relates sx have
been improving since initial onset & will start trial of OTC Benadryl for residual sx.  Pt was not seen at local facility.  Approximately 90 mintues after taking
Benadryl, pt reported resolution of sx.  Then pt also reported that she had smoked marijuana within the 6 hours between the injection & onset of rash.

Symptom Text:

YasminOther Meds:
Lab Data:
History:

NonePrex Illness:

None
Denied by pt

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

288414-1

24-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Paraesthesia, Pruritus, Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0212U 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3841
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Aug-2007
Vaccine Date

16-Aug-2007
Onset Date

0
Days

24-Aug-2007
Status Date

CA
State Mfr Report Id

REDNESS,SWELLING,WARMTH,PAIN WITH MILD ITCH AT THE INJECTION SITE ON THE LEFT UPPER ARM (LATERAL)SINCE 09:00PM ON 08/16/07.
BODY TEMP WAS 100.0F(A) AT 09:00PM, WHICH RESOLVED BY ONE DOSE OF TYLENOL(160MG/5ML)1TSP. Possible cellulitis vs. vaccine reaction.
Treatment: Augmentin

Symptom Text:

Other Meds:
Lab Data:
History:

Dental caries (Started Amoxicillin after vax).Prex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
9.0

288419-1

24-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Body temperature increased, Injection site erythema, Injection site pain, Injection site pruritus, Injection site swelling, Injection site warmth

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Aug-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

0596U
0171U

1
0

Left arm
Left arm

Subcutaneously
Intramuscular



10 JUN 2008 06:27Report run on: Page 3842
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Jun-2007
Vaccine Date

09-Jul-2007
Onset Date

13
Days

21-Aug-2007
Status Date

CT
State

WAES0708USA02045
Mfr Report Id

Information has been received from a physician concerning a 16 year old female who on 24-APR-2007 was vaccinated with the first dose of Gardasil (lot #
654510/0962F). On 24-APR-2007, the patient was vaccinated with the second dose of Gardasil (lot # 654702/0011U). The patient sought medical attention and
was hospitalized on 09-JUL-2007 after experiencing blindness in her left eye. The patient was diagnosed with multiple sclerosis while hospitalized. The
physician noted the blindness had been experienced for approximately 6-8 weeks prior to the hospitalization. At the time of reporting, the outcome was
unspecified. Upon internal review, multiple sclerosis was considered to be an Other Important Medical Event. Additional information has been requested.
8/23/07 Received vax record from PCP but unable to read.  Contacted PCP office & verbally gave 4/24 0962F & 6/26 00110.  VAERS database updated
w/same.  Received medical records from PCP which included neuro consult which indicates patient experienced progressive visual loss in association
w/demyelinating lesions c/w ADEM & was hospitalized 7/9-7/27/2007.  Left eye vision disturbance began approx 6-8 weeks prior to admit then 2 days prior to
admit had HA & increasing vision loss of both eyes.  Consult to oncology & optho.  Tx w/high-dose steroids, IVIG x5, plasmapheresis x5.  Very little clinical
improvement, remained completely blind in left eye & significantly impaired in right eye. FINAL DX: disseminated demyelination w/tumefactive lesion of right
parietal region./ss 8/28/07 Received vax info w/readable lot #'s.  Patient received 1st dose on 4/24/07 & 2nd dose on 6/26/06.  VAERS database updated
w/same. 9/4/07 Received hospital medical records which reveal patient experienced vision loss & HA.  Admitted 7/9-7/27/07.  Ophtho, heme/onc, neurosurgery
consults done.  Had routine optometry exam on 7/5 w/only mild increased in prescription.  On 7/6 had awakened w/blurred vision of right eye & headache over
left posterior head.  On 7/7, burry vision worsened, progres

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Prex Illness:

Unknown LABS from pcp: CT of brain revealed multiple large lesions.  Biopsy of right parietal lesion revealed demyelination w/o tumor.  Brain MRI s/p tx
revealed improvement.  Full spine MRI was WNL. LABS from hospital: blood glucose elev
Unknown Family HX: diabetes, both parents & others.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

288453-1 (S)

06-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blindness, Blindness unilateral, Headache, Immunoglobulins, Leukoencephalomyelitis, Multiple sclerosis, Nervous system disorder, Plasmapheresis, Pupils
unequal, Vision blurred

 ER VISIT, HOSPITALIZED, SERIOUS

Related reports:   288453-2

Other Vaccine
20-Aug-2007

Received Date

Prex Vax Illns:

HPV4HPV4 MERCK & CO. INC. 0011U 1 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 3843
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Jun-2007
Vaccine Date

06-Jul-2007
Onset Date

7
Days

03-Dec-2007
Status Date

CT
State Mfr Report Id

Note : Report from tertiary facility so information is per medical record.  Patient received first dose of Gardasil 2 months prior and the second dose  "1 week"
prior to hospitalization (so field 10 is an estimate).  Patient did report some visual symptoms prior to receiving any doses of vaccine.  Patient reported HA and
loss of vision in R eye on 7/6/07 which worsend and progressed to both eyes by eve of 7/8.  CT at outside hospital showed lesions in brain and pt transferred to
our facility for w/u.  MRI and brain biopsy revealed a demylenating process c/w multiple sclerosis per neurologist.  Patient remained hospitalized until 7/27.  As
of 9/7 patient has neither improved or declined per neurologist.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Sjorgen's antibody, brain biopsy, MRI head/spine, ANA, Toxoplasma IdG/IgM, antiphospholipid AB
previously healthy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

288453-2 (S)

04-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blindness, Computerised tomogram abnormal, Demyelination, Headache, Multiple sclerosis, Nervous system disorder, Visual disturbance

 HOSPITALIZED, SERIOUS

Related reports:   288453-1

Other Vaccine
29-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. UNKOWN 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3844
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Aug-2007
Status Date

FL
State

WAES0708USA01976
Mfr Report Id

Information has been received from a physician concerning a 17 year old female patient with a history of passing out and convulsion who was vaccinated with a
first dose of Gardasil (date not specified). Concomitant therapy included other unspecified vaccines. The physician reported that the patient passed out and
then had a seizure after getting the first dose of Gardasil. The patient sought unspecified medical attention. The outcome was unknown. Upon internal review,
seizure was considered to be an other important medical event. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Passed out; Convulsion

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

288454-1

21-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Aug-2007

Received Date

Prex Vax Illns:

UNK
HPV4

UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL 0

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 3845
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Jun-2007
Vaccine Date

08-Jun-2007
Onset Date

0
Days

21-Aug-2007
Status Date

FR
State

WAES0708USA01848
Mfr Report Id

Information has been received from a physician concerning a 17 year old female with no pertinent medical history who on 08-JUN-2007 was vaccinated
intramuscularly in the upper arm with a dose of Gardasil. On 08-JUN-2007 the patient experienced severe neck pain and was hospitalized to rule out
meningitis. Laboratory and diagnostic tests performed included, a lumbar puncture, electrocardiogram (ECG), and unspecified laboratory tests, findings were
normal. On 09-JUN-2007 the patient's symptoms had remarkably improved and she was discharged. Muscular tension was assumed to be the cause of the
patients complaints. At the time of the report the patient recovered completely. Additional information is not expected. This case is closed. Other business
partner numbers included E2007-05241.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

spinal tap 08Jun07 normal results, electrocardiogram normal, blood chemistry 08Jun07 normal
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

288455-1 (S)

21-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Neck pain

 HOSPITALIZED, SERIOUS

Other Vaccine
20-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3846
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Jul-2007

Vaccine Date
Unknown

Onset Date Days
21-Aug-2007
Status Date

TX
State

WAES0708USA01821
Mfr Report Id

Information has been received from a health professional concerning a 17 year old female, who on 12-JUL-2007 was vaccinated with a first 0.5mL dose of
Gardasil. At the time of the first vaccination the patient was unaware that she was three weeks pregnant. In August 2007 the patient was vaccinated with a
second dose of Gardasil. The patient miscarried sometime between the first dose and the second dose. The patient sought unspecified medical attention. At
the time of the report, the patient's outcome was unknown. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = Unknown)Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

288456-1

21-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3847
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Jun-2007
Vaccine Date

18-Jul-2007
Onset Date

29
Days

21-Aug-2007
Status Date

FR
State

WAES0708USA01696
Mfr Report Id

Information has been received from a physician concerning a 20 year old female with no pertinent medical history who on 19-JUN-2007 was vaccinated
intramuscularly in the upper arm with a first dose of Gardasil (Lot # 1339F, batch # NF23310). On 18-JUL-2007 the patient developed sinus tachycardia,
malaise, and a slight resting tremor and was hospitalized. The patient reported on admission that she had been having diarrhea for a while, but had not lost
weight. Laboratory findings showed a hyperthyrosis. Ultrasound of the thyroid showed no nodules and radioisotope scanning showed diffuse autonomia. Chest
x-ray, echocardiography, and electrocardiogram (ECG) were normal except tachycardia. Free serum thyroxine index was 2.00 and free serum triiodothyronine
test was 5.83. On 20-Jul-2007 the white blood cell count was 5,600 microL. Results for MAK, TAK, and TRAX were not available. The patient was treated with
Favistan and Dociton and symptoms improved. On 23-JUL-07 the patient was discharged from the hospital and an examination in an endocrinologic surgery
was planned. On 07-AUG-2007 it was learned from the vaccinating physician that the patient was diagnosed with Hashimoto's thyroiditis. At the time of the
report the patient's symptoms had improved. Additional information is not available. Other business partner number included E2007-05231. Additional
information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Prex Illness:

ultrasound No nodules, thyroid radionuclear scan Diffuse autonomia, chest X-ray normal except tachycardia, echocardiography normal except tachycardia,
electrocardiogram normal except tachycardia, diagnostic laboratory test MAK, TAK and TRAK
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

288457-1 (S)

21-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Autoimmune thyroiditis, Diarrhoea, Malaise, Sinus tachycardia, Tremor

 HOSPITALIZED, SERIOUS

Other Vaccine
20-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1339F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3848
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Aug-2007
Vaccine Date

06-Aug-2007
Onset Date

0
Days

21-Aug-2007
Status Date

TX
State

WAES0708USA01429
Mfr Report Id

Information has been received from a registered nurse concerning a 19 year old female patient with a history of cholecystectomy (FEBRUARY 2005) and no
allergies who on 06-AUG-2007, was vaccinated IM with a first 0.5ml dose of Gardasil (Lot # 658282/0929U). Concomitant therapy included ethinyl
estradiol/norethidrone (OVCON). About 2 hours after receiving the vaccine, the patient experienced severe abdominal pain, nausea, vomiting and diarrhea. The
patient stated that the area that hurts was about 2 inches from her belly button. The patient was prescribed atropine sulfate (+) diphenoxylate hydrochloride
(LOMOTRIL) and promethazine hydrochloride (PHENERGAN). It was reported that the next day the patient called the office and her stomach pain had gotten
worse. On a scale of 1 to 10 the patient felt her pain was a six. Laboratory diagnostic studies given on 07-AUG-2007 included a CBC and a thyroid study. Both
were reported as normal. The patient no longer has diarrhea but was still experiencing nausea and vomiting. The outcome of severe abdominal pain was
unknown. No product quality complaint was involved. Severe abdominal pain, nausea, vomiting and diarrhea were considered to be disabling. Additional
information has been requested.

Symptom Text:

OVCONOther Meds:
Lab Data:
History:
Prex Illness:

complete blood cell 08/07/07 normal, serum TSH 08/07/07 normal
Cholecystectomy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

288458-1 (S)

21-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Diarrhoea, Nausea, Vomiting

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Related reports:   288458-2

Other Vaccine
20-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0929U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3849
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Aug-2007
Vaccine Date

06-Aug-2007
Onset Date

0
Days

31-Oct-2007
Status Date

TX
State Mfr Report Id

Pt received Gardasil then 2-3 hours later started vomiting, diarrhea, and severe abdominal pain x 3 days. Pt used Phenergan without success, used Zofran and
Lomotil with some relief.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

288458-2

31-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Diarrhoea, Vomiting

 NO CONDITIONS, NOT SERIOUS

Related reports:   288458-1

Other Vaccine
23-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0929U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3850
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Jul-2007

Vaccine Date
02-Jul-2007
Onset Date

0
Days

21-Aug-2007
Status Date

WV
State

WAES0707USA00550
Mfr Report Id

Initial and follow-up information has been received through the Merck Pregnancy registry from a registered nurse a 17 year old white female with bipolar
disorder, headache, and no previous pregnancies, who on 02-JUL-2007 was vaccinated IM with a 0.5 ml first dose of Gardasil (lot # 655617/1447F).
Concomitant therapy included XANAX. On 02-JUL-2007, after the vaccination, a urine beta-human chorionic gonadotropin test was reported positive for
pregnancy. The patients last menstrual period was 24-MAY-2007. The estimated date of delivery was 02-MAR-2008. On 19-JUL-2007, at 8 weeks from the last
menstrual period, the patient had an elective termination of the pregnancy. The patient was scheduled to return for her second dose of Gardasil on 10-SEP-
2007. Upon internal review, elective termination was considered to be an other important medical event. Additional information is not expected.

Symptom Text:

XANAXOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 5/24/2007); Bipolar disorder; HeadachePrex Illness:

urine beta-human 07/02/07 posit

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

288459-1

21-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion induced, Drug exposure during pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1447F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3851
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Aug-2007
Vaccine Date

09-Aug-2007
Onset Date

0
Days

28-Aug-2007
Status Date

OH
State Mfr Report Id

Patient received vaccine left exam room, walked to check out window, states she is feeling well, becomes faint placed in chair becomes unresponsive and 2x
shaking movements of upper body. Cold cloth applied to face and forehead, Ammonia salts given after approx 1-2 minutes Pt seems responsive Pt assisted to
exam table rested approx 5 min states was feeling better.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

288474-1

28-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope, Tremor, Unresponsive to stimuli

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0927U 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 3852
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Jul-2007

Vaccine Date
24-Jul-2007
Onset Date

0
Days

28-Aug-2007
Status Date

OH
State Mfr Report Id

A few minutes after injection, pt states not feeling well, pt becomes non responsive with jerking movements x 2 approx 1-2 minutes pt began to respond to
nurse-cold cloth to face and neck B/P assessed 90/64. EMT called assessed pt pt refuses transfer to hospital ER via ambulance. Family member called to pick
up pt. States pt has had same reaction before when receiving an injection.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

288475-1

05-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dyskinesia, Malaise, Unresponsive to stimuli

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0927U 1 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 3853
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Aug-2007
Vaccine Date

06-Aug-2007
Onset Date

0
Days

28-Aug-2007
Status Date

VA
State Mfr Report Id

Pt had vasovagal response with vomiting. Pt sat with head in between legs/knees. Color returned to normal within 10 minutes.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

288476-1

28-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pallor, Syncope vasovagal, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Aug-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2225AA
0927U

0
0

Left arm
Left arm

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 3854
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
20-Aug-2007
Vaccine Date

20-Aug-2007
Onset Date

0
Days

28-Aug-2007
Status Date

PA
State Mfr Report Id

After administration, patient went to check out eyes got "fuzzy" "I didn't feel well"Symptom Text:

NyquilOther Meds:
Lab Data:
History:

URIPrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

288479-1

28-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Malaise

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Aug-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
HEPA

MERCK & CO. INC.
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

0834U
0387J
AHAVB186BA

1
0
0

Left arm
Left arm
Left arm

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 3855
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Aug-2007
Vaccine Date

14-Aug-2007
Onset Date

1
Days

28-Aug-2007
Status Date

OH
State Mfr Report Id

24 hrs after Varivax injection developed painful local reaction. Induration, Erythema 6x 8 cm Rx with ice and BenadrylSymptom Text:

Nasonex, LoratadineOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

288486-1

28-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Induration, Local reaction, Pain

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Aug-2007

Received Date

Prex Vax Illns:

VARCEL
MNQ
HPV4

MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.

08424
U2338AA
03874

1
0
0

Right arm
Left arm

Right arm

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 3856
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-May-2007
Vaccine Date

10-Jun-2007
Onset Date

15
Days

28-Aug-2007
Status Date

TX
State

TX07069
Mfr Report Id

Patient came in 6/11/07 complaining of pain right wrist going to antebrachial area, then left wrist join antebrachial area, start in 6/10/07 pain and swelling right
and left wrist, tenderness muscle of bottom arms join to the shoulder small redness on right wrist looks mosquito or insect bite.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Refer to orthopedics and neurologist
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

288493-1

28-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Erythema, Myalgia, Swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1424F 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3857
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Aug-2007
Vaccine Date

10-Aug-2007
Onset Date

0
Days

28-Aug-2007
Status Date

PA
State Mfr Report Id

Area red and hot to touch at site of Varivax injection right back arm. Treatment: ice, Benadryl, elevation, MotrinSymptom Text:

OrthotricyclenOther Meds:
Lab Data:
History:

NonePrex Illness:

None
Amoxicillin

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

288495-1

28-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site warmth

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Aug-2007

Received Date

Prex Vax Illns:

VARCEL
HEPA
HPV4

MERCK & CO. INC.
MERCK & CO. INC.
MERCK & CO. INC.

0838U
0020U
0929U

1
0
0

Right arm
Left arm

Right arm

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 3858
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Aug-2007
Vaccine Date

16-Aug-2007
Onset Date

0
Days

24-Aug-2007
Status Date

WV
State Mfr Report Id

Hives noted in the evening on date of vaccine administration, waxing and waning over the next 4 days, last noted the evening prior to filing this report. Benadryl
2+ doses given for itching. No vomiting, shortness of breath, or wheezing.

Symptom Text:

BenzaclinOther Meds:
Lab Data:
History:
Prex Illness:

none performed
exercise-induced asthma, acne

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

288515-1

24-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Aug-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
TDAP

MERCK & CO. INC.
MERCK & CO. INC.
SANOFI PASTEUR

M0174U
M0181U
C2689AA

1
0
0

Left arm
Right arm
Left arm

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 3859
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Aug-2007
Vaccine Date

14-Aug-2007
Onset Date

1
Days

24-Aug-2007
Status Date

MA
State Mfr Report Id

Red and swollen area on R upper arm where immunizations were given on 8/14/07. She also developed some red, raised areas on L arm and fingers. She took
Benedryl and it helped to lessen the degree of redness and puffiness to the bumps.

Symptom Text:

Cymbalta, LamictalOther Meds:
Lab Data:
History:

nonePrex Illness:

None
Migranes, Ligament laxity, Dysthymic disorder

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

288516-1

24-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site swelling, Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Aug-2007

Received Date

Prex Vax Illns:

TDAP
HPV4
MNQ

SANOFI PASTEUR
MERCK & CO. INC.
SANOFI PASTEUR

C2770AA
0927U
U2393BA

0
2
0

Right arm
Right arm
Left arm

Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 3860
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
22-Aug-2007
Status Date

LA
State

WAES0707USA04078
Mfr Report Id

Information has been received from the Pregnancy Registry for Gardasil from a physician concerning a female who was vaccinated with the first dose of
Gardasil (lot # unknown) 0.5 mL. The physician recently found out the patient was pregnant. The physician did not know if the patient would terminate the
pregnancy. No adverse experience was reported. Medical attention was sought. Follow-up information was received from the physician. The physician reported
that the patient had an elective termination of her pregnancy not due to the use of Gardasil. Upon internal review elective abortion is considered to be an other
medical event. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP=Unknown)Prex Illness:

urine beta-human positive

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

288528-1

22-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion induced, Drug exposure during pregnancy, Pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3861
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
22-Aug-2007
Status Date

FR
State

WAES0708AUS00184
Mfr Report Id

Information has been received from a female patient's mother who contacted the Population Health Unit as part of a business agreement concerning her
daughter who has severe uncontrolled epilepsy and was vaccinated with Gardasil. Following both the first and second doses of Gardasil administration, the
patient experienced grand mal seizures. The nurse from the Population Health Unit stated that although seizures were experienced following administration of
Gardasil, she believed the seizures may have been related to the patient's pre-existing condition. Upon internal review, grand mal seizures were considered to
be other important medical events. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

EpilepsyPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

288529-1

22-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Condition aggravated, Grand mal convulsion

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3862
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Aug-2007
Vaccine Date

15-Aug-2007
Onset Date

0
Days

29-Aug-2007
Status Date

MI
State Mfr Report Id

Syncope - laceration head requiring suturesSymptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

288543-1

29-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Skin laceration, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Aug-2007

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
MERCK & CO. INC.

0929U
0494U

0
0

Right arm
Left arm

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 3863
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Aug-2007
Vaccine Date

Unknown
Onset Date Days

29-Aug-2007
Status Date

MN
State Mfr Report Id

Was given Twinrix Hep A/Hep B to early, not 18 yrs old yet. No reaction stayed at clinic for 20 min.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

288546-1

29-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Wrong drug administered

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Aug-2007

Received Date

Prex Vax Illns:

TTOX
HEPAB

HPV4
MNQ

MASS. PUB HLTH BIOL LAB
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
SANOFI PASTEUR

TD160
NULL

0802U
U2323AA

Left arm
Left arm

Right arm
Right arm

Intramuscular
Intramuscular

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 3864
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Aug-2007
Vaccine Date

16-Aug-2007
Onset Date

3
Days

29-Aug-2007
Status Date

OR
State Mfr Report Id

9-16-07 Headache, vomiting all day. 9-17-07 Headache, upset stomach.Symptom Text:

N/AOther Meds:
Lab Data:
History:

N/APrex Illness:

N/A

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

288559-1

29-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Stomach discomfort, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0515U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3865
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Jul-2007

Vaccine Date
31-Jul-2007
Onset Date

0
Days

29-Aug-2007
Status Date

PA
State Mfr Report Id

I applied PPD test to left forearm and then gave Varivax, Menactra, and Gardasil, Patient wanted band-aid on PPD site because she didn't want to look at it.
She became very pale and fainted onto exam table. She got up after a few second and took BP 130/30. Waited in office 30 min, BP 100/64. Stated she felt fine
and went home.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

PPD TB test applied 7/31/07
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

288564-1

29-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure, Pallor, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Aug-2007

Received Date

Prex Vax Illns:

VARCEL
MNQ
HPV4

MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.

0828U
U2378BA
0930U

1
0
0

Left arm
Left arm

Right arm

Subcutaneously
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 3866
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Aug-2007
Vaccine Date

15-Aug-2007
Onset Date

0
Days

29-Aug-2007
Status Date

MA
State Mfr Report Id

Pt stated arm was dead and heavy, continued, was able to move it, no numbness or tingling. pt called next day arm felt fine.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
Allergy to dogs.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

288568-1

29-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Sensation of heaviness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0802U 1 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3867
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Aug-2007
Vaccine Date

15-Aug-2007
Onset Date

0
Days

29-Aug-2007
Status Date

OH
State Mfr Report Id

Left arm with "varicella rash"Symptom Text:

Advair; Albuterol inhalerOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

288569-1

29-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash, Varicella

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Aug-2007

Received Date

Prex Vax Illns:

VARCEL
TDAP
MNQ
HPV4

MERCK & CO. INC.
SANOFI PASTEUR
SANOFI PASTEUR
MERCK & CO. INC.

0853U
C2775AA
U2383BA
0524U

1
0
0
0

Right arm
Left arm

Right arm
Left arm

Subcutaneously
Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 3868
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Aug-2007
Vaccine Date

Unknown
Onset Date Days

24-Aug-2007
Status Date

IN
State Mfr Report Id

Patient discovered that she is pregnant approximately 4 days after the administration of Gardasil, Ttdap (Adacel), and Menactra.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

288579-1

27-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Aug-2007

Received Date

Prex Vax Illns:

TDAP
MNQ
HPV4

SANOFI PASTEUR
SANOFI PASTEUR
MERCK & CO. INC.

C2771AA
U2370AA
1447F

0
0
0

Left arm
Right arm
Right arm

Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 3869
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Jul-2007

Vaccine Date
Unknown

Onset Date Days
24-Aug-2007
Status Date

MI
State Mfr Report Id

HPV administered on 7-3-07, pt is 32 years of age at time of receiving vaccineSymptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Office visit for annual exam

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
32.0

288580-1

27-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Aug-2007

Received Date

Prex Vax Illns:

HPV4
HEP

MERCK & CO. INC.
MERCK & CO. INC.

0387U
0010U

0
0

Left arm
Right arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 3870
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-May-2007
Vaccine Date

14-May-2007
Onset Date

0
Days

24-Aug-2007
Status Date

MI
State Mfr Report Id

Received HPV vaccine at age 32 years on 5-14-2007 and 7-17-2007. No adverse event.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
32.0

288582-1

27-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0962F 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3871
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Apr-2007
Vaccine Date

26-Apr-2007
Onset Date

0
Days

24-Aug-2007
Status Date

MI
State Mfr Report Id

VAERS report submitted due to pt receiving the HPV vaccines on 4-26-07 (lot # 0962F) and 5-29-07 (lot # 0384U), at age 27 years (beyond the recommended
age recommendations).

Symptom Text:

Other Meds:
Lab Data:
History:

None, annual examPrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
27.0

288583-1

27-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Aug-2007

Received Date

Prex Vax Illns:

HPV4
HEP

MERCK & CO. INC.
SANOFI PASTEUR

0962F
C2572AA

0
0

Right arm
Right arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 3872
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-May-2007
Vaccine Date

22-May-2007
Onset Date

0
Days

24-Aug-2007
Status Date

MI
State Mfr Report Id

Pt received HPV vaccine on 5-22-07 (lot # 0387U) and 7-17-2007 (lot # 0387U. VAERS report submitted due to pt receiving HPV vaccines beyond the
recommended age range of 26 years.  No adverse events occured.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
28.0

288586-1

27-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, No adverse effect

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0387U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3873
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Aug-2007
Vaccine Date

18-Aug-2007
Onset Date

0
Days

24-Aug-2007
Status Date

CA
State Mfr Report Id

Patient immediately became pale, nauseated, and diaphoretic. She was momentarily non responsive. Remained nauseated for the remainder of the daySymptom Text:

Birth ControlOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

288590-1

27-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hyperhidrosis, Hypokinesia, Immediate post-injection reaction, Inappropriate schedule of drug administration, Nausea, Pallor, Wrong drug administered

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Aug-2007

Received Date

Prex Vax Illns:

MNQ
HEPA

DTAPH
HPV4

SANOFI PASTEUR
GLAXOSMITHKLINE
BIOLOGICALS
UNKNOWN MANUFACTURER
MERCK & CO. INC.

U2049AA
AHAVB175AA

U1965AB
0012U

2
2

5
0

Unknown
Unknown

Unknown
Unknown

Intramuscular
Intramuscular

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 3874
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Aug-2007
Vaccine Date

18-Aug-2007
Onset Date

0
Days

24-Aug-2007
Status Date

CA
State Mfr Report Id

Approximately 12 hours after receiving injections patient developed localized reaction 4 inches of redness, swelling, and itchingSymptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

Asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.6

288592-1

27-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Local reaction, Pruritus, Swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Aug-2007

Received Date

Prex Vax Illns:

TDAP
HPV4
MNQ

SANOFI PASTEUR
MERCK & CO. INC.
SANOFI PASTEUR

U1965AB
0012U
U2049AA

1
0
1

Left leg
Left arm
Left arm

Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 3875
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Aug-2007
Vaccine Date

16-Aug-2007
Onset Date

1
Days

24-Aug-2007
Status Date

CA
State Mfr Report Id

lip swelling, fever, transient shortness of breath day after 2nd gardasil vaccination was givenSymptom Text:

depo-proveraOther Meds:
Lab Data:
History:

nonePrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

288593-1

27-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dyspnoea, Lip swelling, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 05220 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3876
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Aug-2007
Vaccine Date

21-Aug-2007
Onset Date

5
Days

24-Aug-2007
Status Date

TX
State Mfr Report Id

On 8/16/07 during routine vaccination screening, Public Health Nurse questioned client and clients mother to see if she was possibly pregnant, and client
stated no.  Nurse Administered HPV & MCV 4 to Client. Client then presented to Clinic on 8/21/07 with mother for pregnancy test and was positive.  Public
Health Nurse phoned CDC information line and was encouraged to complete VAERS form and have Client to register with HPV Pregnancy Registry.  Client not
to receive the followup doses of HPV vaccine until completion of pregnancy.

Symptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

Positive Pregnancy test 5 days post vaccination with HPV & MCV 4.  Client is estimated to be about 5-6 wks gestation.
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

288594-1

27-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Aug-2007

Received Date

none~ ()~NULL~~In Patient|none~ ()~NULL~~In Sibling1|none~ ()~NULL~~In Sibling2Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2171AA
1424F

0
0

Left arm
Right arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 3877
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Aug-2007
Vaccine Date

08-Aug-2007
Onset Date

1
Days

24-Aug-2007
Status Date

MN
State Mfr Report Id

Pt woke up day after vaccine administration (received only gardasil) with head itching, sides, bottom itching - elbows with rash - roundish red bumps. Pt denied
throat symptoms, SOB. Clinician recommended claritin or benadrl until rash is gone plus 1% hydrocortisone to rash bid.

Symptom Text:

advilOther Meds:
Lab Data:
History:

muscle sorenessPrex Illness:

none
s/p Left hip tumor removed 2002

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

288596-1

27-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus, Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0244U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3878
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Aug-2007
Vaccine Date

14-Aug-2007
Onset Date

1
Days

24-Aug-2007
Status Date

MN
State Mfr Report Id

Pt's grandmother called. Rash started on ankles, also noted rash on face and arms. Throat glands got swollen. Non painful - 'felt funny'. Also developed
headache. Came in to see practitioner 4 days after immunization - had 2-3d history of cough, negative rapid strep, but culture grew moderate amt Beta Strep,
not group A or group B.

Symptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

Rapid Strep - negative. Throat culture positive for moderate amount Beta Strep, not group A or group B. Moderate amount normal respiratory flora.
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

288597-1

27-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cough, Headache, Lymphadenopathy, Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 01810 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3879
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Aug-2007
Vaccine Date

03-Aug-2007
Onset Date

2
Days

29-Aug-2007
Status Date

TX
State Mfr Report Id

Vaccine given on Thursday Aug 1, 2007. Broke into rashes immediately after shower on Saturday, Aug 3, 2007 around 2 pm. Itiching, redness, chicken pox
marks of different color levels spread all over the body within 10 to 15 minutes. Called 24 hour line, and gave Benedryl -normal dosage at 6 hrly interval.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None. Confirmed adverse reaction to chicken pox vaccine and that the break out too is a chicken pox rash from second appointment with Dr. on Aug 5, 2007.
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

288603-1

30-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Pruritus, Rash, Varicella

 ER VISIT, NOT SERIOUS

Other Vaccine
22-Aug-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 3880
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Apr-2007
Vaccine Date

26-Apr-2007
Onset Date

0
Days

23-Aug-2007
Status Date

FR
State

WAES0708POL00011
Mfr Report Id

Information has been received from a physician concerning a 20 year old female who on 26-APR-2007 was vaccinated with the first dose of Gardasil. On 26-
APR-2007 the patient experienced temperature elevation to 37 grades of Celsius with increase to 38 grades of Celsius, polycythaemia, nocturnal drenching
sweat and injection site pain. The patient was hospitalized. According to the recommendation of the haematologist the therapy with Gardasil was discontinued.
The patient's temperature elevation and polycythaemia persisted. Outcome of nocturnal drenching sweat and injection site is unknown. The reporter felt that
temperature elevation, polycythaemia, nocturnal drenching sweat and injection site tenderness were related to therapy with Gardasil. Additional information has
been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

288628-1 (S)

23-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Body temperature increased, Injection site pain, Night sweats, Polycythaemia

 HOSPITALIZED, SERIOUS

Other Vaccine
22-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3881
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Aug-2007
Vaccine Date

11-Aug-2007
Onset Date

0
Days

23-Aug-2007
Status Date

FR
State

WAES0708PHL00003
Mfr Report Id

Information has been received from a physician concerning an 18 year old female who on 11-AUG-2007 was vaccinated with Gardasil. On 11-AUG-2007,
approximately 10 minutes after vaccination, the patient experienced dizziness followed by loss of consciousness and spasms of the limbs. A few seconds after,
the patient recovered from dizziness, loss of consciousness and spasms of the limbs. She was brought to the emergency room for observation. Her vital signs
were normal. Sodium, potassium and chloride levels were normal. Calcium was found to be low. The reporter felt that dizziness, loss of consciousness and
spasms of the limbs were related to therapy with Gardasil. The reporting physician considered dizziness, loss of consciousness and spasms of the limbs as
other important medical events and serious. Low serum calcium level is an abstracted event. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

serum calcium 11Aug07 low, serum chloride 11Aug07 normal, serum potassium 11Aug07 normal, serum sodium 11Aug07 normal
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

288629-1

23-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Loss of consciousness, Muscle spasms

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3882
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Jan-2007
Vaccine Date

27-Nov-2006
Onset Date

-64
Days

23-Aug-2007
Status Date

--
State

WAES0705USA05442
Mfr Report Id

Initial and follow up information has been received as part of a pregnancy registry from a nurse practitioner concerning a 17 year old black female with asthma,
who in January 2007, was vaccinated with a 0.5mL dose of Gardasil (Lot# 653938/0954F). Concomitant medications included albuterol inhaler ("last used
winter during allergy season") and Qvar. On 27-NOV-2006 the patient became pregnant. On 23-MAY-2007, the patient underwent a lab test that was positive
and revealed that she was 23 weeks and 5 days pregnant. The patient's last menstrual period was 27-NOV-2006 and her estimated date of delivery was 03-
SEP-2007. The patient had two previous births resulting in elective abortions. On 11-APR-2007 an alpha-fetalprotein test was taken and the results were
negative. On 02-MAY-2007 an ultrasound was taken and the results were negative. The patient experienced pre-eclampsia resulting in a premature delivery by
caeserian section on 12-JUL-2007. The infant was born normal and no congenital anomalies. The infant was a male with a low birthweight of 1510 grams, a
length of 43.5cm, a head circumference of 31cm and an Apgar score of 8/9. At the time of the report, the patient's outcome was unknown. The pre-eclampsia
and premature delivery were considered to be other important medical events. Additional information has been requested.

Symptom Text:

albuterol, QVAR 80 microgmOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 11/27/2006); AsthmaPrex Illness:

ultrasound 05/02/07 - negative; beta-human chorionic 05/23/07 - positive; serum alpha-fetoprotein 04/11/07 - negative
Termination of Pregnancy - elective

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

288630-1

06-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Caesarean section, Drug exposure during pregnancy, Pre-eclampsia, Pregnancy, Premature labour

 ER VISIT, NOT SERIOUS

Other Vaccine
22-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0954F Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3883
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Aug-2007
Vaccine Date

21-Aug-2007
Onset Date

1
Days

29-Aug-2007
Status Date

NJ
State Mfr Report Id

Patient had 1st Gardasil vaccine administered on 8/20/07 -  called 8/22/07 c/o rash over entire body with itching - taking Benadryl with some relief. To see PCP
today at 2:45pm.

Symptom Text:

Taking Yasmin birth controlOther Meds:
Lab Data:
History:

N/APrex Illness:

NKDA or problems

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

288639-1

29-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus, Rash generalised

 ER VISIT, NOT SERIOUS

Other Vaccine
22-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0530U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3884
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Aug-2007
Status Date

CA
State Mfr Report Id

Dizziness, blacked out - fainted (out for 1 min.), nausea, paleness, sweating, weakness, tired, weak, dizzy and headache for several hours after (still has
symptoms 24 hours later)

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

288640-1

29-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Dizziness, Fatigue, Headache, Hyperhidrosis, Loss of consciousness, Nausea, Pallor, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
22-Aug-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2330AA
0927U

Left arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 3885
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Aug-2007
Vaccine Date

03-Aug-2007
Onset Date

0
Days

29-Aug-2007
Status Date

TX
State Mfr Report Id

Swelling and pruritus of eyelids bilaterally within 12-18 hours of receiving first Gardasil vaccine.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Allergy to cats, asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
10.0

288660-1

29-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Eye pruritus, Eyelid oedema

 ER VISIT, NOT SERIOUS

Other Vaccine
22-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0355U 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3886
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Aug-2007
Vaccine Date

14-Aug-2007
Onset Date

0
Days

29-Aug-2007
Status Date

TX
State Mfr Report Id

Dizziness began 21 min after vaccines given. Pt lay down on exam table, B/P 110/76, color good, not cyanotic, pt. shaky, claimed to see "spots". All sx gone
after 30 min.

Symptom Text:

Miralax; AllegraOther Meds:
Lab Data:
History:

ConstipationPrex Illness:

ADD

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

288664-1

29-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Tremor, Visual disturbance

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-Aug-2007

Received Date

Prex Vax Illns:

TDAP
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

C2770AA
0802U

Left arm
Right leg

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 3887
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Aug-2007
Vaccine Date

13-Aug-2007
Onset Date

0
Days

28-Aug-2007
Status Date

GA
State Mfr Report Id

Dizziness after injection. Bp 80/60. Rechecked after 5 minutes-94/62.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

tb-1994

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

288676-1

29-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Hypotension

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0928U 2 Left arm Subcutaneously



10 JUN 2008 06:27Report run on: Page 3888
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Aug-2007
Vaccine Date

22-Aug-2007
Onset Date

0
Days

28-Aug-2007
Status Date

MI
State Mfr Report Id

client recieved Gardasil vaccine and then became diaphroetic pale and began to wheeze. 911 called We checked her vitals, bp 80/60 pulse 56-64. Ice applied
to arm and forhead and she was placed on a mat. Juice and crackers recieved. Ems arrived and vitals were reevaluated. Stable at this time.Mother refused
further EMS treatment but was  instructed to call if further problems. We will call in a.m. for follow up.

Symptom Text:

Other Meds:
Lab Data:
History:

NonPrex Illness:

skin irritation at site of PPd

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

288681-1

29-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure decreased, Hyperhidrosis, Pallor, Wheezing

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0387U 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3889
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Aug-2007
Vaccine Date

23-Aug-2007
Onset Date

3
Days

28-Aug-2007
Status Date

VA
State Mfr Report Id

LARGE RED AREA THAT IS HOT TO THE TOUCH AND SLIGHT LUMP 2 DAYS POST VACCINATION LOCATED ON LEFT FRONT THIGH.Symptom Text:

Other Meds:
Lab Data:
History:

OTALGIAPrex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

288685-1

28-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Skin nodule, Skin warm

 ER VISIT, NOT SERIOUS

Other Vaccine
22-Aug-2007

Received Date

Prex Vax Illns:

TDAP
HPV4
MNQ

SANOFI PASTEUR
MERCK & CO. INC.
SANOFI PASTEUR

C2631AA
1060U
U2141AA

0
0
0

Left leg
Right leg
Left leg

Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 3890
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Jun-2007
Vaccine Date

06-Aug-2007
Onset Date

47
Days

28-Aug-2007
Status Date

NC
State Mfr Report Id

8-6-07 MiscarriageSymptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

288686-1

28-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous

 ER VISIT, NOT SERIOUS

Other Vaccine
22-Aug-2007

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
MERCK & CO. INC.

0243U
0018U

0
0

Right arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 3891
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Aug-2007
Vaccine Date

Unknown
Onset Date Days

28-Aug-2007
Status Date

MN
State Mfr Report Id

unable to reach patient at this timeSymptom Text:

Other Meds:
Lab Data:
History:

noPrex Illness:

allergic to ceclor,systolic heart mumur

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

288697-1

28-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-Aug-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
DTAP

MERCK & CO. INC.
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

0854U
0523U
AC14B036CA

1
0
2

Right arm
Left arm
Left arm

Subcutaneously
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 3892
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Aug-2007
Vaccine Date

20-Aug-2007
Onset Date

3
Days

31-Aug-2007
Status Date

FL
State Mfr Report Id

Shot was received on Friday, August 17, 2007 at approx. 3:30 p.m.     On Monday, August 20, 2007 while at school, my daughter developed sudden blurred
vision, dizziness, suddenly turned very pale and almost passed out at school.  The nurse called me (her mother) at work and advised that she (Paige) be
checked out of school.  Upon arriving home, she immediately went to bed and slept for about 4 hours.  When she woke, she was still very pale, and felt
extremely weak.  She had no appetite and went back to sleep and slept through the night.  I kept her home from school on Tuesday August 21, and she
continued to sleep for most of the day, only waking twice and ate very little.  She awoke at about 7 pm and stated that she felt a little better and was able to eat
a little dinner.  She went back to bed again and slept throughout the night.  When she awoke today, Wednesday August 22, she finally felt well enough to go to
school and managed to stay there throughout the day.  Her appetite has improved, her skin is more flush and she is a little more energetic.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

288703-1

31-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anorexia, Asthenia, Dizziness, Pallor, Somnolence, Vision blurred

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-Aug-2007

Received Date

Prex Vax Illns:

MEN
HEP
HPV4

UNKNOWN MANUFACTURER
UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL
NULL 0

Left leg
Left arm

Right arm

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 3893
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Aug-2006
Vaccine Date

23-Aug-2006
Onset Date

0
Days

12-Sep-2007
Status Date

--
State

WAES0610USA10711
Mfr Report Id

Initial and follow-up information has been received from a physician and a health professional through the Merck pregnancy registry concerning a 19 year old
pregnant female (date of conception: 07-AUG-2006) with asthma and headaches with no drug allergies who on 23-AUG-2006 was vaccinated with a first dose
of Gardasil (0.5 ml) (lot # "9725101"), intramuscularly. There was no concomitant medication. There was no adverse event related to this event. On 29-AUG-
2006 the patient had a LEAP procedure. On 16-SEP-2006 the patient received medroxyprogesterone acetate (DEPO-PROVERA). The date of LMP was
reported to be unknown. On 18-SEP-2006 the patient had a normal ultrasound. The estimated delivery date was 30-APR-2007. It was noted that the patient
had one previous pregnancy. There was no birth defect in previous pregnancy. However, infant in previous pregnancy had oligohydrosis. Follow-up reported
that the patient gave birth to a normal female infant was born at 39 weeks on 23-APR-2007 weighing 6 pounds 12 ounces, length was 20 inches. The apgar
score was 8/9, with a head circumference of 33.7. There were no congenital anomalies, complications nor abnormalities with the infant. There were no
infections or illness during the pregnancy. Other medications used during this pregnancy included daily prenatal vitamins, as needed albuterol, and daily
ascorbic acid (+) cyanocobalamin (+) ferrous fumarate (+) folic acid (CHROMAGEN FORTE). On 27-APR-2007 the baby developed delay conjugate jaundice
unspecified. On 30-APR-2007 during an office visit there was no significant jaundice. On approximately May 2007, the baby's umbilical cord was infected. The
baby was given prescription "cream". On 07-MAY-2007 the patient was seen in the doctors office and the umbilical cord "looked better". On 21-MAY-2007 the
baby was seen by a physician for abdominal pain generalized and excessive crying. The mom reported that the baby was crying "all the time" and she was
"very gassy" and "acts like her belly hurts." It was reported that the symptoms

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP=8/7/2006) Asthma; HeadachePrex Illness:

ultrasound 09/18/06 normal Apgar score 04/23/07 8/9

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

288706-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3894
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Nov-2006
Vaccine Date

03-Nov-2006
Onset Date

0
Days

12-Sep-2007
Status Date

--
State

WAES0612USA01080
Mfr Report Id

Information has been received from a physician through a Merck Pregnancy Registry concerning a 25 year old white female with concurrent medical conditions
reported as "good". She has a history of 3 pregnancies (1 live birth full term at 38 weeks and 4 days, and termination of pregnancy - elective), no birth defects
in previous pregnancies, herpes genitalis, abnormal PAP with CIN II on 15-SEP-2006 and she had loop electrosurgical excision procedure (LEEP). No history
of drug reactions/allergies. On 08-SEP-2006, the patient was vaccinated with the first dose of Gardasil (lot # 654540/0800F). Concomitant medication reported
as none. On 03-NOV-2006, the patient was vaccinated with second dose of Gardasil (lot # 653938/0954F) 0.5 ml intramuscularly while she was pregnant. The
patient did not have a reliable last menstrual period (LMP) date. The patent sought medical attention. On 05-DEC-2006, an ultrasound was performed to
confirm her estimated date of delivery (EDC). The ultrasound revealed EDC of 14-JUL-2007 and single viable intrauterine pregnancy. At the time of reporting,
her gestation time was 8 week (LMP 06-OCT-2006). No adverse experience is related to this event. On 23-JUL-2007, an Outcome Pregnancy Questionnaire
provided additional information. There were no complications during the pregnancy or labor/delivery. A diagnostic ultrasound was performed during pregnancy,
which was within normal limits (NL). The patient developed influenza B during pregnancy. During pregnancy, the patient was treated with FAMVIR for herpes
(September 2006), acyclovir 400 mg, twice daily (BID) for herpes, terbutaline for pre-term contractions (dose, duration, and route not reported), and RYNEZE
BID on 15-MAR-2007 for rhinitis (dose and route not reported), BIDEX DM three times daily (TID) and Z-PAC for an upper respiratory infection (dose and route
not reported) on 19-FEB-2007; DIFLUCAN for vaginitis, DRETHINE and CELESTONE for pre-term contractions (dose, duration, and route not provided) on 29-
MAY-2007. On 29-JUN-2007, 37 weeks a

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 10/6/2006); Genital herpesPrex Illness:

ultrasound 12/05/06 - to confirm EDC: single viable intrauterine pregnancy
Loop electrosurgical excision procedure; Dysplasia; Termination of pregnancy - elective

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

288707-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Herpes virus infection, Influenza, Pregnancy, Rhinitis, Upper respiratory tract infection, Vaginal infection

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0954F 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3895
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Jun-2007
Vaccine Date

04-Jun-2007
Onset Date

0
Days

12-Sep-2007
Status Date

SC
State

WAES0706USA04965
Mfr Report Id

Initial and follow-up information has been received from the Merck pregnancy registry from a registered nurse and a physician concerning a 34 year old female
with drug hypersensitivity to codeine with a history of dilation and curettage procedure done in February, who on 29-MAR-2007 was vaccinated IM with a first
dose of Gardasil (lot # 654885/1424F). On 04-Jun-2007 was vaccinated IM with a second dose of Gardasil (lot # 654885/1424F). Concomitant therapy included
NEXIUM, ASTELIN, NASONEX, KLONOPIN, "FECON", and antimicrobial (unspecified). ON 25-JUN-2007 and 26-JUN-2007 the patient reported that the beta-
human chorionic gonadotropin test (unspecified) were positive. On 05-JUL-2007 and 09-JUL-2007 the patient came into the office for blood work. The 09-JUL-
2007 blood work reported that the patient was four to five week pregnant. The patient's last menstrual period was approximately 31-MAY-2007 and the delivery
date was 06-MAR-2008. The physician reported that the baby's heart tunnels are present. Subsequently the patient experienced some bleeding during
pregnancy. Additional information has been requested.

Symptom Text:

antimicrobial (unspecified); ASTELIN; KLONOPIN; NEXIUM; NASONEX; hormonal contraceptivesOther Meds:
Lab Data:

History:
Pregnancy NOS (LMP = 5/31/2007); Drug hypersensitivityPrex Illness:

diagnostic laboratory 07/05/07; diagnostic procedure - baby's heart tunnels are present; beta-human chorionic 06/25/07 - positive; diagnostic laboratory
07/09/07 - 4-5 weeks pregnant; beta-human chorionic 06/26/07 - positive
Surgical intervention

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
34.0

288708-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Inappropriate schedule of drug administration, Pregnancy, Vaginal haemorrhage

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1424F 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3896
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Mar-2007
Vaccine Date

27-Mar-2007
Onset Date

1
Days

12-Sep-2007
Status Date

TX
State

WAES0707USA00279
Mfr Report Id

Information has been received from a mother concerning her 15 year old daughter who was student with no known drug allergies or illness at the time of
vaccination who on 26-MAR-2007 was vaccinated intramuscularly in the left arm with a first dose of Gardasil (Lot #655617/1447F). On 27-MAR-2007 (also
reported as approximately 1 to 2 hours after the injection), the patient was lethargic and difficult to arouse. No laboratory diagnostic studies were performed. On
an unknown date, the patient recovered. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

288709-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Depressed level of consciousness, Lethargy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1447F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3897
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Mar-2007
Vaccine Date

16-Mar-2007
Onset Date

0
Days

12-Sep-2007
Status Date

NH
State

WAES0707USA00308
Mfr Report Id

Information has been received from a health professional concerning an 18 year old female with no illness at the time of vaccination who on 16-MAR-2007 was
vaccinated with a first dose of Gardasil (lot number unknown) with no pertinent medical history or drug/reactions/allergies. On 16-MAR-2007 the patient felt
dizzy after the administration of Gardasil. On 17-MAY-2007 the patient was administered the second dose of Gardasil (6566051/0244U) IM in the left deltoid
expiry date 27-SEP-2009 at 10:15 AM. Concomitant therapy included fluoxetine HCL (PROZAC), minocycline HCl (MINOCIN) and ethinyl
estradiol/norgestimate (TRINESSA). Due to the incident with the first dose the healthcare professional sat the patient down, she had water, a candy bar and sat
for 15 minutes. At 10:35 AM at the front desk the patient started to feel dizzy, lowered to the wheelchair and fainted for approximately 30 seconds. The patient
was taken to the room, her legs were elevated. Her blood pressure measurement was 90/60 and her total heart was 60. The patient stayed for 45 minutes felt
okay and left. The patient recovered on 17-MAY-2007. Further information is not available.

Symptom Text:

Trinessa, Prozac, MinocinOther Meds:
Lab Data:
History:
Prex Illness:

blood pressure 05/17/07 90/60, total heartbeat count 05/17/07 60
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

288710-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3898
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Sep-2007
Status Date

--
State

WAES0707USA00328
Mfr Report Id

Information has been received from a registered nurse concerning a 16 year old female who was vaccinated with Gardasil. Moments later the patient passed
out. Unspecified medical attention was sought. Subsequently, the patient recovered from passing out. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

288711-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3899
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Sep-2007
Status Date

--
State

WAES0707USA00330
Mfr Report Id

Information has been received from a consumer, regarding his 16 year old daughter with no pertinent medical history, who "about 4 months ago" was
vaccinated with a dose of Gardasil (Lot # not provided). There was no concomitant medication. Subsequently, (time following vaccination not specified), the
patient developed vaginal lesions that "looked like cigarette burns." At the time of this report, the patient had not recovered. The father added that his daughter
had not continued with the Gardasil vaccine series. The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

288712-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Skin lesion, Vaginal disorder

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3900
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Sep-2007
Status Date

--
State

WAES0707USA00346
Mfr Report Id

Information has been received from a physician, concerning a 23 year old female who was vaccinated on an unspecified date at another facility, with the first
dose of Gardasil (Lot # not provided). Ten days after the vaccine was administered, the patient developed redness and swelling at the injection site. She also
developed general malaise and dizziness (onset timeframe not specified), and 17 days after the vaccine administration, she developed bilateral
lymphadenopathy. At the time of this report, the patient had not recovered. The patient sought unspecified medical attention. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

288713-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Injection site erythema, Injection site swelling, Lymphadenopathy, Malaise

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3901
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-May-2007
Vaccine Date

11-May-2007
Onset Date

0
Days

12-Sep-2007
Status Date

--
State

WAES0707USA00351
Mfr Report Id

Information has been received from a consumer, concerning her 19 year old daughter, with no pertinent medical history, who on 11-MAY-2007 was vaccinated
in the gluteal area with the first dose of Gardasil (lot # not provided). There was no concomitant medication. On 11-MAY-2007 her daughter had an irregular
period. At the time of this report, she had recovered (date not specified). The patient sought unspecified medical attention. No further information is available.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

288714-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug administered at inappropriate site, Menstruation irregular

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3902
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Jun-2007
Vaccine Date

28-Jun-2007
Onset Date

0
Days

12-Sep-2007
Status Date

CA
State

WAES0707USA00359
Mfr Report Id

Information has been received from a physician, via a company representative, concerning a 15 year old female patient, who on 28-JUN-2007 was vaccinated
IM, with the first dose of Gardasil (Lot #657737/0522U). Concomitant therapy included DTaP and Menactra. On 28-JUN-2007, after the vaccination with
Gardasil, the patient "experienced syncope." The physician indicated she "recovered after approximately 1 minute. The patient sought unspecified medical
attention. Additional information has been requested.

Symptom Text:

diphtheria toxoid (+)Other Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

288715-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
0522U 0

Unknown
Unknown

Unknown
Intramuscular



10 JUN 2008 06:27Report run on: Page 3903
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Jun-2007
Vaccine Date

28-Jun-2007
Onset Date

0
Days

12-Sep-2007
Status Date

SC
State

WAES0707USA00365
Mfr Report Id

Information has been received from a physician, via a company representative, concerning an 18 year old female patient, who on 28-JUN-2007 was
vaccination with the third dose of Gardasil (lot # not provided). On 28-JUN-2007, the patient passed out three times. Blood pressure was 90/60mmHg following
both the first and second episode. As the staff was taking the second blood pressure reading, she again passed out: her blood pressure following the third
episode was 100/60mmHg. The physician considered the patient to be recovered on the same day, 28-JUN-2007. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

blood pressure 06/28/07 90/60 mmHg, blood pressure 06/28/07 100/6 mmHg
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

288716-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3904
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Jun-2007
Vaccine Date

26-Jun-2007
Onset Date

0
Days

12-Sep-2007
Status Date

CA
State

WAES0707USA00370
Mfr Report Id

Information has been received from a physician, via a company representative, concerning an 18 year old female patient, who on 26-JUN-2007 was vaccinated
IM, with the first dose of Gardasil (Lot #653736/0014U). On 26-JUN-2007, "shortly after vaccination," she fainted, or possibly had a "vaso-vagal spell." The
physician confirmed that the patient had recovered (date not specified), and "is fine now." The patient sought unspecified medical attention. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

288717-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope, Syncope vasovagal

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0014U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3905
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Sep-2007
Status Date

OR
State

WAES0707USA00383
Mfr Report Id

Information has been received from a physician, via a company representative, concerning a female patient (age unspecified), who on an unknown date was
vaccinated with a dose, 0.5ml, of Gardasil (Lot # not provided). Subsequently "fainted and hit her head on the wall." The physician confirmed the patient had
recovered (date unspecified).

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

288718-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Head injury, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3906
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Feb-2007
Vaccine Date

03-Mar-2007
Onset Date

24
Days

12-Sep-2007
Status Date

CT
State

WAES0707USA00384
Mfr Report Id

Information has been received from a physician concerning a 15 year old female, with no pertinent medical history, who was vaccinated with a first dose of
Gardasil on an unspecified date. On 27-FEB-2007 was vaccinated with a second dose of Gardasil. On approximately 03-MAR-2007 the patient became
extremely dizzy, with vomiting and shaking. The adverse experienced lasts "for a couple of days and then it goes away and the patient recovers." On 26-JUN-
2007 the patient was vaccinated IM with a third dose of Gardasil. Concomitant therapy, in June 2007, included antimicrobial (unspecified) for sinusitis (viral
infection). On approximately 29-JUN-2007 the patient became extremely dizzy, with vomiting and shaking. The adverse experience lasts "for a couple of days
and then it goes away and the patient recovers." Subsequently, the patient recovered from being extremely dizzy, vomiting and shaking. It was reported that the
patient did not experience anything after the first dose of the vaccine. Additional information has been requested.

Symptom Text:

antimicrobial (unspecified)Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

288719-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Sinusitis, Tremor, Vaccine positive rechallenge, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3907
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
01-Jun-2007
Onset Date Days

13-Sep-2007
Status Date

--
State

WAES0707USA00422
Mfr Report Id

Information has been received from a registered nurse concerning a female between 19 and 26 years of age, who was vaccinated with a first dose of Gardasil.
In June 2007, "a couple of weeks ago", the patient experienced soreness, stiffness in the shoulder after receiving the vaccination and was unable to raise her
arm above her head. Unspecified medical attention was sought. The outcome was not reported. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

288720-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injected limb mobility decreased, Joint stiffness, Musculoskeletal pain

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3908
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Sep-2007
Status Date

CA
State

WAES0707USA00424
Mfr Report Id

Information has been received from a physician concerning a 14 year old female who was vaccinated with a first dose of Gardasil. Shortly after receiving the
vaccination the patient fainted. Unspecified medical attention was sought. Subsequently, the patient recovered from fainting. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

288721-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3909
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Jun-2007
Vaccine Date

16-Jun-2007
Onset Date

0
Days

13-Sep-2007
Status Date

NJ
State

WAES0707USA00438
Mfr Report Id

Information has been received from a physician concerning a 16 year old female who on 16-JUN-2007 was vaccinated with a dose of Gardasil. Concomitant
therapy included Vaqta also given on 16-JUN-2007. On 16-JUN-2007. On 16-JUN-2007 after being administered the vaccines the patient fainted and fell
forward and hit her head. Unspecified medical attention was sought. Unspecified blood and urinary tests were performed, results not reported. At the time of the
report her head and neck hurts (its' sore). Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory results not reported urinalysis results not reported
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

288722-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Fall, Head injury, Neck pain, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 3910
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jun-2007
Vaccine Date

01-Jun-2007
Onset Date

0
Days

13-Sep-2007
Status Date

WI
State

WAES0707USA00531
Mfr Report Id

Information has been received via a representative, from a nurse concerning her 13 year old daughter, a "special needs child" (unspecified disability), who in
June 2007 ("last week"), was vaccinated IM with the first dose of Gardasil (Lot # not provided). The nurse reported that the nurse who administered the vaccine
"bent the needle," then removed it and restuck her daughter with the same needle. The next day, the nurse reported that her daughter had developed two black
bruises "about the size of a pencil eraser." At the time of this report, it was not specified if the patient had recovered. Follow up information from a physician,
revealed that he had no communication with the patient nor direct knowledge of the event. He added that he "suspects bruise from shot." The patient sought
unspecified medical attention. No further information is expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

DisabilityPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

288723-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Contusion

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3911
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Jun-2007
Vaccine Date

13-Jun-2007
Onset Date

0
Days

13-Sep-2007
Status Date

MD
State

WAES0707USA00533
Mfr Report Id

Information has been received from a physician concerning a 25 year old female with asthma and pollen allergy who on 13-JUN-2007 was vaccinated IM in the
upper outer quadrant of the right buttocks, with a first dose of Gardasil (lot # 657736/0389U). Concomitant therapy included YAZ. On approximately 13-JUN-
2007 the patient experienced pain at injection. On approximately 18-JUN-2007, the patient recovered from pain at injection site. On 28-JUN-2007 the patient
experienced pain at injection site again with muscle twitching, stiff neck and "flu-like" symptoms. Unspecified medical attention was sought. At the time of the
report the patient was recovering from pain at injection site, muscle twitching, stiff neck and "flu-like" symptoms. Additional information has been requested.

Symptom Text:

YAZOther Meds:
Lab Data:
History:

Asthma; Pollen allergyPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

288724-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Incorrect route of drug administration, Influenza like illness, Injection site pain, Muscle twitching, Musculoskeletal stiffness

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0389U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3912
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Jan-2007
Vaccine Date

25-Jan-2007
Onset Date

0
Days

13-Sep-2007
Status Date

NY
State

WAES0707USA00535
Mfr Report Id

Information has been received through the Merck Pregnancy registry from a nurse practitioner concerning an 18 year old female with menstruation irregular
who on 25-JAN-2007 was vaccinated with a first dose of Gardasil (lot # 655617/1447F). There was no concomitant medication. The patient experienced no
adverse symptoms. Unspecified medical attention was sought. The patient was diagnosed with polycystic ovary syndrome (PCOS) in March, 2007. The
symptoms of PCOS were hirsutism, elevated blood thyroid-stimulating hormone level and luteinizing hormone/follicle stimulating hormone ratio. Subsequently,
the patient became pregnant. No problems in pregnancy other than hydronephrosis that has corrected itself without treatment. Her last menstrual period was
November 2006. Estimated date of delivery was October 2007. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP=11/30/2006) Menstruation irregularPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

288725-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blood follicle stimulating hormone abnormal, Blood luteinising hormone abnormal, Blood thyroid stimulating hormone increased, Drug exposure during
pregnancy, Hirsutism, Hydronephrosis, Polycystic ovaries

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1447F 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3913
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Sep-2007
Status Date

TX
State

WAES0707USA00555
Mfr Report Id

Information has been received from a physician concerning a 15 year old female who on an unspecified date was vaccinated with a first dose of Gardasil.
Subsequently the patient developed a small itchy rash, pain. Subsequently, the patient recovered from small itchy rash and pain that lasted 2 days. On an
unspecified date the patient was vaccinated with a second dose of Gardasil. Subsequently the patient developed a large itchy painful rash that lasted 2 weeks.
Medical attention was sought. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

288726-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pain, Rash pruritic, Vaccine positive rechallenge

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3914
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Jun-2007
Vaccine Date

29-Jun-2007
Onset Date

0
Days

13-Sep-2007
Status Date

OH
State

WAES0707USA00576
Mfr Report Id

Information has been received from a physician concerning a 21 year old female who on 29-JUN-2007 was vaccinated with a dose of Gardasil (lot #
653736/0014U) 0.5mL injection. There was no concomitant medication. ON 29-JUN-2007 the patient developed a 101.5 degrees fever for 2 days after being
vaccinated with Gardasil. Medical attention was sought. On 30-JUN-2007 the patient recovered from the 101.5 degrees fever. No further information was
provided. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

temperature measurement 06/29/07 101.5 F
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

288727-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0014U Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3915
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Sep-2007
Status Date

--
State

WAES0707USA00619
Mfr Report Id

Information has been received from a consumer concerning her granddaughter (age unspecified), who on an unspecified date, was vaccinated with the first
dose of Gardasil (Lot # not provided). Following the vaccination, the granddaughter felt dizzy, was exhausted, and had pains in her side; she was diagnosed
with mononucleosis. No further details were provided. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

288728-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Fatigue, Infectious mononucleosis, Pain

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3916
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Feb-2007
Vaccine Date

01-Feb-2007
Onset Date

0
Days

13-Sep-2007
Status Date

TN
State

WAES0707USA00623
Mfr Report Id

Information has been received from a nurse concerning a female between the ages of 11 to 13 who in February 2007, was vaccinated with a first dose of
Gardasil (lot # unknown) IM. In February 2007, the patient experienced a missed period for the first dose. On an unspecified date the patient was vaccinated
with a second dose of Gardasil IM and experienced a missed period for the second dose. Medical attention was sought. The nurse was not concerned because
at this age, many patient's menstrual periods are irregular anyway. The patient does plan, or may have already received her third and last vaccination. No
further information was provided. At the time of reporting the patient has recovered on an unspecified date. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

288729-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Menstruation irregular, Vaccine positive rechallenge

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3917
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-May-2007
Vaccine Date

30-May-2007
Onset Date

0
Days

13-Sep-2007
Status Date

OH
State

WAES0707USA00642
Mfr Report Id

Information has been received from a physician concerning a 19 year old female who on 30-MAY-2007 was vaccinated with Gardasil (lot # unknown). Five
minutes after receiving Gardasil the patient got up to go to the bathroom, she became dizzy and passed out. She had full recovery within five minutes. The
patient did not require any hospitalization and did not have any complications. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

288730-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Loss of consciousness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3918
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Sep-2007
Status Date

TN
State

WAES0707USA00652
Mfr Report Id

Information has been received from a physician concerning a 11 or 12 year old female who was vaccinated on an unspecified date with a first dose of Gardasil
(lot # unknown). Concomitant therapy included Menactra given on the same date. The patient developed a rash after receiving the first dose of Gardasil and
three days later the patient went back to the physician to have the rash taken care of. Medical attention was sought. The physician gave the patient a topical
cream for the rash. It was not known if the rash developed at the injection site and it is unknown if the patient will continue the rest of the Gardasil series. At the
time of reporting the patient was recovering. No further adverse event information is available. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

288731-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL 0

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 3919
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
01-May-2007
Onset Date Days

13-Sep-2007
Status Date

NJ
State

WAES0707USA00808
Mfr Report Id

Information has been received from a physician concerning a female patient who was vaccinated IM with a first dose of Gardasil. "A couple of months ago",
after receiving a first dose of the vaccine the patient thew up. No medical attention was sought. No diagnostic laboratory studies were performed. On an
unknown date, the patient recovered from threw up. It was reported that the patient did not have the same reaction after receiving the second dose. No product
quality complaint was involved. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

288732-1

28-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3920
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Jul-2007

Vaccine Date
04-Jul-2007
Onset Date

1
Days

13-Sep-2007
Status Date

PA
State

WAES0707USA00816
Mfr Report Id

Information has been received from a physician concerning a 13 year old female, with no pertinent medical history, who on an unspecified date was vaccinated
with a first dose of Gardasil. On 03-JUL-2007 was vaccinated IM, in her left arm, with a second dose of Gardasil (lot # 658094/0524U). There was no
concomitant medication. On 04-JUL-2007 the patient experienced leg pain from knee to ankle. She went to the emergency room and was released. The
emergency room physician thinks she might have experienced nerve damage. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

288733-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Nerve injury, Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0524U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3921
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jun-2007
Vaccine Date

Unknown
Onset Date Days

13-Sep-2007
Status Date

--
State

WAES0707USA00825
Mfr Report Id

Information has been received from a nurse concerning a female who in June 2007, was vaccinated with a dose of Gardasil. Subsequently the patient
experienced nausea, soreness on the injection site arm and fever. Subsequently, the patient recovered from nausea, soreness on the injection site arm and
fever. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

288734-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Nausea, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3922
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Sep-2007
Status Date

--
State

WAES0707USA00834
Mfr Report Id

Information has been received from a physician's assistant concerning a 14 year old female who was vaccinated intramuscularly with the first dose of Gardasil.
It was reported that "within the same day she received the vaccine, the patient experienced "tightening of airway". The physician's assistant was unsure if this
was related to the Gardasil because the patient had played softball on a hot, dusty field the same day she received Gardasil. The patient's mother had given
her BENADRYL before contacting the physician. The physician's assistant prescribed for the patient 5 days worth of ALLERGAN. It was reported that after the
patient took the prescribed steroids she had recovered. It was reported that the patient's sister had completed the vaccine series for Gardasil without any
trouble. No further information was provided. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

288735-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Throat tightness

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3923
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Sep-2007
Status Date

CA
State

WAES0707USA00837
Mfr Report Id

Information has been received from a physician, via a company representative, concerning a "teenaged" female patient, who on an unspecified date was
vaccinated with the first dose of Gardasil (lot # not provided). Concomitant therapy included Menactra. Subsequently, after receiving the first dose of Gardasil,
the patient developed hives, that "were most severe on the injection site arm." The physician confirmed that the patient had recovered from the hives (duration
and date not provided). The patient sought unspecified medical attention. The physician reported that three additional teenaged female patient also developed
hives after vaccination with the first dose of Gardasil (lot # not provided (WAES: 0707USA01121, and 0707USA01122). Additional information has been
requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

288736-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL 0

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 3924
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Apr-2007
Vaccine Date

Unknown
Onset Date Days

13-Sep-2007
Status Date

NJ
State

WAES0707USA00851
Mfr Report Id

Information has been received from a physician, via a company representative, concerning a female patient (age unspecified), who on 13-APR-2007 was
vaccinated with the first dose of Gardasil (Lot # not provided). The patient later presented to the office for her second vaccination, however, she reported an
irregular vaginal discharge, and the vaccine was not administered. A pregnancy test showed a "false" positive, as an ultrasound then confirmed she was not
pregnant. At the time of this report, it was unknown if the patient had recovered. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

beta-human chorionic - false positive
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

288737-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Vaginal discharge

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3925
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Sep-2007
Status Date

--
State

WAES0707USA00859
Mfr Report Id

Information has been received from a nurse practitioner concerning a female patient who was vaccinated with a second dose of Gardasil. On an unspecified
date, the patient reported an itchy rash after her second dose. Unspecified medical attention was sought. At the time of this report, the patient's outcome was
unknown. It was reported that the patient told the physician that she had a similar reaction after the first dose, but did not report it until after the second
occurrence. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

288738-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash pruritic, Vaccine positive rechallenge

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3926
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
26-Jun-2007
Onset Date Days

13-Sep-2007
Status Date

FL
State

WAES0707USA00860
Mfr Report Id

Information has been received from a physician concerning a female patient who was vaccinated with a second dose of Gardasil. On 26-JUN-2007, the patient
was very pale and became a little woozy but she did not faint. Unspecified medical attention was sought. On an unspecified date, the patient recovered. No
product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

288739-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Pallor

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3927
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Sep-2007
Status Date

--
State

WAES0707USA00869
Mfr Report Id

Information has been received concerning a patient who was vaccinated with a dose of Gardasil. It was reported that there may be a possible adverse event
with the vaccine. The reporter did not have any specifics of the type of reaction or any other information. At the time of this report, the patient's outcome was
unknown. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

288740-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Unevaluable event

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3928
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Dec-2006
Vaccine Date

19-Feb-2006
Onset Date

-301
Days

13-Sep-2007
Status Date

FL
State

WAES0707USA00878
Mfr Report Id

Information has been received from a nurse practitioner concerning a 16 year old female with a sulfonamide and NSAID allergy and a history of osteomyelitis
who on 17-DEC-2006 was vaccinated with a first dose of Gardasil (lot # 654389/0961F) 0.5mL IM. On 19-FEB-2007 the patient was vaccinated with a second
dose of Gardasil (lot # 656049/0187U) 0.5mL IM. Concomitant therapy included hormonal contraceptives (unspecified). On both occasions the patient
experienced throat closing sensation, neck stiffness and a burning sensation down her arm. Medical attention was sought. All symptoms lasted several hours
and at the time of reporting the patient had recovered on both occasions. The patient has not received the third dose yet. No further information is available.
Addition information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:

Sulfonamide allergy; Drug hypersensitivityPrex Illness:

None
Osteomyelitis

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

288741-1

28-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Musculoskeletal stiffness, Skin burning sensation, Throat tightness, Vaccine positive rechallenge

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0961F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3929
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jun-2007
Vaccine Date

01-Jun-2007
Onset Date

0
Days

13-Sep-2007
Status Date

OH
State

WAES0707USA00906
Mfr Report Id

Information has been received from a physician concerning a female (age not reported) who on an unspecified date was vaccinated with a first dose of Gardasil
(lot# unknown). IN June 2007, the patient was vaccinated with a second dose of Gardasil. The patient developed "dermatitis all down her arm" right after
getting her second dose. Medical attention was sought. At the time of reporting it is unknown if the patient had recovered. No further information was provided.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

288742-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dermatitis

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3930
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Jul-2007

Vaccine Date
03-Jul-2007
Onset Date

1
Days

13-Sep-2007
Status Date

PA
State

WAES0707USA00925
Mfr Report Id

Information has been received from a physician concerning a 23 year old female with no pertinent medical history or drug reactions/allergies who on
approximately 02-JUL-2007 was vaccinated with a dose of Gardasil (lot3 656050/0245U) 0.5mL IM. Concomitant medication included amphetamine aspartate
(+) amphetamine sulfate (+) dextroamphetamine saccharate (+) dextroamphetamine sulfate (ADDERALL). On approximately 03-JUL-2007 "within 24 hours" the
patient experienced fever, chills and cold sweats. Medical attention was sought. At the time of reporting it is unknown if the patient had recovered. Additional
information has been requested.

Symptom Text:

Adderall tabletsOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

288743-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chills, Cold sweat, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0245U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3931
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jun-2007
Vaccine Date

19-Jun-2007
Onset Date

1
Days

13-Sep-2007
Status Date

--
State

WAES0707USA00997
Mfr Report Id

Information has been received from a physician concerning a 36 year old white female with no illness at time of vaccination and no medical history who on 18-
JUN-2007 was vaccinated in the right deltoid with a dose of Gardasil (lot # 0210U). Concomitant therapy included "trilevelis". On 19-JUN-2007 the patient
experienced mild headache post vaccination. That evening patient woke up "shaking/like chills" which woke her up from deep sleep. The patient was
"sweating". Symptoms resolved after approximately 4-5 hours. Patient also had right arm swelling at injection site. It was reported that the patient recovered 24
hours after vaccination. No further information is available.

Symptom Text:

therapy unspecifiedOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
36.0

288745-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chills, Headache, Hyperhidrosis, Inappropriate schedule of drug administration, Injection site swelling, Tremor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0210U 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3932
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Sep-2007
Status Date

--
State

WAES0707USA01016
Mfr Report Id

Information has been received from a nurse concerning a female (age not reported) who on an unspecified date was vaccinated with a first dose of Gardasil (lot
# unknown) injection. Immediately following the injection the patient experienced nausea and vomiting. Medical attention was sought. At the time reporting the
patient recovered from the nausea and vomiting shortly afterwards. No additional information was provided. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

288746-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Nausea, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3933
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jun-2007
Vaccine Date

18-Jun-2007
Onset Date

0
Days

13-Sep-2007
Status Date

NE
State

WAES0707USA01021
Mfr Report Id

Information has been received from a medical assistant concerning herself (demographics not provided). On 18-MAY-2007 she was vaccinated intramuscularly
with the first dose of Gardasil (Lot# no provided). On 18-JUN-2007 the patient was vaccinated intramuscularly with the second dose of Gardasil (Lot# not
provided). The patient reported that since the second vaccination on 18-JUN-2007 she has experienced intermittent nausea and cramping. The patient has no
sought medical attention. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

288747-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, Muscle spasms, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3934
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Sep-2007
Status Date

NJ
State

WAES0707USA01025
Mfr Report Id

Information has been received from a physician concerning a female patient who was vaccinated with her second dose of Gardasil and developed hives all
over her body. The hives were not concentrated to one specific area of the body. Medical attention was sought. The patient's outcome was not reported.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

288748-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3935
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Apr-2007
Vaccine Date

10-May-2007
Onset Date

14
Days

21-Sep-2007
Status Date

MA
State

WAES0707USA01026
Mfr Report Id

Information has been received from a medical secretary concerning a 12 year old female patient with attention deficit disorder and an allergy to morphine who
on 22-FEB-2007 was vaccinated IM in the left arm with her first dose of Gardasil, lot #656049/0187U. Concomitant therapy included amphetamine aspartate,
amphetamine SO4/dex (ADDERRAL TABLETS), and fludrocortisone acetate (FLORINEF). On 26-APR-2007 the patient was vaccinated IM in the left arm with
her second dose of Gardasil, lot #656049/0187U. The reporter mentioned that the patient developed dizziness, sleeplessness, and low blood pressure after
receiving her second dose (date unspecified). She was seen in the office on 10-MAY-2007 for complaints of headaches and dizziness. Her blood pressure on
that date was 120/60 lying, 110/60 sitting, and 100/60 standing. The patient called the office later that day with complaints of continued dizziness and was seen
in the emergency room (she was not admitted to the hospital). On 11-JUN-2007 the patient called to report difficulty urinating. On 12-JUN-2007 she refilled
prescription for fludrocortisone acetate (FLORINEF). On 13-JUN-2007 the patient complained of a rash, 3 episodes of hives, and that her "feet and hands feel
very hot, but the mother stated they were cool to touch". On 19-JUN-2007 the patient was seen by a cardiologist. On 25-JUN-2007 she called to complain of
trouble sleeping and was given a prescription for hydroxyzine. On 25-JUN-2007 she called to complain of trouble sleeping and was given a prescription for
hydroxyzine. On 26-JUN-2007 she was seen by a neurologist. The notes stated that there was no findings from the exam. The neurologist stated possible inner
ear disturbance. The patient was given mezlicine. The neurologist continued that the patient may have a questionable "demits" and chronic fatigue. The office
notes also stated that the mother was concerned that these problems were from Gardasil and the neurologist did not believe so, but the mother was concerned
that he dismissed this too fast.

Symptom Text:

Adderall tablets, FlorinefOther Meds:
Lab Data:
History:

Attention deficit disorder; Drug hypersensitivityPrex Illness:

blood pressure 05/10/07 120/6 lying, blood pressure 05/10/07 110/6 sitting, blood pressure 05/10/07 100/6 standing

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

288749-1

23-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Dysuria, Feeling hot, Headache, Hypotension, Insomnia, Rash, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
23-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0187U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3936
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Jul-2007

Vaccine Date
06-Jul-2007
Onset Date

0
Days

13-Sep-2007
Status Date

PA
State

WAES0707USA01028
Mfr Report Id

Information has been received from a physician concerning a 15 year old female with irritable bowel syndrome and with no history of drug reactions/allergies,
who on 06-JUL-2007 was vaccinated with the first dose of Gardasil (0.5 ml). Concomitant vaccination on 06-JUL-2007 included diphtheria toxoid (+) pertussis
acellular vaccine (unspecified) (+) tetanus toxoid and MENACTRA. Other concomitant therapy included PRILOSEC. It was reported that within a few minutes
the patient experienced sharp abdominal pain, and her blood pressure dropped from 100/60 to 90/65 and she felt faint. The patient remained in the office and
lied down. It was reported that she felt better. Additional information has been requested.

Symptom Text:

PRILOSECOther Meds:
Lab Data:
History:

Irritable bowel syndromePrex Illness:

blood pressure 07/06/07 100/60; blood pressure 07/06/07 90/65

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

288750-1

28-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Blood pressure decreased, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

MNQ
HPV4
DTAP

SANOFI PASTEUR
MERCK & CO. INC.
UNKNOWN MANUFACTURER

NULL
NULL
NULL

0
Unknown
Unknown
Unknown

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 3937
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Sep-2007
Status Date

IL
State

WAES0707USA01046
Mfr Report Id

Information has been received from a registered nurse concerning approximately 3 females (age not reported) on unspecified dates were vaccinated with a
second dose of Gardasil. The nurse reported that the second dose hurt more after the injection than the first or third dose of Gardasil. Medical attention was
sought. No further information was provided. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

288751-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pain

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3938
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Sep-2007
Status Date

NY
State

WAES0707USA01050
Mfr Report Id

Information has been received from a nurse concerning a 15 year old female who on an unspecified date was vaccinated intramuscularly with the first dose of
Gardasil. Subsequently, one day post vaccination, the patient developed a red, slightly raised area around the injection site. Unspecified medical attention was
sought. It was reported that the patient improved after two days are was doing fine. Additional information has been requested. This is one of two reports from
the same source.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

288752-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3939
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-May-2007
Vaccine Date

25-May-2007
Onset Date

1
Days

13-Sep-2007
Status Date

CA
State

WAES0707USA01055
Mfr Report Id

Information has been received from a physician concerning a 15 year old female who on 24-MAY-2007 was vaccinated intramuscularly with the first dose of
Gardasil (lot # 655620/0171U). It was reported that about a day or two after receiving the vaccination, on approximately 25-MAY-2007, the patient developed
blister formations around her mouth. Unspecified medical attention was sought. Subsequently, the patient recovered on an unspecified date. The physician was
unsure whether or not therapy would be discontinued. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

288753-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Oral mucosal blistering

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0171U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3940
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Sep-2007
Status Date

CA
State

WAES0707USA01120
Mfr Report Id

Information has been received from a physician, via a company representative, concerning a "teenaged" female patient, who on an unspecified date was
vaccinated with the first dose of Gardasil (Lot # not provided). Concomitant therapy included MENACTRA. Subsequently, after receiving the first dose of
Gardasil, the patient developed hives, that "were most severe on the injection site arm." The physician confirmed that the patient had recovered from the hives
(duration and date not provided). The patient sought unspecified medical attention. The physician reported that three additional teenaged female patients also
developed hives after vaccination with the first dose of Gardasil (lot # not provided) (WAES: 0707USA00837, 0707USA01121, and 0707USA01122). Additional
information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

288754-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site urticaria, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL 0

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 3941
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Sep-2007
Status Date

CA
State

WAES0707USA01121
Mfr Report Id

Information has been received from a physician , via a company representative, concerning a "teenaged" female patient, who on an unspecified date was
vaccinated with the first dose of Gardasil (Lot # not provided). Concomitant therapy included MENACTRA. Subsequently, after receiving the first dose of
Gardasil, the patient developed hives, that "were most severe on the injection site arm." The physician confirmed that the patient had recovered from the hives
(duration and date not provided). The patient sought unspecified medical attention. The physician reported that three additional teenaged female patients also
developed hives after vaccination with the first dose of Gardasil (lot # not provided (WAES: 0707USA00837, 0707USA01120, and 0707USA01122)). Additional
information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

288755-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site urticaria, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL 0

Unknown
Unknown

Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Sep-2007
Status Date

CA
State

WAES0707USA01122
Mfr Report Id

Information has been received from a physician, via a company representative, concerning a "teenaged" female patient, who on unspecified date was
vaccinated with the first dose of Gardasil (Lot # not provided). Concomitant therapy included MENACTRA. Subsequently, after receiving the first dose of
Gardasil, the patient developed hives, that "were most severe on the injection site arm." The physician confirmed that the patient had recovered from the hives
(duration and date not provided). The patient sought unspecified medical attention. The physician reported that three additional teenaged female patient's also
developed hives after vaccination with the first dose of Gardasil (lot # not provided (WAES 0707USA00837, 0707USA01120, and 0707USA01121). Additional
information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

288756-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site urticaria, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL 0

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 3943
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Sep-2007
Status Date

--
State

WAES0707USA01139
Mfr Report Id

Information has been received from a physician concerning a female (age not reported) who was vaccinated with a dose of Gardasil (lot # not reported).
Subsequently the "patient experienced syncope after vaccination." The patient sought unspecified medical attention. The patient's status was not reported.
There was no product quality complaint. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

288757-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3944
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Sep-2007
Status Date

TX
State

WAES0707USA01349
Mfr Report Id

Information has been received from a physician concerning a 15 year old female patient who was vaccinated with a first dose of Gardasil. Concomitant suspect
therapy included Varivax (duration, dose and indication not reported). Other concomitant therapy included MENACTRA. The physician reported that "The
patient fainted after receiving first dose of Gardasil. It was reported that the patient did not eat anything that morning." The patient sought unspecified medical
attention. The patient recovered on an unknown day. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

288758-1

28-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
MNQ

MERCK & CO. INC.
MERCK & CO. INC.
SANOFI PASTEUR

NULL
NULL
NULL

0
Unknown
Unknown
Unknown

Unknown
Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Sep-2007
Status Date

NJ
State

WAES0707USA01351
Mfr Report Id

Information has been received from a physician concerning a 22 year old female who on an unspecified date was vaccinated with a first dose of Gardasil (lot #
unknown) 0.5mL injection. The physician reported that the patient passed out after receiving the first dose of Gardasil. Medical attention was sought. At the
time of reporting on an unspecified date the patient had recovered. The patient is going to receive her second injection. No additional information was provided.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

288759-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-May-2007
Vaccine Date

29-May-2007
Onset Date

0
Days

24-Aug-2007
Status Date

VA
State

WAES0708USA01863
Mfr Report Id

Information has been received from a physician concerning a 24 year old female with obesity, hypersensitivity and asthma and a history of headaches who on
29-MAY-2007 was vaccinated in the left arm with a 65 ml confirmed dose of Gardasil. Concomitant therapy included albuterol, phentermine HCL, antimicrobial
(unspecified) and Yasmin. On 29-MAY-2007 the needle accidentally hit a "vursar sac" in the patient's left arm. Subsequently, the patient developed arm pain.
The patient was going to physical therapy and is seeing an orthopedic doctor. At the time of the report the patient had not recovered. The reporting physician
considered arm pain to be disabling. Additional information has been requested.

Symptom Text:

albuterol; antimicrobial (unspecified); YASMIN; phentermine hydrochloride 37.5 mLOther Meds:
Lab Data:
History:

Obesity; Hypersensitivity; AsthmaPrex Illness:

Unknown
Headache

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

288761-1 (S)

24-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug administered at inappropriate site, Incorrect dose administered, Pain in extremity

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Other Vaccine
23-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Left arm Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Aug-2007
Vaccine Date

06-Aug-2007
Onset Date

0
Days

24-Aug-2007
Status Date

IA
State

WAES0708USA03472
Mfr Report Id

Information has been received from a physician concerning a 15 year old female who on 06-AUG-2007 was vaccinated with first dose of Gardasil (lot #
655619/1427F) injection. Concomitant therapy also given on 06-AUG-2007 included diphtheria toxoid (+) pertussis acellular vaccine (unspecified) (+) tetanus
toxoid (manufacturer unknown). On 06-AUG-2007, the patient was sitting on the exam table and was administered the 2 vaccines. The patient fell off the exam
table and hit the left side of her head and face. Medical attention was sought (doctor's office and emergency room). The physician admitted the patient into the
hospital for a 23 hour observation. The patient had neurology and cardiology consultations and they performed some tests which are unspecified. On an
unspecified date, the patient recovered. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

neurological 08/06/07 - result not reported; physical examination 08/06/07 - cardiology: result not reported
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

288762-1 (S)

06-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Fall, Head injury, Inappropriate schedule of drug administration

 ER VISIT, HOSPITALIZED, SERIOUS

Other Vaccine
23-Aug-2007

Received Date

Prex Vax Illns:

TDAP
HPV4

UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
1427F 0

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 3948
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Aug-2007
Vaccine Date

17-Aug-2007
Onset Date

1
Days

30-Aug-2007
Status Date

TX
State Mfr Report Id

Hives over torso/lips swollen in early AM. Hives groin area also.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Possible reaction to HPV

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

288770-1

30-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Lip swelling, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
23-Aug-2007

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
MERCK & CO. INC.

0263U
1281F

0
1

Left arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 3949
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Apr-2007
Vaccine Date

09-Apr-2007
Onset Date

0
Days

30-Aug-2007
Status Date

MO
State Mfr Report Id

Had nausea and dizziness with 2nd Gardasil-given Singulair 10 mg prior to 3rd injection Consulted Dr at medical centerSymptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

288771-1

30-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
23-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0960F 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3950
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Aug-2007
Vaccine Date

09-Aug-2007
Onset Date

0
Days

30-Aug-2007
Status Date

PA
State Mfr Report Id

Syncope post vaccinationSymptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

288775-1

19-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
23-Aug-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

0844U
0388U

1
1

Right arm
Left arm

Subcutaneously
Intramuscular



10 JUN 2008 06:27Report run on: Page 3951
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Jul-2007

Vaccine Date
24-Jul-2007
Onset Date

0
Days

30-Aug-2007
Status Date

MN
State Mfr Report Id

Patient became warm and dizzySymptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None-healthy patient

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

288776-1

30-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Feeling hot

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
23-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0181U 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3952
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Aug-2007
Vaccine Date

23-Aug-2007
Onset Date

0
Days

30-Aug-2007
Status Date

MI
State Mfr Report Id

2 minutes after Gardasil administered, pt leaned forward and tumbled to floor. Eyes rolled back. Immediately refocused and speaking. BP 104/56. Monitored pt
for 20 minutes no further adverse effects. Bruise to right hip where landed on floor.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

288793-1

30-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure, Contusion, Eye rolling, Fall

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
23-Aug-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

42393BA
1060U

0
0

Right arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 3953
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Aug-2007
Vaccine Date

19-Aug-2007
Onset Date

1
Days

30-Aug-2007
Status Date

NY
State Mfr Report Id

hives occurring on legs, arms and trunk 24 hr. past immuneSymptom Text:

PPDOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

288797-1

05-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
23-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0802U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3954
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Aug-2007
Vaccine Date

22-Aug-2007
Onset Date

0
Days

30-Aug-2007
Status Date

CT
State Mfr Report Id

as vaccine being injected, pt leaned forward, pale, almost cyanotic, holding breath, (+) jerky movement all lasting 30 seconds. Pt. rested for few minutes -> felt
weak, couldn't wake. After 15 min -> pt recovered

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

288799-1

31-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Cyanosis, Dyskinesia, Pallor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
23-Aug-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2004AA
0952F

0
0

Right arm
Left arm

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 3955
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Aug-2007
Vaccine Date

22-Aug-2007
Onset Date

1
Days

30-Aug-2007
Status Date

IN
State Mfr Report Id

Puffy, red at injection site left arm. Varivax, Adacel given at this site.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

288802-1

30-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
23-Aug-2007

Received Date

Prex Vax Illns:

VARCEL
TDAP
HPV4
MNQ

MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.
SANOFI PASTEUR

NULL
NULL
NULL
NULL

Unknown
Unknown
Unknown
Unknown

Unknown
Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 3956
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Aug-2007
Vaccine Date

22-Aug-2007
Onset Date

0
Days

30-Aug-2007
Status Date

TX
State Mfr Report Id

Pt c/o Dizziness then "passed out" while leaving the clinic. Pt was outside lying on side-walk when assistance arrived. Pt's eyes were closed but responded
verbally & oriented x3. Pt was transported inside clinic via w/c and vital taken x 3; All normal. Pt c/o nausea but was released after 30 minutes and stated she
felt "fine"

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

288803-1

30-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Loss of consciousness, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
23-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1424F 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3957
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Aug-2007
Vaccine Date

03-Aug-2007
Onset Date

1
Days

30-Aug-2007
Status Date

TX
State Mfr Report Id

Vaccine given 8-2-07. Same day swelling, induration redness.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

288804-1

30-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Induration, Swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
23-Aug-2007

Received Date

Prex Vax Illns:

VARCEL
MNQ
TDAP
HPV4

MERCK & CO. INC.
SANOFI PASTEUR
SANOFI PASTEUR
MERCK & CO. INC.

0531U
U2324AA
U2290BA
0014U

1
0
0
0

Left arm
Right arm
Right arm
Left arm

Unknown
Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 3958
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Jul-2007

Vaccine Date
17-Jul-2007
Onset Date

0
Days

30-Aug-2007
Status Date

GA
State

GA07036
Mfr Report Id

Pt phoned at 8:30 AM on 7/19/07 stating approx. 2 h after immunization, she experienced pain at injection site which radiated to her neck and (L) arm that
evening. Denies edema, erythema or exudate.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
None - has breast implants

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

288813-1

30-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Neck pain, Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
23-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0522U 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3959
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Jul-2007

Vaccine Date
Unknown

Onset Date Days
30-Aug-2007
Status Date

GA
State

GA07034
Mfr Report Id

8-1-07 Tdap given 12-29-06. Client in for immun 7-31-07 and was given Tdap again. No adverse events at this time. 8-7-07 No adverse events reported to Hth
Dept.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

288815-1

30-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
23-Aug-2007

Received Date

Prex Vax Illns:

TDAP
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

C2759AA
0522U

1
0

Right arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 3960
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Jun-2007
Vaccine Date

22-Jun-2007
Onset Date

1
Days

30-Aug-2007
Status Date

NJ
State Mfr Report Id

Fever to 102, chills and arm pain lasting 24+ hours.Symptom Text:

Other Meds:
Lab Data:
History:

NoPrex Illness:

N/A
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

288818-1

30-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chills, Pain in extremity, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
23-Aug-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2278AA
0525U

0 Unknown
Unknown

Intramuscular
Unknown



10 JUN 2008 06:27Report run on: Page 3961
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Aug-2007
Vaccine Date

17-Aug-2007
Onset Date

2
Days

29-Aug-2007
Status Date

FL
State Mfr Report Id

TWO DAYS AFTER IMMUNIZATION, PATIENT COMPLAINED OF ITCHING, REDNESS AND BUMPS TO BOTH HANDS.Symptom Text:

NONE KNOWNOther Meds:
Lab Data:
History:

NONE ACCORDING TO MOTHERPrex Illness:

NONE
NONE ACCORDING TO MOTHER

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

288830-1

29-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Pruritus, Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
23-Aug-2007

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

0245U
AHAVB175AA

Unknown
Unknown

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 3962
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Aug-2007
Vaccine Date

21-Aug-2007
Onset Date

0
Days

29-Aug-2007
Status Date

PA
State Mfr Report Id

Headache and fever > 102.0 F for 48 hours after injectionSymptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

288833-1

29-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
23-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0802U 1 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 3963
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Sep-2007
Status Date

--
State

WAES0707USA01360
Mfr Report Id

Information has been received from a nurse practitioner concerning a female (age not reported) who on an unspecified date was vaccinated with a dose of
Gardasil (lot# unknown) injection. The nurse practitioner reported that on an unspecified date the patient developed total body hives after receiving a dose of
Gardasil. Medical attention was sought. The patient was put on a high dose of steroids (unspecified therapy) to decrease the inflammation of the hives. The
outcome of the hives was not reported. No further adverse event information. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

288873-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3964
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Jul-2007

Vaccine Date
05-Jul-2007
Onset Date

0
Days

20-Sep-2007
Status Date

CA
State

WAES0707USA01381
Mfr Report Id

Information has been received from a Licensed Visiting Nurse concerning a 23 year old female who on 05-JUL-2007 was vaccinated with Gardasil (Lot
#0469U). On 05-JUL-207 the prefilled syringe plunger locked when the patient was administered the injection. The patient's arm bled a small amount when the
needle was removed. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

288874-1

20-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site haemorrhage, Medical device complication

 ER VISIT, NOT SERIOUS

Other Vaccine
23-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0469U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3965
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Jul-2007

Vaccine Date
06-Jul-2007
Onset Date

0
Days

13-Sep-2007
Status Date

--
State

WAES0707USA01392
Mfr Report Id

Information has been received from a physician concerning a 20 year old female who on 08-MAY-2007 was vaccinated with the first dose of Gardasil.
Concomitant therapy included unspecified "birth control" therapy. On 06-JUL-2007 the patient was vaccinated intramuscularly with a second dose of Gardasil.
"Almost immediately post vaccination the patient experienced extreme nausea, dizziness, and vomiting. Physician reported that the patient almost fainted
twice. The patient was retained in the physician's office for about three hours until the symptoms subsided. There was no product quality complaint. Additional
information has been requested.

Symptom Text:

therapy unspecifiedOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

288875-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Immediate post-injection reaction, Nausea, Presyncope, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3966
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Jul-2007

Vaccine Date
05-Jul-2007
Onset Date

0
Days

13-Sep-2007
Status Date

--
State

WAES0707USA01394
Mfr Report Id

Information has been received from a physician concerning a 20 year old female with a history of "aspirin-type reaction" who on 05-JUL-2007 was vaccinated
intramuscularly with a first dose of Gardasil (lot #657736/0389U). On 05-JUL-2007 the patient experienced fever and flu like symptoms. On an unspecified date
the patient recovered from fever and flu like symptoms. There was no product quality complaint. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Hypersensitivity

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

288876-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Influenza like illness, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0389U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3967
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jan-2007
Vaccine Date

01-Jan-2007
Onset Date

0
Days

13-Sep-2007
Status Date

--
State

WAES0707USA01400
Mfr Report Id

Information has been received from a physician concerning an 18 year old female with no pertinent medical history and no known drug reactions/allergies who
in January 2007, was vaccinated with a dose of 0.5 mL, IM, of  Gardasil. Thee was no concomitant medication. In January 2007, the day after receiving her first
vaccine, the patient experienced nausea and vomiting. In March 2007, the patient received her second vaccination with a dose, 0.5 mL IM, of Gardasil.
Subsequently, the day after the vaccination, the patient experienced nausea and vomiting. The physician noted the vomiting lasted for less than 1w hours both
times. Subsequently, the patient recovered from the nausea and vomiting. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

288877-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Nausea, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3968
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Sep-2007
Status Date

PA
State

WAES0707USA01403
Mfr Report Id

Information has been received from a medical assistant concerning a female patient who was vaccinated with the first doses of Gardasil. Subsequently, the
patient experienced incredible mood swings. Subsequently, the patient recovered. On an unspecified date, the patient was vaccinated with a second dose of
Gardasil. Subsequently, the patient experienced incredible mood swings. Subsequently, the patient recovered. On 07-JUL-2007, the patient was vaccinated
with the third dose of Gardasil. At the time of the report, the physician was waiting to hear from the patient as to whether she had the same symptoms.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

288878-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Mood swings, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3969
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Sep-2007
Status Date

NJ
State

WAES0707USA01408
Mfr Report Id

Information has been received from a physician concerning a 15 year old female with a history of passing out upon vaccination who was vaccinated with a dose
of Gardasil. Concomitant therapy included MENACTRA. Subsequently, the patient passed out. Unspecified medical attention was sought. The patient's
outcome was unknown. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Passed out

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

288879-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Condition aggravated, Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3970
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Jul-2007

Vaccine Date
10-Jul-2007
Onset Date

1
Days

13-Sep-2007
Status Date

IL
State

WAES0707USA01499
Mfr Report Id

Information has been received from a registered nurse concerning a 14 year old female, who on 09-JUL-2007 was vaccinated with a dose of Gardasil. On 10-
JUL-2007 the patient developed a nose bleed. The patient recovered on 10-JUL-2007. No product quality complaint was involved. Additional information has
been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

288880-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Epistaxis

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3971
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Sep-2007
Status Date

GA
State

WAES0707USA01500
Mfr Report Id

Information has been received from a health professional concerning a 17 year old female, who, on an unspecified date, was vaccinated with a dose of
Gardasil. Thirty days post vaccination the patient had an abnormal Pap test and was positive for high risk HPV with a DNA HPV test. The patient sought
unspecified medical attention. At the time of the report, the patient's outcome was unknown. No product quality complaint was involved. Additional information
is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Pap test - abnormal; cervix HPV DNA assay - positive
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

288881-1

14-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Smear cervix abnormal

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3972
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Sep-2007
Status Date

--
State

WAES0707USA01504
Mfr Report Id

Information has been received from a secretary in a physician's office concerning her daughter who on an unspecified date was vaccinated with a dose of
Gardasil. On an unspecified date the patient developed a fever. Subsequently, the patient recovered from the fever. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

288882-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3973
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Jun-2007
Vaccine Date

10-Jul-2007
Onset Date

33
Days

13-Sep-2007
Status Date

GA
State

WAES0707USA01516
Mfr Report Id

Information has been received from a certified medical assistant concerning a 17 year old female with no drug allergies and no medical history, who on 07-
JUN-2007 was vaccinated intramuscularly with a 0.54mL dose of Gardasil (Lot# 0211U) and on 90-JUL-2007 was vaccinated with a second dose. There was
no concomitant medications. On 10-JUL-2007 the patient developed an egg size swollen area at the injection site. NO redness or fever was noted. The patient
sought unspecified medical attention. No laboratory diagnostic studies were performed. At the time of the report, the patient had not recovered. No product
quality complaint was involved. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

288883-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0211U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3974
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-May-2007
Vaccine Date

01-May-2007
Onset Date

0
Days

13-Sep-2007
Status Date

--
State

WAES0707USA01549
Mfr Report Id

Information has been received from a registered nurse concerning a female patient in her early 20's who in May 2007, was vaccinated IM with a first dose of
Gardasil. A week later, the patient developed a rash. The patient went to see a dermatologist. It was reported that the rash was still not resolved. It was
reported that the patient will not receive anymore doses of Gardasil. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

288884-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3975
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Jul-2007

Vaccine Date
10-Jul-2007
Onset Date

0
Days

13-Sep-2007
Status Date

NY
State

WAES0707USA01553
Mfr Report Id

Information has been received from a physician concerning a 17 year old female patient with no pertinent medical history who on 10-JUL-2007 was vaccinated
with the first dose of Gardasil. Concomitant therapy included MENACTRA and ADACEL. On 10-jUL-2007, after receiving Gardasil vaccination, the patient
became pale and began to pass out. It was reported that the physician did not wait the recommended 15 minutes before allowing the patient to stand up and
the office staff caught her before she passed out and laid her down on the table in the exam room. The patient recovered on 10-JUL-2007. Additional
information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

288885-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness, Pallor

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3976
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Sep-2007
Status Date

PA
State

WAES0707USA01555
Mfr Report Id

Information has been received from a nurse concerning her 14 year old daughter who "months ago" was vaccinated with a dose of Gardasil. Approximately two
weeks after vaccination, the patient experienced a "painful lump in her deltoid muscle". The physician reported that it "appears to be a hematoma". Unspecified
medical attention was sought. The patient's symptoms resolved after a few weeks. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

288886-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Muscle haemorrhage, Muscle swelling, Myalgia

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3977
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-May-2007
Vaccine Date

01-May-2007
Onset Date

0
Days

13-Sep-2007
Status Date

--
State

WAES0707USA01567
Mfr Report Id

Information has been received from a consumer concerning her 13 year old daughter with no known allergies who in May 2007 was vaccinated wit a first dose
of Gardasil. Concomitant therapy included clonidine, EISPERDAL, LAMICTAL, BUSPAR, trazodone, and benztropine. Within 24 hours of receiving the vaccine,
the patient developed a case of hives. Within five days, the case of hives became severe with lesions in her mouth and prednisone was started. Within a
couple of days after completion of the series of prednisone, her daughter developed hives. She periodically broke out with hives since the initial experience.
ZYRTEC was started and initially controlled the symptoms. ZYRTEC ceased controlling the symptoms completely. The reporter indicated that a skin test would
be conducted. The patient's outcome was unknown. Additional expected

Symptom Text:

benztropine mesylate; BUSPAR; clonidine; LAMICTAL; RISPERDAL; trazodone hydrochlorideOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

288887-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Mouth ulceration, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3978
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-May-2007
Vaccine Date

15-May-2007
Onset Date

0
Days

13-Sep-2007
Status Date

OK
State

WAES707USA01601
Mfr Report Id

Information has been received from a licensed practical nurse concerning a 20 year old female with a penicillin allergy and no pertinent medical history who on
15-MAY-2007 was vaccinated with a first dose of Gardasil (lot# 653736/0014U) 0.5mL IM. Concomitant therapy included NUVARING. On 15-MAY-2007 the
patient developed a fever of 101.6 degrees F shortly after the dose was administered. Medical attention was not sought. The fever subsided by the time the
patient woke up the following morning on 16-MAY-2007. At the time of reporting the patient recovered. No further information is available. Additional information
has been requested.

Symptom Text:

NuvaringOther Meds:
Lab Data:
History:

Penicillin allergyPrex Illness:

body temp 101.6

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

288888-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0014U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3979
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Jul-2007

Vaccine Date
03-Jul-2007
Onset Date

0
Days

13-Sep-2007
Status Date

NY
State

WAES0707USA01602
Mfr Report Id

Information has been received from a registered nurse concerning a 23 year old female with a history of depression who on 03-JUL-2007 was vaccinated with a
first dose of Gardasil (lot # 658100/0525U) 0.5mL IM. Concomitant therapy included LEXAPRO. On 03-JUL-2007 the patient experienced lightheadedness
immediately after vaccination with Gardasil. the patient then fainted and hit her head. She subsequently complained of double vision. Medical attention was
sought. The patient was transported to the local emergency room by ambulance. The nurse reported that she is unaware of the details of the evaluation in the
emergency room but the patient was not admitted to the hospital. At the time of reporting it is unknown if the patient has recovered. No further information is
available. Additional information has been requested.

Symptom Text:

LEXAPROOther Meds:
Lab Data:
History:

DepressionPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

288889-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Diplopia, Dizziness, Head injury, Immediate post-injection reaction, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0525U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3980
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Sep-2007
Status Date

NJ
State

WAES0707USA01612
Mfr Report Id

Information has been received from a registered nurse concerning a female who on an unspecified date was vaccinated with a first dose of Gardasil (lot#
unknown). ON an unspecified date the patient was vaccinated with a second dose of Gardasil (lot# unknown). The nurse reported that the patient had an
injection site reaction after receiving the second dose. She developed a "lump" the size of a baseball at the injection site. The patient had no reaction on her
first vaccination. No further information is available. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

288890-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site reaction, Injection site swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3981
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Sep-2007
Status Date

--
State

WAES0707USA01630
Mfr Report Id

Information has been received from a physician concerning an 18 year old female who was vaccinated with two doses of Gardasil at two different times.
Concomitant therapy included MENACTRA. The patient had experienced two similar symptoms after each vaccination. Post dose one, the patient experienced
fever for 3-4 days and joint aches. Post dose two, the patient experienced an intermittent fever for two months as well as ulcerations or blisters in her mouth.
The physician had diagnosed the blisters as a form of herpes. After the second dose the patient had experienced significant respiratory issues. The patient's
outcome was not reported. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

288892-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Mouth ulceration, Oral herpes, Pyrexia, Respiratory disorder

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Unknown
Intramuscular



10 JUN 2008 06:27Report run on: Page 3982
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Jun-2007
Vaccine Date

12-Jun-2007
Onset Date

7
Days

13-Sep-2007
Status Date

--
State

WAES0707USA01635
Mfr Report Id

Information has been received from a pharmacist concerning a female patient who on 05-JUN-2007 was vaccinated with a dose of Gardasil. On 12-JUN-2007
one week after the injection the patient developed mononucleosis. Unspecified medical attention was sought by the patient. The outcome was unknown.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

288893-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Infectious mononucleosis

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3983
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Jun-2007
Vaccine Date

11-Jun-2007
Onset Date

0
Days

13-Sep-2007
Status Date

CO
State

WAES0707USA01650
Mfr Report Id

Information has been received from a medical assistant concerning a 15 year old female who on 11-JUN-2007 was vaccinated intramuscularly with the first
dose of Gardasil (Lot#656371/0181U). On 11-JUN-2007, post vaccination while still in the physician's office the patient experienced "numbing of her entire arm
and she couldn't move it". The medical assistant reported that after the patient waited approximately 15 minutes in the office she was fine". The patient was
considered to have recovered from the event. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

288894-1

15-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Hypokinesia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0181U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3984
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-May-2007
Vaccine Date

01-May-2007
Onset Date

0
Days

13-Sep-2007
Status Date

--
State

WAES0707USA01659
Mfr Report Id

Information has been received from a physician concerning a "16 or 17" year old female who on an unknown date in May 2007, was vaccinated intramuscularly
with Gardasil (Lot# not provided). Subsequently, post vaccination, on an unspecified date in May 2007, the patient experienced abdominal pain. The patient
sought unspecified medical attention. At the time of this report it was unknown if the patient had recovered from the abdominal pain. Additional information has
been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

288895-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3985
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Sep-2007
Status Date

--
State

WAES0707USA01681
Mfr Report Id

Information has been received from a female consumer who on an unknown date was vaccinated with a dose of Gardasil. It was reported that the consumer
missed her third dose of vaccine, which she was suppose to get on 22-JUN-2007, because she was taking antibiotics for an unknown reason. At the time of
this report, the patient's outcome was unknown. No product quality complaint was involved. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

288896-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Unevaluable event

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3986
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Apr-2007
Vaccine Date

09-May-2007
Onset Date

30
Days

13-Sep-2007
Status Date

PA
State

WAES0707USA01691
Mfr Report Id

Information has been received concerning a 22 year old female with no medical history or allergies who on 09-APR-2007, was vaccinated with a first 0.5ml
dose of Gardasil. Concomitant therapy included hormonal contraceptives (unspecified). On approximately 09-MAY-2007, a month after receiving the vaccine,
the patient developed small clear blisters on top of her hands. NO medical attention was sought. No laboratory diagnostic studies were performed. At the time
of this report, the patient had not recovered. No product quality complaint was involved. This is one of two reports from the same source. Additional information
has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

288897-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blister

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3987
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Apr-2007
Vaccine Date

15-May-2007
Onset Date

19
Days

13-Sep-2007
Status Date

FL
State

WAES0707USA01693
Mfr Report Id

Information has been received from a physician concerning a 12 year old female who on 26-APR-2007 was vaccinated with a first dose of Gardasil (lot #
unknown) injection. On 15-MAY-2007 the patient was diagnosed with Bell's palsy after receiving the first dose. Medical attention was sought. At the time of
reporting the patient has recovered. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

288898-1

14-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Facial palsy

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3988
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Sep-2007
Status Date

LA
State

WAES0707USA01754
Mfr Report Id

Information has been received from a physician concerning a female (age unknown), who, on an unspecified date, was vaccinated intramuscularly with a 0.5mL
third dose of Gardasil. Subsequently, five days after receiving the vaccination the patient experienced "nausea, vomiting, and fever (flu like symptoms)". The
patient sought unspecified medical attention. At the time of the report, the patient's outcome was unknown. No product quality complaint was involved.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

288899-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Influenza like illness, Nausea, Pyrexia, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3989
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Jul-2007

Vaccine Date
10-Jul-2007
Onset Date

0
Days

13-Sep-2007
Status Date

OH
State

WAES0707USA01771
Mfr Report Id

Information has been received from a nurse concerning a 26 year old female patient who on 10-JUL-2007 was vaccinated with the first dose of Gardasil (Lot #
658490/0802U). On 10-JUL-2007, within ten minutes of the vaccination, the patient fainted. Unspecified medical attention was sought. On 10-JUL-2007, the
patient recovered. This report is one of two reports from the same source. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

288900-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0802U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3990
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Aug-2007
Vaccine Date

04-Aug-2007
Onset Date

0
Days

27-Aug-2007
Status Date

FL
State

WAES0708USA02529
Mfr Report Id

Information has been received from a physician assistant concerning a female patient who in June 2007, was vaccinated with a first dose of Gardasil. On 04-
AUG-2007, the patient was vaccinated with a second dose of Gardasil (Lot# 658100/0525U). Illness at the time included a sore throat (viral syndrome). On 07-
AUG-2007 three days later, the patient developed hives, joint pain, was itchy, tenderness in joints, arthralgia, fever and weakness. On 09-AUG-2007, the
patient came in to see the physician. The physician put the patient on steroids and loratadine (CLARITIN) (manufacturer unknown). No laboratory diagnostic
studies were performed. At the time of this report, the patient was recovering. The nurse practitioner wasn't sure if the patient's symptoms were related to the
viral syndrome or the vaccine. No product quality complaint was involved. Hives, joint pain, was itchy, tenderness in joints, arthralgia, fever and weakness were
considered to be disabling.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Viral sore throatPrex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

288901-1 (S)

27-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Asthenia, Pruritus, Pyrexia, Urticaria

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Other Vaccine
24-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0525U 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3991
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Aug-2007
Vaccine Date

03-Aug-2007
Onset Date

0
Days

27-Aug-2007
Status Date

AZ
State

WAES0708USA03128
Mfr Report Id

Information has been received from a physician and certified medical assistant concerning a 16 year old female, who on 03-AUG-2007 was vaccinated
intramuscularly with a 0.5mL dose of Gardasil (Lot# 655620/0171U). Concomitant suspect vaccinations included hepatitis A vaccine (inactive) (duration and
dose not reported) and varicella virus vaccine live (duration and dose not reported). Other concomitant therapy included MENACTRA. On 03-AUG-2007
following the vaccinations, the patient fainted at the front desk when she went to make the next appointment. The patient hit the back of her head and lost
consciousness for 1 to 2 minutes. When the patient regained consciousness, the patient was screaming and crying. When the paramedics arrived and tried to
get the patient into the ambulance, the patient was fighting with the paramedics. The patient was taken to the emergency room at a hospital then was
transported to a pediatric hospital where she saw a pediatric neurologist. The patient was found to have a small fracture at the back of her head. The medical
assistant mentioned to the nurse that the patient was cold, clammy, and had high anxiety prior to all the vaccines. The father mentioned that the patient has
been having anxiety attacks. The office had offered to give 2 vaccinations at one visit and the other 2 at another time but the patient had refused. The patient
recovered on an unspecified date. No product quality complaint was involved. Additional information is not expected.

Symptom Text:

Other Meds:
Lab Data:
History:

Clamminess; Cold; Anxiety AttackPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

288902-1 (S)

27-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Crying, Head injury, Loss of consciousness, Screaming, Skull fracture, Syncope

 ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, SERIOUS

Other Vaccine
24-Aug-2007

Received Date

Prex Vax Illns:

VARCEL
HEPA
MNQ
HPV4

MERCK & CO. INC.
MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL
NULL
0171U

Unknown
Unknown
Unknown
Unknown

Unknown
Unknown
Unknown

Intramuscular



10 JUN 2008 06:27Report run on: Page 3992
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Jul-2007

Vaccine Date
24-Jul-2007
Onset Date

0
Days

27-Aug-2007
Status Date

--
State

WAES0708USA03670
Mfr Report Id

Information has been received from a registered nurse concerning a 25 year old female who on 24-JUL-2007 was vaccinated with the first dose of Gardasil. On
24-JUL-2007 the patient experienced pain at the injection site. The pain has persisted for a month now and has traveled into her breast and chest area. The
patient's pain at injection site and pain in breast and chest area persisted. Pain at injection site and pain in breast and chest area were considered to be
disabling. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

288903-1 (S)

27-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Breast pain, Chest pain, Injection site pain

 PERMANENT DISABILITY, SERIOUS

Other Vaccine
24-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3993
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Jun-2007
Vaccine Date

04-Jun-2007
Onset Date

0
Days

27-Aug-2007
Status Date

PA
State

WAES0708USA02491
Mfr Report Id

Information has been received from a female pharmacist who is also the patient with Sjogren's syndrome and "other health issues" who on 04-JUN-2007 was
vaccinated with a first dose of Gardasil. On 04-JUN-2007 immediately post vaccination the patient did not feel good and developed pain in her left arm, nausea,
and headache. On an unspecified date the symptoms resolved. On 09-JUN-2007 and 10-JUN-2007 the patient felt sick, had pains in her legs and whole body,
resembling "flu like symptoms." On 18-JUL-2007 the patient developed vasculitis in her right leg. On 04-AUG-2007 the patient was hospitalized with a
diagnosis of, bilateral pulmonary embolism. She was treated with 5 mg of COUMADIN daily and 81 mg of Aspirin daily. On 10-AUG-2007 the patient was
discharged from the hospital. At the time of the report the patient's outcome was unknown. The reporting pharmacist considered the events to be other
important medical events. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Sjogren's syndrome; General symptomPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

288904-1 (S)

27-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Immediate post-injection reaction, Influenza like illness, Malaise, Nausea, Pain, Pain in extremity, Pulmonary embolism, Vasculitis

 ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, SERIOUS

Other Vaccine
24-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3994
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
27-Aug-2007
Status Date

NJ
State

WAES0708USA02827
Mfr Report Id

Information has been received from a physician concerning a female (age not reported) with a history of past seizures who on an unspecified date was
vaccinated with a first dose of Gardasil (lot # unknown). On an unspecified date the patient was vaccinated with a second dose of Gardasil (lot # unknown)
0.5mL injection. On an unspecified date several weeks after receiving her second dose of Gardasil the patient had a seizure. Medical attention was sought. On
an unspecified date the patient had recovered from the seizure. No further information was provided. Upon internal review seizure was considered to be an
other important medical event. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Convulsion

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

288905-1

27-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Condition aggravated, Convulsion

 ER VISIT, NOT SERIOUS

Other Vaccine
24-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3995
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Aug-2007
Vaccine Date

10-Aug-2007
Onset Date

1
Days

27-Aug-2007
Status Date

FL
State

WAES0708USA02975
Mfr Report Id

Information has been received from a registered nurse concerning a 25 year old female with a history of seizures who on 15-JAN-2007 was vaccinated
intramuscularly with a 0.5 ml first dose of Gardasil. On 04-APR-2007 the patient was vaccinated with a second dose of Gardasil. On 10-AUG-2007 the patient
was vaccinated third dose of Gardasil (lot #0211U). Concomitant therapy included hormonal contraceptives (unspecified). On 10-AUG-2007 the patient stood
up and became "really dizzy", passed out, and had a seizure. The patient reported her boyfriend "slapped her and it helped her come out of the seizure". There
were no laboratory or diagnostic tests performed. Unspecified medical attention was sought. At the time of the report the patient had recovered. Upon internal
review, seizures was considered to be an other important medical event. Additional information has been requested.

Symptom Text:

Hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

None
Convulsion

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

288906-1

27-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Condition aggravated, Convulsion, Dizziness postural, Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
24-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0211U 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3996
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Jul-2007

Vaccine Date
08-Aug-2007
Onset Date

32
Days

27-Aug-2007
Status Date

TN
State

WAES0708USA03011
Mfr Report Id

Information has been received from a licensed practical nurse concerning an 18 year old female with an allergy to penicillin and no medical history, who in June
2007, was vaccinated intramuscularly with a first dose of Gardasil and a second dose in July 2007. There was no concomitant medication. The patient had
become pregnant sometime between the two doses. Her last menstrual period was 11-JUL-2007 and her estimated delivery date was 16-APR-2008. On
approximately 08-AUG-2007 the patient had a miscarriage. No laboratory diagnostic studies were performed. The patient sought unspecified medical attention.
The patient recovered on an unspecified date. No product quality complaint was involved. Upon internal review spontaneous abortion was considered an other
important medical event. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 7/11/2007); Penicillin allergyPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

288907-1

27-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
24-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 3997
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
27-Aug-2007
Status Date

NY
State

WAES0708USA03025
Mfr Report Id

Information has been received from a physician concerning a female (age not reported) who on an unspecified date was vaccinated with a first dose of Gardasil
(lot# unknown). On an unspecified date the patient was vaccinated with a second dose of Gardasil injection and experienced thrombocytopenia. Medical
attention was sought. The physician sent the patient to the hospital. At the time of reporting it was unknown if the patient had recovered. No additional
information was provided. Upon internal review thrombocytopenia was considered to be an other important medical event. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

288908-1

27-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Thrombocytopenia

 ER VISIT, NOT SERIOUS

Other Vaccine
24-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3998
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Aug-2007
Vaccine Date

13-Aug-2007
Onset Date

7
Days

27-Aug-2007
Status Date

FR
State

WAES0708USA03527
Mfr Report Id

Information has been received from a health professional concerning a 16 year old female with no medical history, who on 06-AUG-2007 was vaccinated with a
first dose of Gardasil (Lot# 1518F; Batch# NF23330). On 13-AUG-2007 the patient experienced exanthema, and on 15-AUG-2007 she additionally developed
petechiae. She was admitted to the hospital by the family physician on 15-AUG-2007 for diagnostics. At the time of the report no examination results were
available and the patient's outcome was unknown. Other business partner numbers include: E2007-05416. Further information is not available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

288909-1 (S)

27-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Petechiae, Rash

 HOSPITALIZED, SERIOUS

Other Vaccine
24-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1518F 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 3999
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Jan-2007
Vaccine Date

01-Feb-2007
Onset Date

1
Days

27-Aug-2007
Status Date

FR
State

WAES0708USA03951
Mfr Report Id

Information has been received from a physician concerning a 26 year old female who on 31-JAN-2007 was vaccinated intramuscularly with Gardasil. In
February 2007, the patient experienced vaccine exposure during pregnancy (date of last menstrual period was 12-FEB-2007/urine pregnancy test positive on
30-MAR-2007). The patient had two previous pregnancies with two live births. The second dose of Gardasil was interrupted. It was reported that the patient was
in good condition. On 17-APR-2007 the patient experienced a spontaneous abortion. The reporter felt that the vaccine exposure during pregnancy was not
related to therapy with Gardasil and the spontaneous abortion was probably not related to therapy with Gardasil. Upon internal review, the spontaneous
abortion was felt to be an other important medical event. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 12Feb07)Prex Illness:

urine beta-human chorionic gonadotropin 30Mar07 Comment: positive

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

288910-1

27-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
24-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4000
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Jun-2007
Vaccine Date

15-Jun-2007
Onset Date

0
Days

30-Aug-2007
Status Date

PA
State Mfr Report Id

after vaccines given pt appears to be fine 5 to 10 minutes after when had left office and waited for elevator, fainted and was brought back into office by m/cSymptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

288923-1

19-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
24-Aug-2007

Received Date

Prex Vax Illns:

VARCEL
TDAP

HPV4

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

05940
AC152B014BA

0523U

1 Right arm
Left arm

Right arm

Subcutaneously
Intramuscular

Subcutaneously



10 JUN 2008 06:27Report run on: Page 4001
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Aug-2007
Vaccine Date

21-Aug-2007
Onset Date

0
Days

30-Aug-2007
Status Date

NY
State Mfr Report Id

Two minutes after receiving injection , child became very pale, slightly diaphoretic, fainted but arms were jerking in movement. Doctors examined child. Alert
and talking, wanting to sit up. V/S taken. Child remained in office x 35 minutes. Doctor examined child, all V/S were normal, color pink A+O x 3. Released home
with mother.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Fingerstick glucose 87 at 9:25A, B/P 130/65, HR 70. 9:40A BP 118/74, PR 72, RR 16.  9:50A BP 110/70, PR 70, RR 16.
Hypothyroid (hx graves); Congenital absence right ear

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

288925-1

31-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blood glucose normal, Dyskinesia, Hyperhidrosis, Pallor, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
24-Aug-2007

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
MERCK & CO. INC.

0188U
0495U

0
1

Right arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4002
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Apr-2007
Vaccine Date

Unknown
Onset Date Days

30-Aug-2007
Status Date

DC
State Mfr Report Id

Amenorrhea x 3 monthsSymptom Text:

MotrinOther Meds:
Lab Data:
History:

N/APrex Illness:

FSH; TSH
Dysmenorrhea

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

288929-1

30-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Amenorrhoea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
24-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1425F 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4003
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Aug-2007
Vaccine Date

13-Aug-2007
Onset Date

0
Days

30-Aug-2007
Status Date

WI
State Mfr Report Id

Dry rough facial skin, itching and slight facial puffiness. Red papules on arms and legs. Began about 6 hrs after vaccines.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

288930-1

30-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dry skin, Pruritus, Rash papular, Swelling face

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
24-Aug-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL

0
0

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 4004
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Aug-2007
Vaccine Date

20-Aug-2007
Onset Date

0
Days

30-Aug-2007
Status Date

NY
State Mfr Report Id

Pt called from a pharmacy - states she received Gardasil vaccine this AM at our office - she is now experiencing nausea, stomach cramps, headache and
generalized malaise - advised to call parent to take her home from mall - Benadryl 25mg - if SOB, chest pain or other severe symptoms, pt to go to ER.

Symptom Text:

Nuva RingOther Meds:
Lab Data:
History:

DeniesPrex Illness:

Pt with Hx Crohn's disease - no recent flare ups

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

288932-1

19-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain upper, Headache, Malaise, Nausea

 NO CONDITIONS, NOT SERIOUS

Related reports:   288932-2

Other Vaccine
24-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1060U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4005
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
20-Aug-2007
Vaccine Date

20-Aug-2007
Onset Date

0
Days

19-Oct-2007
Status Date

NY
State

WAES0708USA04614
Mfr Report Id

Information has been received concerning a 21 year old patient with a history of Crohn's disease with no recent flares who on 20-AUG-2007 at 11:00 AM was
vaccinated with Gardasil in the left deltoid (lot 658556/1060U). On 20-AUG-2007 the patient went to work at an area mall and began to feel sick at 13:45 and
complained of headache, nausea, stomach cramps and generalized malaise. The office worker advised the patient to call a parent for a ride home and once
home to take 25 mg diphenhydramine Hcl (BENADRYL) and rest. The patient was further instructed if the patient experienced more severe symptoms (SOB
and chest pain) to call the ER. No labs or diagnostic tests were performed. On 20-AUG-2007 the patient recovered. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Crohn's disease

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

288932-2

19-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain upper, Headache, Malaise, Nausea

 NO CONDITIONS, NOT SERIOUS

Related reports:   288932-1

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1060U Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4006
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
20-Aug-2007
Vaccine Date

Unknown
Onset Date Days

30-Aug-2007
Status Date

PA
State Mfr Report Id

After receiving vaccines, about 2 seconds later her eyes rolled to the neck of her head and she started to convulse and passed out. She came to and was
disoriented and laid on exam table and was observed for about 20 mins. and sent home (pt did not eat anything today @ all)

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

288936-1

31-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Disorientation, Eye rolling, Loss of consciousness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
24-Aug-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
MNQ

MERCK & CO. INC.
MERCK & CO. INC.
SANOFI PASTEUR

08446
0930U
U2394BA

0
0
1

Left arm
Right arm
Left arm

Subcutaneously
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4007
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Aug-2007
Vaccine Date

21-Aug-2007
Onset Date

1
Days

30-Aug-2007
Status Date

PA
State Mfr Report Id

4 x 2 1/2 redness/swelling/ hardness around injection site. Itch and pain present.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

Augmentin 75 BID x 7 days
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

288938-1

31-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site induration, Injection site pain, Injection site pruritus, Injection site swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
24-Aug-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

1003U
NULL

1 Right arm
Left arm

Subcutaneously
Intramuscular



10 JUN 2008 06:27Report run on: Page 4008
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Aug-2007
Vaccine Date

21-Aug-2007
Onset Date

0
Days

31-Aug-2007
Status Date

PA
State Mfr Report Id

My daughter received Meningitis, Hepatitis A, and HPV vaccines. [First injection for each of these for her...I know HPV and one of the others requires
booster(s).]  Less than a minute after receiving injections and while still sitting on exam table, my daughter fainted and had short episode of seizure-type
activity...shaking and her eyes rolled.  Vital signs monitored and oxygen was administered.

Symptom Text:

Other Meds:
Lab Data:
History:

nonePrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

288949-1

04-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Eye rolling, Syncope

 NO CONDITIONS, NOT SERIOUS

Related reports:   288949-2;  288949-3

Other Vaccine
24-Aug-2007

Received Date

Prex Vax Illns:

MNQ
HEPA
HPV4

SANOFI PASTEUR
UNKNOWN MANUFACTURER
MERCK & CO. INC.

U2157BA
UNKNOWN
UNKNOWN

0
0
0

Right arm
Right arm
Left arm

Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4009
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Aug-2007
Vaccine Date

21-Aug-2007
Onset Date

0
Days

11-Sep-2007
Status Date

PA
State

WAES0708USA04778
Mfr Report Id

Information has been received from a consumer concerning her 13 year old daughter with no medical history or drug allergies who on 21-AUG-2007 was
vaccinated with a 0.5mL first dose of Gardasil (Lot # not provided). Concomitant vaccination included hepatitis A virus vaccine (unspecified) and meningococcal
vaccine (unspecified). On 21-AUG-2007 the patient fainted and experienced seizure like activity after receiving the Gardasil. It was noted by the reporter that
the patient received the vaccination on an empty stomach. The patient sought unspecified medical attention. No laboratory diagnostic tests were performed. On
21-AUG-2007, the patient recovered. No product quality complaint was involved. Upon internal review, seizure like activity was considered to be an other
important medical event. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

288949-2

11-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Syncope

 ER VISIT, NOT SERIOUS

Related reports:   288949-1;  288949-3

Other Vaccine
10-Sep-2007

Received Date

Prex Vax Illns:

MEN
HPV4
HEPA

UNKNOWN MANUFACTURER
MERCK & CO. INC.
UNKNOWN MANUFACTURER

NULL
NULL
NULL

0
Unknown
Unknown
Unknown

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 4010
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Aug-2007
Vaccine Date

21-Aug-2007
Onset Date

0
Days

13-Sep-2007
Status Date

PA
State

WAES0708USA04778
Mfr Report Id

Information has been received from a consumer concerning her 13 year old daughter with no medical history or drug allergies who on 21-AUG-2007 was
vaccinated with a 0.5mL first dose of Gardasil (Lot # not provided). Concomitant vaccination included Hepatitis A (unspecified) and Meningococcal vaccine
(unspecified). On 21-AUG-2007 the patient fainted and experienced seizure like activity after receiving the Gardasil. It was noted by the reporter that the patient
received the vaccination on an empty stomach. The patient sought unspecified medical attention. No laboratory diagnostic tests were performed. On 21-AUG-
2007, the patient recovered. No product quality complaint was involved. Upon internal review, seizure like activity was considered to be an other important
medical event. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

288949-3

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Syncope

 ER VISIT, NOT SERIOUS

Related reports:   288949-1;  288949-2

Other Vaccine
12-Sep-2007

Received Date

Prex Vax Illns:

MEN
HPV4
HEPA

UNKNOWN MANUFACTURER
MERCK & CO. INC.
UNKNOWN MANUFACTURER

NULL
NULL
NULL

0
Unknown
Unknown
Unknown

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 4011
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Aug-2007
Vaccine Date

21-Aug-2007
Onset Date

1
Days

29-Aug-2007
Status Date

WY
State Mfr Report Id

During early morning hours after vaccine given, client had fever of 102 degrees. Also had complaint of headache. Symptoms lasted about 24 hours. Given
Ibuprofen by her mother for fever and headache.

Symptom Text:

Other Meds:
Lab Data:
History:

nonePrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

288951-1

29-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
24-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1208F 2 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4012
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Aug-2007
Vaccine Date

23-Aug-2007
Onset Date

0
Days

28-Aug-2007
Status Date

NY
State Mfr Report Id

Anaphylactic/ type I/ reaction within 12 hours of vaccine Gardasil generalized urticaria, facial oedema.  10/16/07 Received ER medical records of 8/24/2007
which reveal patient experienced hives, swollen lips & face & itching all over.  Tx w/epi, IV steroids, IV antihistamine.  Improved & d/c to home FINAL DX:
angioedema.

Symptom Text:

noOther Meds:
Lab Data:
History:

noPrex Illness:

no PMH: childhood asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

288955-1 (S)

23-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anaphylactic reaction, Angioedema, Face oedema, Lip swelling, Pruritus generalised, Swelling face, Urticaria, Urticaria generalised

 ER VISIT, HOSPITALIZED, LIFE THREATENING, SERIOUS

Related reports:   288955-2

Other Vaccine
24-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1061U 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 4013
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Aug-2007
Vaccine Date

23-Aug-2007
Onset Date

0
Days

23-Oct-2007
Status Date

--
State

WAES0710USA01747
Mfr Report Id

Information has been received from an agency concerning a 14 year old female with no medical history, who on 23-AUG-2007 was vaccinated in the left arm
with a first dose of Gardasil (Lot# 658558/1061U). There was no concomitant medication. There were no illnesses at the time of the vaccination. On 23-AUG-
2007 within 12 hours of the vaccination the patient developed an anaphylactic type 1 reaction with face oedema, swelling face and generalised urticaria. The
patient was hospitalized. The patient recovered on an unspecified date. The anaphylactic reaction, face oedema, swelling face, and generalised urticaria were
considered to be life threatening. The VAERS ID number was 288955. A standard lot check investigation was performed. All in-process quality checks for the
lot number in question were satisfactory. In addition, an expanded lot check investigation was performed. The testing performed on the batch prior to release
met all release specifications. The lot met the requirements of the Center for Biologics Evaluation and Research and was released. Additional information is not
expected.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

288955-2 (S)

23-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anaphylactoid reaction, Face oedema, Swelling face, Urticaria

 ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, LIFE THREATENING, SERIOUS

Related reports:   288955-1

Other Vaccine
22-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1061U 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 4014
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
30-Aug-2007
Status Date

OR
State Mfr Report Id

Pt received 1st dose of Gardasil 5/21/07. Within 9 days she developed severe bilateral joint pain and stiffness with bilateral elbow effusion. Her ANA was
1:2560. Normal sed rate, RF, CBC, Mild elevation of liver function tests.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

ANA 1:2560, Sed rate normal, RF, CBC
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

288958-1

31-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Joint effusion, Joint stiffness

 ER VISIT, NOT SERIOUS

Other Vaccine
24-Aug-2007

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
MERCK & CO. INC.

0389U
095F

0
0

Left arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4015
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Aug-2007
Vaccine Date

22-Aug-2007
Onset Date

0
Days

30-Aug-2007
Status Date

MA
State Mfr Report Id

Migraine headache 2 hours after Gardasil #2 givenSymptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

2nd Gardasil dose
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

288962-1

30-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Migraine

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
24-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0742U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4016
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Aug-2007
Vaccine Date

16-Aug-2007
Onset Date

1
Days

30-Aug-2007
Status Date

TX
State Mfr Report Id

HivesSymptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

288963-1

30-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
24-Aug-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2351AA
0515U

Right arm
Left arm

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 4017
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Aug-2007
Vaccine Date

15-Aug-2007
Onset Date

0
Days

30-Aug-2007
Status Date

MD
State Mfr Report Id

Client experienced post immunization syncope approximately 3 minutes after vaccines were given. States her throat felt tight and she was dizzy". This
appeared to last approximately a few minutes and client returned to pre-vaccine state within 10 - 15 minutes total. VSS B/P 100/60, Pulse ox 99%. No
intercostal retractions. EMT called at request of mother. Mother declined taking child to hospital.

Symptom Text:

Other Meds:
Lab Data:
History:

No current illnessPrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

288964-1

28-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Immediate post-injection reaction, Syncope, Throat tightness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
24-Aug-2007

Received Date

Prex Vax Illns:

VARCEL
TDAP
HPV4
MNQ

MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.
SANOFI PASTEUR

1148F
C2720AA
0760F
U2171AA

1
0
0
0

Right arm
Right arm
Left arm
Left arm

Subcutaneously
Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4018
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Aug-2007
Vaccine Date

24-Aug-2007
Onset Date

1
Days

30-Aug-2007
Status Date

MI
State Mfr Report Id

Woke up the am following administration of Gardasil and Menactra with rash on left side of torso, no itching, no swelling, no heat, no SOB. Vaccines given at
11am on 8/23/07. Rash appeared a.m. of 8/27 Calamine/ Caladryl lotion applied.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

e mycin

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

288965-1

30-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
24-Aug-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2159AA
0927U

0
0

Right arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4019
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Aug-2007
Vaccine Date

21-Aug-2007
Onset Date

0
Days

30-Aug-2007
Status Date

UT
State Mfr Report Id

Patient was given immunizations while patient was standing up. Shortly afterwards patient fainted and hit her head on the immunization floor. After patient fell,
she started to fling her arms around for about 10 seconds. Patient claimed she remembers leaning against the frig and then blacked out. Patient seen by doctor
sent to ER.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

EKG, CT of head

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

288966-1

30-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Fall, Head injury, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
24-Aug-2007

Received Date

Prex Vax Illns:

HPV4
HEP

HEPA

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
GLAXOSMITHKLINE
BIOLOGICALS

0742U
AHBVB428AA

AHBVB428AA

1
1

1

Left arm
Right arm

Right arm

Intramuscular
Intramuscular

Intramuscular



10 JUN 2008 06:27Report run on: Page 4020
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Aug-2007
Vaccine Date

24-Aug-2007
Onset Date

0
Days

30-Aug-2007
Status Date

TX
State Mfr Report Id

Injection given (MCV4) one arm < 1 minute Gardasil other arm. In 5 seconds fainted few seconds - eyelids fluttered and then regained consciousness - c/o
nausea ++

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

288967-1

30-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Nausea, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
24-Aug-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2386BA
0680U

0
0

Left arm
Right arm

Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-May-2007
Vaccine Date

04-Jul-2007
Onset Date

35
Days

31-Aug-2007
Status Date

OK
State Mfr Report Id

My daughter began to have facial(flat) warts on her face and chest after the 2nd dose of Gardasil.  There are many warts on her face and chest at least 20 or
more.  She has never had this problem before receiving the vaccine.  She was treated for warts by her Doctor and now has been referred to Dermatology.  She
has not recovered yet.  She will not receive the 3rd dose.

Symptom Text:

noneOther Meds:
Lab Data:
History:

noPrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

288998-1

31-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Skin papilloma

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
26-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jul-2007

Vaccine Date
01-Jul-2007
Onset Date

0
Days

28-Aug-2007
Status Date

--
State

WAES0708USA03603
Mfr Report Id

Information has been received from a physician concerning a 12 year old female who in July 2007, was vaccinated with a first dose of Gardasil. In July 2007,
the patient passed out and experienced elevated blood pressure after receiving Gardasil. Subsequently, the patient recovered from passing out and elevated
blood pressure. The physician considered passing out and elevated blood pressure as other important medical events due to intervention with intravenous and
oxygen administration (not further specified). The patient sought medical attention. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

289024-1

28-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure increased, Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
27-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Mar-2007
Vaccine Date

15-Jun-2007
Onset Date

106
Days

28-Aug-2007
Status Date

FR
State

WAES0708BRA00041
Mfr Report Id

Information has been received from a physician concerning a 25 year old female who in March 2007, was vaccinated with the first dose of Gardasil. In May
2007 the patient received the second dose of Gardasil. On approximately 15-JUN-2007 the patient experienced adverse reactions (not specified), including
visual loss. The patient looked for physician who asked for laboratory exams (not specified). Then, multiple sclerosis was diagnosed. The patient was treated
with corticosteroids (pulse therapy; 1 g corticosteroid). The patients parents looked for another physician who saw the results of the exams (not reported) and
ADEN (auto immune demyelating encephalitis) was diagnosed and related to Gardasil. Auto immune demyelating encephalitis was considered to be disabling.
According to the reporter, the patient is recovering from ADEN (auto immune demyelating encephalitis). No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory test 15?Jun07 Comment: multiple sclerosis
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

289025-1 (S)

28-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blindness, Encephalitis post immunisation, Multiple sclerosis

 PERMANENT DISABILITY, SERIOUS

Other Vaccine
27-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Aug-2007
Vaccine Date

01-Aug-2007
Onset Date

0
Days

28-Aug-2007
Status Date

--
State

WAES0708USA03395
Mfr Report Id

Information has been received from a physician concerning a 16 year old female with no known allergies who on 01-AUG-2007 was vaccinated with the first
dose of Gardasil (Lot# not provided). No concomitant therapies were reported. The physician reported that within 60 seconds post vaccination the patient had a
vasal vagal response, experienced a Tonic clonic Grand mal seizure and hit her head on the office wall. The physician reported that at that time the patient was
sweating and her pulse was 43 BPM. The patient laid down and oxygen was administered. The physician reported that the patient was monitored and with 20
minutes her pulse was 68 BPM and she had recovered from the event. The physician considered the event to be disabling and an other important medical
event. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

total heartbeat count 08/01/07 43 BPM - PV; total heartbeat 08/01/07 68 BPM - 20 min PV
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

289026-1 (S)

28-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Grand mal convulsion, Head injury, Heart rate, Hyperhidrosis, Syncope vasovagal, Tonic clonic movements

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Other Vaccine
27-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-May-2007
Vaccine Date

Unknown
Onset Date Days

28-Aug-2007
Status Date

KY
State

WAES0708USA02942
Mfr Report Id

Initial and follow-up information has been received from a physician concerning an "otherwise healthy" 13 year old female who was vaccinated with her first and
second doses of Gardasil. Subsequently the patient experienced what was thought to be transverse myelitis and was hospitalized. She experienced paralysis
from the chest down, lesions of the optic nerve, and was diagnosed with "Neuromyelitis Optica (NMO)". The patient was treated with high dose corticosteroids
(unspecified) and did not respond. A course of Cytoxan was planned. Duration of hospitalization was not reported. At the time of the report the patient had not
recovered. Additional information has been requested.  5/13/08 Reviewed hospital medical records of 8/1-8/24/2007 & 9/25-9/26/2007. FINAL DX:
neuromyelitis optica. Records reveal patient experienced sudden onset of bilateral LEs weakness & numbness proceeded by several hours of leg pains, LBP &
urinary retention.  Parent w/gastroenteritis several weeks prior.  Patient had malaise at that time but never actually ill.  Admit exam revealed areflexia bilateral
LEs, loss of sensation below T12 bilaterally as well as flaccid paraplegia & urinary retention.  Admitted to PICU.  Tx w/IV steroids w/no improvement.  Tx
w/plasmapheresis, I/O cath, bowel regime. Neuro, rheum, psych consults done.  Developed decreased sensation up to T8, restarted IV steroids & MRIs
repeated.  Tspine MRI revealed traumatic progression of disease up to T4-5.  No improvement w/additional steroids or plasmapheresis.  Tx w/IVIG x 7 days
w/no improvement but no worsening.  Transferred to inpatient rehab to be readmitted for rituximab in the next month.  Medical records of 9/25-9/26/07 for
rituximab infusion.  Exam revealed loss of motor control of bilateral LEs.  Was to return 10/2 for second treatment & PICC placement.  Patient continued to be
home schooled due to her condition.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown  LABS: CSF: EMG/NCS.  MRI spine abnormal.  Visual evoked potentials abnormal.
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

289027-1 (S)

30-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Activities of daily living impaired, Areflexia, Back pain, Blood product transfusion, Hypoaesthesia, Immunoglobulins, Intensive care, Motor dysfunction,
Muscular weakness, Myelitis transverse, Neuromyelitis optica, Pain in extremity, Paralysis, Paralysis flaccid, Paraplegia, Plasmapheresis, Sensory loss, Steroid
therapy, Urinary retention

 ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, SERIOUS

Other Vaccine
27-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 01886U 1 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Aug-2007
Vaccine Date

14-Aug-2007
Onset Date

0
Days

28-Aug-2007
Status Date

PA
State

WAES0708USA02610
Mfr Report Id

Initial and follow up information has been received from a Registered Nurse (R.N.) concerning a 26 year old female patient who on 14-AUG-2007 was
vaccinated with a first dose of Gardasil lot #658222/0927U. Concomitant therapy included ethinyl estradiol (+) Levonorgestrel (SEASONALE). On 14-AUG-
2007, within one month of vaccination patient developed injection site soreness, and then passed out for about one minute. She was dizzy and nauseated. She
was transported to the Emergency Room via ambulance. In follow up the nurse reported that after patient received her Gardasil injection she turned her back
and about 30 seconds later she turned around and the patient's head had dropped down and she was very stiff, not limp but stiff. She passed out. She was
taken to the emergency room (ER) where she vomited. She had a computed axial tomography (CAT) scan which was normal, although she had a hematoma
on her head. The nurse said that she did not fall while in the office or anytime before hand that she knew about so she was not sure where that came from. She
had an electrocardiogram (EKG) which was borderline abnormal, and she was recommended to follow up with her primary care physician about the EKG. The
primary care physician was aware of the patient's cardiology problem. The patient's glucose was 126, prothrombin time (PT) 13.0, red blood cell count (RBC)
4.05, everything else was right on the normal border. She was discharged from the ER that same day. Her discharge diagnosis was vasovagal syncope. The
nurse's office was not able to contact the patient since then and was not sure if patient had recovered. The nurse reported that she did not know whether the
event was from her Gardasil vaccination, since the event occurred about 30 seconds after her vaccination. The reporter indicated that the patient's adverse
events injection site soreness, passing out, being dizzy and nauseated were disabling. She also believed transporting patient to the emergency room (ER) via
ambulance was an intervention to prevent a serious crite

Symptom Text:

SEASONALEOther Meds:
Lab Data:
History:
Prex Illness:

computed axial 08/14/07 Normal, electrocardiogram Borderline abnormal, red blood cell count 4.05, serum glucose 126, prothrombin time 13.0
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

289028-1 (S)

28-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Haematoma, Injection site pain, Loss of consciousness, Musculoskeletal stiffness, Nausea, Syncope vasovagal, Vomiting

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Other Vaccine
27-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0927U 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Aug-2007
Vaccine Date

Unknown
Onset Date Days

31-Aug-2007
Status Date

VT
State Mfr Report Id

First dose of Gardasil was administered. Patient fainted, losing consciousness for 10 seconds with full recovery. Lot # 09284, left arm IMSymptom Text:

OrthotricyclenOther Meds:
Lab Data:
History:

NonePrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

289045-1

31-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
27-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 09284 0 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Aug-2007
Vaccine Date

22-Aug-2007
Onset Date

0
Days

31-Aug-2007
Status Date

IL
State Mfr Report Id

Client's mother reports that when they arrived home, client "passed out" in back seat of car. This was about "10 minutes after the shot was administered. She
was unresponsive for about 30 seconds 9or so). Mom says that client started "shaking" and she thought client was going into a seizure, but "she did not." The
mother went to her immediately, taking to her and pulled her up from the lying position. Client then was responsive. They live close to a EMS worker who came
and checked her vital signs - mom states they were fine. Also, after the client 'came to' she complained of a headache and difficulty breathing. Mom had her lie
down to rest for awhile. During this time she again complained of difficulty which lasted only a few seconds, then she again felt fine. The remainder of the day,
client had no symptoms and even went to facility a few hours later. We were notified of this incident on 8/23/07. The client was not seen by a medical
professional. When the client was at the clinic for her shots, she was very nervous/anxious and was crying while the shots were being given.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

289046-1

31-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anxiety, Crying, Dyspnoea, Headache, Loss of consciousness, Tremor, Unresponsive to stimuli

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
27-Aug-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

0387U
U2183AA

0
0

Right arm
Left arm

Unknown
Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Aug-2007
Vaccine Date

27-Aug-2007
Onset Date

0
Days

31-Aug-2007
Status Date

MN
State Mfr Report Id

Within 15 secs of 2nd vaccine developed a burning in throat and then a feeling of a lump in throat.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

289049-1

04-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Sensation of foreign body, Throat irritation

 ER VISIT, NOT SERIOUS

Other Vaccine
27-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1060U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4030
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Jun-2007
Vaccine Date

21-Jun-2007
Onset Date

0
Days

31-Aug-2007
Status Date

MI
State Mfr Report Id

None stated. 8/29/07-spoke with reporter patient had vomiting and a syncopal episode in office and recoveredSymptom Text:

NoneOther Meds:
Lab Data:
History:

Vomiting, SyncopePrex Illness:

N/A

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

289055-1

19-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
27-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0522U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4031
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Aug-2007
Vaccine Date

25-Aug-2007
Onset Date

3
Days

31-Aug-2007
Status Date

MA
State Mfr Report Id

Cellulitis (R) arm diagnosed by covering provider on 8/25/07. Treated with Keflex 1000mg PO BID x 7 daysSymptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Ureteral Reimplantation

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

289056-1

04-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cellulitis

 ER VISIT, NOT SERIOUS

Other Vaccine
27-Aug-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

0838U
0187U

1
0

Right arm
Left arm

Subcutaneously
Intramuscular



10 JUN 2008 06:27Report run on: Page 4032
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Aug-2007
Vaccine Date

Unknown
Onset Date Days

31-Aug-2007
Status Date

VT
State Mfr Report Id

Redness, warmth, swelling and tenderness at injection site. Advised cold compresses, ibuprofen, Benadryl and monitor.Symptom Text:

Other Meds:
Lab Data:
History:

NoPrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

289057-1

04-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cold compress therapy, Injection site erythema, Injection site pain, Injection site swelling, Injection site warmth

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
27-Aug-2007

Received Date

Prex Vax Illns:

MMRVARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

0535U
0930U

1
0

Right arm
Right arm

Subcutaneously
Intramuscular



10 JUN 2008 06:27Report run on: Page 4033
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Aug-2007
Vaccine Date

07-Aug-2007
Onset Date

0
Days

31-Aug-2007
Status Date

SD
State Mfr Report Id

Complained of dizziness, numbness to arms/legs within 10 min of getting the vaccine. Had her lie down, legs elevated, gave O2 - resolved after 10-15 min.Symptom Text:

Other Meds:
Lab Data:
History:

NoPrex Illness:

No

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

289058-1

04-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Hypoaesthesia, Oxygen supplementation

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
27-Aug-2007

Received Date

Prex Vax Illns:

TDAP
MNQ
HPV4

SANOFI PASTEUR
SANOFI PASTEUR
MERCK & CO. INC.

C2556AA
U2183AA
1425F

0
0
0

Right arm
Left arm

Right arm

Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4034
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Aug-2007
Vaccine Date

07-Aug-2007
Onset Date

0
Days

31-Aug-2007
Status Date

SD
State Mfr Report Id

Dizziness within 10 minutes of getting the vaccine. Had her lie down, elevated legs - resolved after 10-15 minutes.Symptom Text:

Other Meds:
Lab Data:
History:

NoPrex Illness:

No

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

289059-1

04-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
27-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1425F 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4035
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Aug-2007
Vaccine Date

17-Aug-2007
Onset Date

0
Days

31-Aug-2007
Status Date

MI
State Mfr Report Id

Fever, Rt arm pain, neck stiffness, severe headacheSymptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

289063-1

04-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Musculoskeletal stiffness, Pain in extremity, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
27-Aug-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2366AA
0929U

Left arm
Right arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4036
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Aug-2007
Vaccine Date

17-Aug-2007
Onset Date

0
Days

31-Aug-2007
Status Date

OH
State Mfr Report Id

Rec'd 2nd Gardasil vaccine 8/17/07  at approximately 815 AM. Client noticed swollen throat and tongue at approx 3 PM the same day along with overall body
aches and low-grade fever. Client did not seek treatment. Mother of client notified H.D. 8/20/07 at 1140 AM. Symptoms still persist but client went to classes.

Symptom Text:

Singulair 10 mg QDOther Meds:
Lab Data:
History:

NonePrex Illness:

None
Seasonal allergies; Allergic to Doryx; Mono 6/05.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

289071-1

04-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pain, Pharyngeal oedema, Pyrexia, Swollen tongue

 ER VISIT, NOT SERIOUS

Other Vaccine
27-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0515U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4037
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Aug-2007
Vaccine Date

21-Aug-2007
Onset Date

0
Days

31-Aug-2007
Status Date

PA
State Mfr Report Id

?? SyncopeSymptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

289074-1

04-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
27-Aug-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2395BA
1061U

0
0

Right arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4038
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Aug-2007
Vaccine Date

20-Aug-2007
Onset Date

0
Days

31-Aug-2007
Status Date

IA
State Mfr Report Id

After injections, client pale - then reports "things are going black". Eyes remained open but not alert. Observed for 30-40 minutes. BP range 92/60 - 80/60, P.
62-80 - thready. Becomes more alert, responsive - taking sips of H20 and juice. Report no breakfast or fluids this AM and swam for 2 hours. Client becomes
faint again - recommend ambulance - parent refuses. At 1515 - color returning, responsive - no further occurrence of fainting events. Parents have arranged
appt at doctor. 8/21/07 - PC to parents - no further problems - did not see doctor - as were advised by doctor office to keep client cool and hydrate.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

289077-1

04-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pallor, Syncope, Visual disturbance

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
27-Aug-2007

Received Date

Prex Vax Illns:

TDAP
HPV4
MNQ

SANOFI PASTEUR
MERCK & CO. INC.
SANOFI PASTEUR

AC52B013AA
0181U
U2342CA

0
0
0

Left arm
Right arm
Right arm

Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4039
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Aug-2007
Vaccine Date

Unknown
Onset Date Days

31-Aug-2007
Status Date

TN
State Mfr Report Id

Pt developed a fever of 104 one hour after injectionSymptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

289079-1

04-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
27-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 9296 2 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4040
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Aug-2007
Vaccine Date

15-Aug-2007
Onset Date

1
Days

31-Aug-2007
Status Date

PA
State Mfr Report Id

1x2 inch erythema, indurated oval at site of injection (Pneumovax)Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Dermatomyositis, Allergic to Bactroban

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

289082-1

04-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site induration

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
27-Aug-2007

Received Date

Prex Vax Illns:

PPV
HPV4
HEPA

MERCK & CO. INC.
MERCK & CO. INC.
UNKNOWN MANUFACTURER

NULL
NULL
NULL

Unknown
Unknown
Unknown

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 4041
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Jul-2007

Vaccine Date
27-Jul-2007
Onset Date

2
Days

31-Aug-2007
Status Date

TX
State

TX07075
Mfr Report Id

Pt received Varicella vaccine 7-25-07. Mother states area became red 24 hours after receiving vaccine. Mother returned to clinic 7-31-07. Area some redness
measured 10mm x 12mm. Warm to touch.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

Child seen for well exam
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
10.0

289086-1

04-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Skin warm

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
27-Aug-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
HEPA
TDAP

MERCK & CO. INC.
MERCK & CO. INC.
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

0338U
0187U
0246U
AC52B013AA

1
0
0
0

Left arm
Left arm

Right arm
Right arm

Subcutaneously
Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4042
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Jul-2007

Vaccine Date
27-Jul-2007
Onset Date

1
Days

31-Aug-2007
Status Date

TX
State

TX07074
Mfr Report Id

24 hrs after varicella mom called stated pt has quarter size reddened area to (L) upper arm where varicella was givenSymptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

289087-1

04-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
27-Aug-2007

Received Date

Prex Vax Illns:

VARCEL
MNQ
HPV4

MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.

0338U
U2142AA
0187U

1
0
0

Left arm
Left arm

Right arm

Subcutaneously
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4043
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Aug-2007
Vaccine Date

20-Aug-2007
Onset Date

0
Days

31-Aug-2007
Status Date

OH
State Mfr Report Id

Pt recieved 4 immunizations. After the 3rd vaccine she complained of nausea and passed out in the nurse's arms immediately after the 4th injection. She was
moved to the floor and legs were raised. Blueing of the lips was noted, but she was breathing on her own. Pt awake within 5 min and asking what happened.
Her BP was stable and 02 was not needed. Pt said she had missed breakfast that morning.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

289091-1

31-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cyanosis, Immediate post-injection reaction, Loss of consciousness, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
27-Aug-2007

Received Date

Prex Vax Illns:

VARCEL
MNQ
HPV4
TDAP

MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.
SANOFI PASTEUR

0912F
U2327AA
1427F
C2457AA

0
0
0
0

Left arm
Right arm
Right arm
Left arm

Subcutaneously
Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4044
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Aug-2007
Status Date

FL
State

WAES0708USA04183
Mfr Report Id

Information has been received from a physician concerning a 15 year old female who on an unspecified date was vaccinated with a second dose of Gardasil.
Subsequently the patient experienced a seizure. The physician reported the patient had a seizure not immediately after the second dose but within a few weeks
of being vaccinated with Gardasil. The patient sought unspecified medical attention. At the time of this report, the outcome was unknown. Upon internal review,
the patient's seizure was considered an other important medical event. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

289149-1

29-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion

 ER VISIT, NOT SERIOUS

Other Vaccine
28-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4045
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Aug-2007
Vaccine Date

21-Aug-2007
Onset Date

0
Days

29-Aug-2007
Status Date

--
State

WAES0708USA04165
Mfr Report Id

Information has been received from a physician concerning a 15 year old female with no known drug allergies or medical history who on 21-AUG-2007 was
vaccinated with her first dose of Gardasil (Lot # 655620/0171U). There was no concomitant medication. After vaccination on 21-AUG-2007 the patient
experienced burning at the injection site. About 1-2 minutes after the vaccination, while in the physician's office, the patient experienced a seizure as she
passed out and had jerking movements of her upper torso. Her eyes rolled back while she was passed out. She woke up crying hysterically and reported
burning of her tongue. The patient had received vaccinations in the past without incident. On 21-AUG-2007, the patient recovered from seizure, burning at the
injection site, burning of her tongue and crying. Upon internal review, seizure was determined to be an other important medical event. Additional information
has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

289150-1

29-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Crying, Dyskinesia, Gaze palsy, Glossodynia, Injection site irritation, Loss of consciousness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
28-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0171U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4046
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Aug-2007
Vaccine Date

Unknown
Onset Date Days

05-Sep-2007
Status Date

WA
State Mfr Report Id

No reactionSymptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

289170-1

05-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 No adverse effect, Wrong drug administered

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
28-Aug-2007

Received Date

Prex Vax Illns:

VARZOS
HPV4
HEPA
MNQ

MERCK & CO. INC.
MERCK & CO. INC.
MERCK & CO. INC.
SANOFI PASTEUR

0461U
0171U
0800U
U2358AA

0
0
0
0

Right arm
Right arm
Left arm
Left arm

Subcutaneously
Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4047
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Aug-2007
Vaccine Date

23-Aug-2007
Onset Date

0
Days

30-Aug-2007
Status Date

FL
State Mfr Report Id

severe headache at night time after vaccination; exacerbated in the next morning, photophobia, entire body ache, chills, trouble breathing, low grade fever
100.3. On exam BP 150/78 shaking but nonconvulsive, transferred to hospital via ambulance. 1 day admission, spinal tap has r/o meningitis done-normal.
Persistent headache few days after discharge 9/19/07-records received for DOS /24-/26/07- DC DX: Probable reaction to meningococcal vaccination.
Meningitis has been ruled out. Headache and back pain now stable. Headache and back pain is thought to be due to probable reaction to meningococcal
vaccination and probably from the spinal tap also. C/O headache and photophobia. Fever of 103 and sore throat for past 24 hours. Associated neck stiffness
and pain.

Symptom Text:

NoneOther Meds:
Lab Data:

History:
NonePrex Illness:

None records received 9/19/07- CBC unremarkable, BMP also unremarkable, spinal tap within normal limits and culture negative.. Throat culture negative.
Blood and urine cultures negative. Echo demonstrated left peripheral pylmonic stenosis
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

289177-1 (S)

20-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Back pain, Blood pressure, Chills, Condition aggravated, Dyspnoea, Headache, Lumbar puncture, Pain, Pharyngolaryngeal pain, Photophobia, Pyrexia,
Tremor

 ER VISIT, HOSPITALIZED, SERIOUS

Other Vaccine
28-Aug-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2381BA
1060U

0
0

Right arm
Right arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4048
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Aug-2007
Vaccine Date

16-Aug-2007
Onset Date

0
Days

05-Sep-2007
Status Date

OH
State Mfr Report Id

was light headed @ administration of vaccine laid down 15 min, was given a Decavac Pt laid down an additional 15 minute-Left office and was near syncope-
before reaching car-For next 2 days dizziness, nausea, and general malaise

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

Pertussis (cried x's 3 hrs) sulfa (hives)

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

289183-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Malaise, Nausea, Presyncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
28-Aug-2007

Received Date

cried~DTaP (no brand name)~1~0~In PatientPrex Vax Illns:

MNQTD
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U1923HA
209304

0
0

Left arm
Right arm

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 4049
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Jun-2007
Vaccine Date

26-Jun-2007
Onset Date

0
Days

05-Sep-2007
Status Date

NC
State Mfr Report Id

Pt. experienced syncopal episode after receiving inj.-Pt. fell to floor and struck back of head on floor. Pt. c/o dizziness and head pain after.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

Blood glucose (83)-WNL EKG-WNL
Cephalosporins

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

289184-1

06-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Fall, Head injury, Pain, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
28-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0212U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4050
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Aug-2007
Vaccine Date

28-Aug-2007
Onset Date

0
Days

05-Sep-2007
Status Date

NY
State Mfr Report Id

Passed out after 5 minute of immunization-Did not feel well for about an hour-symptoms of dizziness, nauseated, shaky, chill, no vomitingSymptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

sent to ER for evaluation

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

289185-1

05-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chills, Dizziness, Loss of consciousness, Malaise, Nausea, Tremor

 ER VISIT, NOT SERIOUS

Other Vaccine
28-Aug-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2376BA
1060U

0
0

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 4051
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jul-2007

Vaccine Date
25-Jul-2007
Onset Date

7
Days

06-Sep-2007
Status Date

NY
State Mfr Report Id

Left facial weakness started 1 week after receiving Gardasil and Menactra. Started with sense of fullness on left side of face with left retroauricular pain and
abnormal taste - seen with doctor ER. Treatment Acyclovir 200mg qd x 10 days and Prednisone 40mg qd x 2 weeks tape left eye shut q bedtime.  9/10/07
Received ER medical records of 7/25/07 from hospital which reveals patient experienced left sided headache, weakness, numbness, tingling & left facial droop
upon awakening on 7/25/07.  Had left tongue numbness w/altered taste x 4 days prior.  Exam revealed prominent tearing of left eye, left facial weakness, weak
left side smile & inability to completely close left eye or to wrinkle left forehead.  Tx w/eye patch, steroids & anti virals.  D/C to home from ER to f/u
w/neurologist. FINAL DX: Left sided Bell's palsy. 9/18/07 Received vax record which confirms as reported & neuro note of 8/6/07. S/S had markedly improved
but w/ mod left facial weakness.  Neuro DX: Post vaccinal idiopathic left sided Bell's palsy.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Amenorrhea with PCOD

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

289186-1

20-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dysgeusia, Facial palsy, Facial paresis, Headache, Hypoaesthesia facial, Lacrimation increased, Ophthalmoplegia, Pain, Paraesthesia, Vaccination
complication

 ER VISIT, NOT SERIOUS

Other Vaccine
28-Aug-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2222AA
1447F

0
0

Right arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4052
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Aug-2007
Vaccine Date

20-Aug-2007
Onset Date

0
Days

06-Sep-2007
Status Date

TX
State Mfr Report Id

Immediately with administration, fainted in chair. (-) fall. lasted 3-5 seconds.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Mom states patient faints with vaccines or procedures.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

289187-1

06-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
28-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0930U 0 Right arm Unknown



10 JUN 2008 06:27Report run on: Page 4053
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Aug-2007
Vaccine Date

16-Aug-2007
Onset Date

0
Days

06-Sep-2007
Status Date

TX
State Mfr Report Id

8/16/07 12pm Gardasil administered. Child felt light headed. 10 Minutes later while sitting, eyes rolled back, and turned pale/ (-) LOC. Duration 10-15 seconds.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
10.0

289188-1

06-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Gaze palsy, Pallor

 NO CONDITIONS, NOT SERIOUS

Related reports:   289188-2

Other Vaccine
28-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0930U 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 4054
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Aug-2007
Vaccine Date

16-Aug-2007
Onset Date

0
Days

20-Mar-2008
Status Date

TX
State

WAES0708USA03335
Mfr Report Id

Initial and follow up information has been received from a physician concerning a 10 year old female with asthma, who on 16-AUG-2007 at 12:00 was
vaccinated with a dose of Gardasil (Lot# 658488/0930U).  On 16-AUG-2007 the child felt lightheaded and 10 minutes later while sitting, her eyes rolled back
and she turned pale.  The patient did not experience a loss of consciousness.  The duration was reported as 10 to 15 seconds (previously reported as the
patient fainted 10 minutes after injection and was out for about 2 minutes).  She also experienced nausea.  The patient was not hurt.  She did not hit herself
because she was sitting on a chair at the time she fainted.  It was reported that the patient was fine when she left the office.  Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

AsthmaPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
10.0

289188-2

26-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Eye rolling, Nausea, Pallor

 NO CONDITIONS, NOT SERIOUS

Related reports:   289188-1

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0930U Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4055
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Aug-2007
Vaccine Date

20-Aug-2007
Onset Date

0
Days

06-Sep-2007
Status Date

--
State Mfr Report Id

After the shot became pale and had jerking movement twice and passed out. Also urinated. Lasted 15 seconds.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

289190-1

06-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dyskinesia, Loss of consciousness, Pallor, Urinary incontinence

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
28-Aug-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2330AA
0525U

Right arm
Left arm

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 4056
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Aug-2007
Vaccine Date

20-Aug-2007
Onset Date

0
Days

06-Sep-2007
Status Date

OR
State Mfr Report Id

Pt. received 3 injections: HPV #3 (Gardasil), Hep A #2 and Depo Provera. Pt. fainted in hallway of clinic approx 5-10 min. after injections. Sweaty. BP 98/60.
HR 70 O2 sat 98; 15 min. later (after lying down) felt better, BP 110.70, HR 82, O2 sat 99; to home to rest.

Symptom Text:

Depo Provera; Motrin/TylenolOther Meds:
Lab Data:
History:

NonePrex Illness:

N/A
Hx VU reflux, encopresis. Allergic to Augmentin, Cefzil

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

289196-1

06-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure decreased, Hyperhidrosis, Oxygen saturation normal, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
28-Aug-2007

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
MERCK & CO. INC.

1427F
0001U

2
1

Left arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4057
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Aug-2007
Vaccine Date

16-Aug-2007
Onset Date

10
Days

06-Sep-2007
Status Date

CT
State Mfr Report Id

15 yr female with PM hx of sz d/o. Seizure free for 2 years. Off meds for 1 yr. NL EEG. Off meds. 10 days after Gardasil, had seizure. Now with tremors in hand
also.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

EEG pending
Seizure D/O (quiescent, off meds, nl EEG)

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

289197-1

06-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Condition aggravated, Convulsion, Tremor

 ER VISIT, NOT SERIOUS

Other Vaccine
28-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0388U 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 4058
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Aug-2007
Vaccine Date

21-Aug-2007
Onset Date

1
Days

06-Sep-2007
Status Date

NJ
State Mfr Report Id

Hives on hand (1), hip (1), back (1); total of 3 hives. Advised Benadryl PO q 4 hrs x 24 hrs.Symptom Text:

OCP; MicrogestinOther Meds:
Lab Data:
History:

NonePrex Illness:

PCN, Acidemenophine

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

289203-1

06-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
28-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0928U 0 Right arm Unknown



10 JUN 2008 06:27Report run on: Page 4059
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Aug-2007
Vaccine Date

21-Aug-2007
Onset Date

0
Days

06-Sep-2007
Status Date

PA
State Mfr Report Id

Pt proceeded to check out after receiving HPV vaccine. Started to say "I don't feel so", passed out hitting head on counter then floor. Pt was unresponsive/out
of it for approx 2 minutes. After approx 5 min., pt was moved to exam room, monitored then released.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

N/A
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

289204-1

06-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Head injury, Loss of consciousness, Unresponsive to stimuli

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
28-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1060U 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4060
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Aug-2007
Vaccine Date

17-Aug-2007
Onset Date

0
Days

06-Sep-2007
Status Date

NH
State Mfr Report Id

Approximately 30 seconds after immunization pt had LOC with jerking motion rt and rt leg, lasted for 45 seconds. Witnessed by MA with tongue biting, no
tongue biting, no loss of bladder or bowel function. Pt recovered fully with normal vital signs. Was sent to ER for eval.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

H/O LOC x2 as a child.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

289205-1

06-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dyskinesia, Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
28-Aug-2007

Received Date

Prex Vax Illns:

MNQHPV4 MERCK & CO. INC. 0929U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4061
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Aug-2007
Vaccine Date

15-Aug-2007
Onset Date

1
Days

31-Aug-2007
Status Date

KS
State Mfr Report Id

Facial nerve paralysis left began 24-36 hours after receiving Gardisial vaccine #1 and Heptatis B vaccine #2.  There were no lesions, fever, pain, decrease in
salivation, taste decrease, or vision loss.  She did not report any problems with her first Hep B vaccine. Treated with valcyclovir and prednisone.  Saw her back
in the office 10 days later.  She had made a nearly complete recovery.

Symptom Text:

noneOther Meds:
Lab Data:
History:

noPrex Illness:

CBC, Chem 13, HIV, LYME titer, and MRI of brain  all negative
history of varicella in early childhood

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

289238-1

31-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Facial palsy

 ER VISIT, NOT SERIOUS

Other Vaccine
28-Aug-2007

Received Date

Prex Vax Illns:

HPV4
HEP

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

1060U
AHBVB301AA

0
1

Right arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4062
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Aug-2007
Vaccine Date

28-Aug-2007
Onset Date

0
Days

31-Aug-2007
Status Date

CA
State Mfr Report Id

3 to 5 second Syncopal episode after HPV vaccine given.  Twitching of right arm noted, recovered alertness quickly after postictel.  Hematoma left brow/temple
and chipped left lower incisor.  NV intact. Observed patient for 1 hour.  Had not had a meal in 15 hours(skipped breakfast).

Symptom Text:

Other Meds:
Lab Data:
History:

nonePrex Illness:

None
Asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

289243-1

31-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Haematoma, Muscle twitching, Syncope, Tooth injury

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
28-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. MSD 0012U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4063
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Aug-2007
Vaccine Date

23-Aug-2007
Onset Date

2
Days

31-Aug-2007
Status Date

CA
State Mfr Report Id

11 year old female brought by both parents with mild redness and swelling at the site of Varicella vaccination in the right upper arm 2 days ago. No fever or
breathing difficulty. No pus at the punctum.Skin: 7 x 6 cm area of redness with a 2.5 x 2 cm area of induration at the site of injection in the posterolateral aspect
of the right upper arm, no pus in the punctum; no streaking

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

289244-1

31-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site induration, Injection site swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
28-Aug-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
MNQ
TDAP

MERCK & CO. INC.
MERCK & CO. INC.
SANOFI PASTEUR
SANOFI PASTEUR

1010U
0928U
U2330AA
C2775AA

1
0
0
0

Right arm
Right arm
Left arm
Left arm

Subcutaneously
Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4064
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Apr-2007
Vaccine Date

02-May-2007
Onset Date

22
Days

30-Aug-2007
Status Date

FR
State

WAES0708USA04247
Mfr Report Id

Information has been received from a health authority via a hospital pediatrician concerning a 16 year old female with Hashimoto's thyroiditis who on 10-APR-
2007 was vaccinated intramuscularly with a second dose of Gardasil. On 02-MAY-2007 the patient experienced thrombocytopenia. Thrombocytes minimum
value was 10 microl. She was treated with immunoglobulins but the thrombocytes only raised for short times. It was unknown if the patient was treated as an
inpatient or outpatient. As of 04-JUN-2007 the patient had not yet recovered. The previous dose of Gardasil was well  tolerated. The health authority considered
thrombocytopenia to be an other important medical event. Additional information is not expected. Other business partner numbers included E2007-05483 and
2007007675

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Hashimoto's thyroiditisPrex Illness:

platelet count 10 microL

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

289265-1

30-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Immunoglobulins, No reaction on previous exposure to drug, Thrombocytopenia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
29-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4065
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Jul-2007

Vaccine Date
24-Jul-2007
Onset Date

0
Days

06-Sep-2007
Status Date

MD
State Mfr Report Id

HPV - Gardasil inj given - 2nd dose. 20-30" had left cheek numb, some tightening of throat. Did not call us first. At arm pain. Given 50mg Benadryl PO.
Symptoms abated.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

No

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

289273-1

06-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia facial, Pain in extremity, Throat tightness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
29-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0529U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4066
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Aug-2007
Vaccine Date

27-Aug-2007
Onset Date

0
Days

06-Sep-2007
Status Date

CA
State Mfr Report Id

10 min after shots patient had a short 15 sec seizure and fainting episode. 30 min later looked pale and vomited x two. Sent to ER - did fine overnight.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

O2 sat - 99% after fainting episode.
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

289275-1

06-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Pallor, Syncope, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
29-Aug-2007

Received Date

Prex Vax Illns:

TDAP
HPV4
MNQ

SANOFI PASTEUR
MERCK & CO. INC.
SANOFI PASTEUR

C2769AA
0387U
U2235AA

Right arm
Left arm
Left arm

Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4067
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Jul-2007

Vaccine Date
02-Jul-2007
Onset Date

0
Days

14-Sep-2007
Status Date

NH
State

WAES0707USA01773
Mfr Report Id

information has been received from a registered nurse concerning a 20 year old female patient with a soy allergy and hypersensitivity to MIRALX who on 2-
JUL-2007 was vaccinated with the first 0.5 ml dose of Gardasil (Lot # 658094/0524U). Concomitant therapy included KARIVA, XANAX, PHENERGAN,
COMPAZINE, and FIORICET. On 02-JUL-2007, the patient experienced syncope shortly after receiving the vaccination. She recovered the same day. on 04-
JUL-2007, the patient developed a red rash over both arms. The nurse recommended BENADRYL. At the time of the report, the patient's red rash over both
arms persisted. Additional information has been requested.

Symptom Text:

FIORICET TABLETS, XANAX, KARIVA, COMPAZINE, PHENERGANOther Meds:
Lab Data:
History:

Food allergy; Drug hypersensitivityPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

289277-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Rash, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0524U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4068
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Jul-2007

Vaccine Date
11-Jul-2007
Onset Date

0
Days

14-Sep-2007
Status Date

--
State

WAES0707USA01777
Mfr Report Id

Information has been received from a health professional concerning an 18 year old female who on 11-JUL-2007 was vaccinated with 0.5ml, IM, of Gardasil
(Lot # 657005/0314U). There was no concomitant medication. On 11-JUL-2007 the patient experienced dilated pupils and she turned white. The patient fainted
for approximately 30 seconds. A minute after being conscious, she passed out again but for a shorter period of time. Subsequently, the patient recovered.
Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

289278-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness, Mydriasis, Pallor, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0314U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4069
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Sep-2007
Status Date

FL
State

WAES0707USA0177
Mfr Report Id

information has been received from a nurse practitioner concerning a 13 year old female who was vaccinated with Gardasil. Subsequently the patient fainted
after the vaccination. Subsequently the patient recovered. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

289279-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4070
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Sep-2007
Status Date

--
State

WAES0707USA01787
Mfr Report Id

Information has been received from a registered nurse concerning a female who was vaccinated with her first dose of Gardasil. Subsequently the patient
became dizzy one week later. The patient received her second dose and became dizzy one week later again.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289280-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4071
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Sep-2007
Status Date

--
State

WAES0707USA01789
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with her first dose of Gardasil. Subsequently the patient experienced
rash. The physician thought it might be an allergic reaction. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289281-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypersensitivity, Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4072
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
09-Jul-2007
Onset Date Days

14-Sep-2007
Status Date

--
State

WAES0707USA01794
Mfr Report Id

Information ahs been received from a nurse concerning a female with no prior history of drug reactions, who was vaccinated intramuscularly with the first dose
of Gardasil. On approximately 09-JUL-2007 (also reported as "last 2 days"), immediately after the injection of Gardasil, the patient fainted. Subsequently, the
patient recovered from the fainting. Attempts are being made to obtain additional identifying information to distinguish the individual patients in this report.
Additional information will be provided, if available. The same source provided information on another patient, WAES #0707USA05068.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289282-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4073
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Jun-2007
Vaccine Date

27-Jun-2007
Onset Date

0
Days

14-Sep-2007
Status Date

--
State

WAES707USA01820
Mfr Report Id

Information has been received from a registered nurse, concerning a 17 year old female patient, who on 27-JUN-2007 was vaccinated with the first dose of
Gardasil (Lot # 655205/1426F). On 27-JUN-2007, 5 to 10 minutes after receiving the vaccination, she fainted, while still in the physician's office. The nurse
reported that the patient recovered on the same day, 27-JUN-2007. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

289283-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1426F 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4074
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Jun-2007
Vaccine Date

29-Jun-2007
Onset Date

25
Days

14-Sep-2007
Status Date

VA
State

WAES0707USA01826
Mfr Report Id

Information has been received from a pharmacist concerning a 23 year old female with hypertension and allergies who on 04-JUN-2007 was vaccinated with a
first dose of Gardasil. Concomitant therapy included TOPROL XL TABLETS and ALLEGRA. On 29-JUN-2007 the laboratory data revealed elevated liver
enzymes tests. The serum alanine aminotransferase (ALT) test reported 289 and serum aspartate aminotransferase (AST) test reported 102 (in August 2006
the ALT/AST tests were both reported to be in the normal range). Unspecified medical attention was sought. At the time of the report, the patient had not
recovered. Additional information has been requested.

Symptom Text:

ALLEGRA; TOPROL XL TABLETSOther Meds:
Lab Data:
History:

Hypertension; HypersensitivityPrex Illness:

serum alanine 06/29/07 289; serum aspartate 06/29/07 102; serum aspartate 08/??/06 - normal; serum alanine 08/??/06 - normal

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

289284-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Liver function test abnormal

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4075
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Sep-2007
Status Date

FL
State

WAES0707USA01894
Mfr Report Id

Information has been received from a physician concerning a female (age unknown), who on an unspecified date, was vaccinated with a first dose of Gardasil.
Subsequently, the patient fainted after the vaccine was administered. The patient was either sitting or standing when the vaccine was administered. The patient
sought unspecified medical attention. The patient recovered on an unspecified date. No product quality complaint was involved. This is 1 of three reports from
the same source. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289285-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4076
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Jul-2007

Vaccine Date
11-Jul-2007
Onset Date

0
Days

14-Sep-2007
Status Date

MO
State

WAES0707USA01915
Mfr Report Id

Information has been received from a licensed practical nurse concerning a 20 year old female with sulfonamide, (Omnicef), (Bactrim), and (Levaquin)
allergies, who on 11-JUL-2007 was vaccinated intramuscularly with a first dose of Gardasil (Lot# 657868/0523U). There was no concomitant medication.
Subsequently, the patient had syncope after receiving the vaccination. She lot consciousness for 15 to 20 seconds while standing in the waiting room. A nurse
was able to hold her just prior to "black out." The patient's blood pressure was normal. She was kept in the office for 30 minutes for observation and then
released. No laboratory diagnostics were performed. The patient recovered on 11-JUL-2007. No product quality complaint was involved. Additional information
has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

blood pressure normal
Sulfonamide allergy; Allergic reaction to antibiotics

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

289286-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0523U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4077
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Sep-2007
Status Date

PA
State

WAES0707USA01982
Mfr Report Id

Information has been received from a physician concerning a female (age unknown) who, on an unspecified date, was vaccinated with a dose of Gardasil.
Subsequently, the patient experienced syncope immediately after being vaccinated. The patient sought unspecified medical attention. At the time of the report,
the patient's outcome was unknown. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289287-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4078
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Jun-2007
Vaccine Date

13-Jun-2007
Onset Date

0
Days

14-Sep-2007
Status Date

--
State

WAES0707USA01989
Mfr Report Id

Information has been received from a physician concerning a 24 year old female patient who on 13-JUN-2007, was vaccinated high into the shoulder with a
third dose of Gardasil. Right after the vaccination, the patient's shoulder went numb. It was reported that the pain in her shoulder has been intermittent since
she received the vaccine. Unspecified medical attention was sought. At the time of this report, the patient had not recovered. No product quality complaint was
involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

289288-1

28-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Immediate post-injection reaction, Musculoskeletal pain

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4079
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Jul-2007

Vaccine Date
11-Jul-2007
Onset Date

0
Days

14-Sep-2007
Status Date

--
State

WAES0707USA02019
Mfr Report Id

Initial and follow up information has been received from a healthcare professional, concerning a 25 year old female patient, who on 11-JUL-2007 was
vaccinated IM in the left deltoid, with the first dose, 0.5ml, of Gardasil (Lot #658222/0927U). Concomitant therapy included LOESTRIN. On 11-JUL-2007, 10 to
15 minutes after the vaccination, she felt dizzy and lightheaded, and also seemed to be confused. She was observed in the physician's office for 45 minutes,
examined by the nurse practitioner, and then sent home as she stated she "felt fine." On 12-JUL-2007, the patient called in the morning and complained of
dizziness and lightheadedness when she arose. She was referred to the emergency room for follow up. At the time of this report, the patient had not returned to
the office, and the outcome of dizziness and lightheadedness was unknown. The reporter clarified that the events of dizziness, lightheadedness and seemed
confused were considered to be non-serious events. Additional information has been requested.

Symptom Text:

LOESTRINOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

289289-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Confusional state, Dizziness

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0927U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4080
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Sep-2007
Status Date

PA
State

WAES0707USA02026
Mfr Report Id

Information has been received from a physician's assistant (PA), via a company representative, regarding a 17 year old female patient, who "months ago" was
vaccinated with the first dose of Gardasil (Lot # not provided). The day following the vaccination, she developed appendicitis and was hospitalized (dates and
duration not reported). At the time of this report, the patient was recovering from the event. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

289290-1 (S)

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Appendicitis

 ER VISIT, HOSPITALIZED, SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4081
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Jul-2007

Vaccine Date
09-Jul-2007
Onset Date

0
Days

14-Sep-2007
Status Date

NY
State

WAES0707USA02059
Mfr Report Id

Initial and follow up information has been received from a physician's assistant (PA), concerning a 19 year old female, patient, with no known drug allergies and
a fear of needles, who was vaccinated (date unspecified) with the first dose of Gardasil without any complications, and on 09-JUL-2007, at 10:00am, was
vaccinated IM in the right deltoid, with the second dose of Gardasil (Lot # 0469U). Concomitant therapy included drospirenone (+) ethinyl estradiol (YASMIN).
There was no illness at the time of vaccination. On 09-JUL-2007, immediately after receiving the second dose, she did not respond, described as, the patient
couldn't see, couldn't hear, and couldn't talk. When she regained her ability to speak, she told the physician she felt "spaced out," and then went into a blank
stare; she was also sweating and shaking. The patient's blood pressure was reported as 80/40mmHg, and then also reported to be "normal" (value not
provided) during the events; blood glucose was 115 (units not specified). The physician applied cold compress to the patient's head, and her symptoms
subsided "within one minute". She was then asked to lie on the exam table for a few minutes; after 10-15 minutes she felt better and left the office. The PA
reported it was not determined if the patient will receive the third dose of Gardasil. Follow up information from the PA indicated that the patient's boyfriend
accompanied her to the vaccination, and stated that the patient became nervous and "worked up" and had previous similar reactions when she received a
vaccination, or had to give blood. The PA felt that the events were not related to therapy with Gardasil, and were considered to be non-serious. Additional
information is not expected.

Symptom Text:

YasminOther Meds:
Lab Data:
History:

FearPrex Illness:

blood pressure 07/09/07 normal, blood pressure 07/09/07 08/40 mmHg
Reaction to previous exposure to any vaccine

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

289291-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Aphasia, Blindness, Blood pressure decreased, Deafness, Feeling abnormal, Hyperhidrosis, Immediate post-injection reaction, Staring, Tremor, Unresponsive
to stimuli

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0469U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4082
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Sep-2007
Status Date

TN
State

WAES0707USA02089
Mfr Report Id

Information has been received from a physician concerning a 12 year old female who on an unspecified date was vaccinated with Gardasil (lot # unknown)
0.5mL injection and developed a rash. Medical attention was sought. At the time of reporting it was unknown if the patient has recovered. One other patient
also experienced a rash. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

289292-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4083
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Sep-2007
Status Date

--
State

WAES0707USA02143
Mfr Report Id

Information has been received from a nurse concerning a female who was vaccinated with a 0.5 ml dose of Gardasil. The same day the patient received the
vaccination, the patient experienced dizziness and fainted. Unspecified medical attention was sought. The patient's outcome was unknown. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289293-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4084
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Sep-2007
Status Date

PA
State

WAES0707USA02208
Mfr Report Id

Information has been received from a physician concerning a female (age unknown), who, on an unspecified date, was vaccinated intramuscularly with a first
dose of Gardasil. Subsequently, the patient developed a "rash all over her body". It was reported that the "rash had subsided within 24 hours". The patient
recovered on an unspecified date. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289294-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash generalised

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4085
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Sep-2007
Status Date

--
State

WAES0707USA02220
Mfr Report Id

Information has been received from a registered nurse concerning a female patient with no allergies who on an unknown date, was vaccinated IM into the hip
area with a second dose of Gardasil. It was reported that the vaccine was painful. It was reported that the patient was not experiencing any other known
symptoms. No medical attention was sought. At the time of this report, the patient's outcome was unknown. The patient is due for her third dose on 20-AUG-
2007. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289295-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug administered at inappropriate site, Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4086
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Sep-2007
Status Date

--
State

WAES0707USA02240
Mfr Report Id

Information has been received from a licensed practical nurse (L.P.N.) concerning a healthy 11-year-old female who is not on any medication, who on an
unspecified date at 2:00 pm was vaccinated with the first dose of Gardasil. Concomitant therapy included diphtheria toxoid (+) pertussis acellular vaccine
(unspecified) (+) tetanus toxoid, VAQTA and MENJUGATE. Subsequently, following vaccination, the patient experienced dizziness. No other symptoms were
reported. It was reported that the patient did not have anything to eat since late in the morning. It is reported that the patient recovered before she left the office.
Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

289296-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Inappropriate schedule of drug administration

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

MEN
DTAP
HEPA
HPV4

UNKNOWN MANUFACTURER
UNKNOWN MANUFACTURER
MERCK & CO. INC.
MERCK & CO. INC.

NULL
NULL
NULL
NULL 0

Unknown
Unknown
Unknown
Unknown

Unknown
Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 4087
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Jul-2007

Vaccine Date
12-Jul-2007
Onset Date

0
Days

14-Sep-2007
Status Date

IL
State

WAES0707USA02246
Mfr Report Id

Information has been received from a certified medical assistant (CMA), concerning a 17 year old female patient, who on approximately 12-MAY-2007 ("two
months ago") was vaccinated with the first dose of Gardasil with no reactions, and on 12-JUL-2007 was vaccinated IM in the right deltoid, with the second dose
of Gardasil (Lot #658100/0525U). Concomitant therapy included vaccinations in the left arm with Menactra and Vaqta. On 12-JUL-2007, after receiving the
vaccination with Gardasil, the patient fainted. No further details were provided, and it was unknown if the patient had recovered. The CMA reported that an 18
year old female patient experienced a similar episode after vaccination with Gardasil (lot #655503/0012U) (WAES #0706USA04707). Additional information has
been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

289297-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 No reaction on previous exposure to drug, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

MNQHPV4
HEPA

MERCK & CO. INC.
MERCK & CO. INC.

0525U
NULL

1 Unknown
Unknown

Intramuscular
Unknown



10 JUN 2008 06:27Report run on: Page 4088
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Apr-2007
Vaccine Date

23-Apr-2007
Onset Date

0
Days

14-Sep-2007
Status Date

--
State

WAES0707USA02252
Mfr Report Id

Information has been received from a Registered Nurse (R.N.) concerning a 26 year old female patient who on 23-APR-2007 was vaccinated with a first dose
of Gardasil lot # 656051/0244U. On 23-APR-2007 after getting the injection the patient developed serious injection site reaction that lasted for two weeks. She
returned to the office and the injection site appeared red, inflamed, swollen, and there was a lump there. The events improved for two weeks and then returned
and lasted for a week. The patient would not receive the second and third doses of Gardasil. Unspecified medical attention was sought by the patient. The
patient recovered. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

289298-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site inflammation, Injection site mass, Injection site reaction, Injection site swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0244U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4089
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Sep-2007
Status Date

PA
State

WAES0707USA02289
Mfr Report Id

Information has been received from a nurse concerning a 12 year old female with a history of migraine who was vaccinated with a first dose of Gardasil (lot #
unknown) 0.5 mL injection. The patient developed a migraine headache, severe shaking, aching and tingling in the fingers and toes approximately a half hour
after the vaccination. medical attention was sought. At the time of reporting the patient was recovering. No further information was provided. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Migraine

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

289299-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Condition aggravated, Migraine, Pain, Paraesthesia, Tremor

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4090
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Sep-2007
Status Date

--
State

WAES0707USA02312
Mfr Report Id

Information has been received from a nurse practitioner concerning a 14 year old female, who, on an unspecified date, was vaccinated with a dose of Gardasil.
Subsequently, the patient developed urticaria. At the time of the report, the patient's outcome was unknown. No product quality complaint was involved.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

289300-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4091
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-May-2007
Vaccine Date

25-May-2007
Onset Date

1
Days

14-Sep-2007
Status Date

--
State

WAES0707USA02336
Mfr Report Id

Information has been received from a consumer concerning her 21 year old daughter with a penicillin allergy who, on 24-MAY-2007, was vaccinated with the
first dose of Gardasil via injection. There was no concomitant medication. On 25-MAY-2007, the patient experienced hives, welts all over after receiving the first
injection of Gardasil. The patient had been on CLARITIN and had taken steroids (dose, duration, and route not reported) to alleviate the symptoms. As long as
the patient continued the CLARITIN, the symptoms subsided, but as soon as the CLARITIN was discontinued, the hives returned. As of 13-JUL-2007, the
patient had not recovered from the hives and welts all over. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Penicillin allergyPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

289301-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4092
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Sep-2007
Status Date

--
State

WAES0707USA02350
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with Gardasil for the prevention of HPV. The patient received the
Gardasil vaccination at her local OB/GYN office. A day after the patient received the vaccination, she had a regular check-up with her family physician, where
she informed him of swelling at the site of injection after receiving the Gardasil vaccination. As of 13-JUL-2007, the outcome of the patient's swelling at the site
of injection was unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289302-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4093
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Jun-2007
Vaccine Date

14-Jun-2007
Onset Date

0
Days

06-Sep-2007
Status Date

NY
State Mfr Report Id

pt received 1st Gardasil injection and a few hours after injection reported symptoms of nausea, vomiting, hot flashes, abd cramping and diarrhea which
subsided after a few hours.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

Sulfa Allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

289316-1

06-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Diarrhoea, Hot flush, Nausea, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
29-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0210U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4094
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
06-Sep-2007
Status Date

PA
State Mfr Report Id

At least 3-4 min after administration of Gardasil vaccine. Mom called us into room-pt was jerking and unresponsive to touch or voice-smelling salts were
introduced and pt's arms and feet pointed inward and pt soon awoke pt skin was pale and clammy to touch BP-132/79 in R arm Pt advised to stay in office until
feeling better.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

as infant 18mo CT scan done to increased head circumference
hx of headaches

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

289317-1

06-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cold sweat, Dyskinesia, Immediate post-injection reaction, Pallor, Unresponsive to stimuli

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
29-Aug-2007

Received Date

Prex Vax Illns:

HEPA
MNQ

HPV4 MERCK & CO. INC. 03384 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4095
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Aug-2007
Vaccine Date

29-Aug-2007
Onset Date

1
Days

06-Sep-2007
Status Date

TN
State Mfr Report Id

2cm x 4cm area that is red and swollen. Parent just noticed today and brought her straight in at 3:30 PM (8/29/07). Pt denied any other symptoms. Vital signs
normal. Keflex was given, pt's parent instructed to watch and if gets any worse call Dr. or go to ER.

Symptom Text:

Depakote 125 mg; Allegra 30mg PO BID; Nasacort and Albuterol MDI'sOther Meds:
Lab Data:
History:

NonePrex Illness:

None
Allergies, Seizures, ADD

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

289319-1

25-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
29-Aug-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
MNQ
HEPA

MERCK & CO. INC.
MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.

0517U
0171U
U2223AA
0800U

1
0
0
0

Left arm
Left arm
Left arm

Right arm

Subcutaneously
Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4096
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Aug-2007
Vaccine Date

13-Aug-2007
Onset Date

0
Days

06-Sep-2007
Status Date

PA
State Mfr Report Id

After receiving immunizations, stand at check out counter she fell to floor, face up, eyes open and rolled back, unresponsive x 3 seconds to verbal stimulus.
Arms shaking. W/in 12 minute, pt able to walk to exam room with assistance. BP 112/68, HR 80. Pt monitored for 1--15 minutes. Rest unremarkable.

Symptom Text:

Hydroxyzine; Concerta; Tutenoin; ClonidineOther Meds:
Lab Data:
History:

NonePrex Illness:

None
ADHD/ODD; Seizure as a young child

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

289321-1

06-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Fall, Gaze palsy, Tremor, Unresponsive to stimuli

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
29-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0960F 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4097
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Aug-2007
Vaccine Date

20-Aug-2007
Onset Date

0
Days

06-Sep-2007
Status Date

OR
State Mfr Report Id

On 8/20/07 received and dose of Gardasil; Pt reports 4-5 hrs later got fine papular eruption not welts; no itch, no prev allergies or hives. Dermatologist
examined on 8/23/07 1700 for Morbilliform eruption so far forearms and lower abdomen minimal erythema Dx: Eruption probably due to Gardasil sensitivity

Symptom Text:

CAH, Ortho Tri-Cyclen lo Glucosamine ComplexOther Meds:
Lab Data:
History:

not illPrex Illness:

None
Dapsone allergy; asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

289322-1

06-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Allergy to vaccine, Erythema, Rash morbilliform, Rash papular

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
29-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0927U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4098
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-May-2007
Vaccine Date

31-May-2007
Onset Date

1
Days

06-Sep-2007
Status Date

TN
State Mfr Report Id

On 5-30/07 Gardasil #2 received. ON 5-31-07 grandmother reports "hives all over", states no redness or irritation at injection site. Report took to ER where
physician told them unsure if reaction to vaccine or possible other allergic reaction. Received steroid injection, Benadryl PO and steroid dose pack PO "per
grandmother". (3rd dose Gardasil held per doctor). Report completed after speaking to pt's grandmother when she called to schedule #3 on 8-31-07.

Symptom Text:

MinocyclineOther Meds:
Lab Data:
History:

NonePrex Illness:

N/A
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

289323-1

06-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
29-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1426F 1 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4099
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Aug-2007
Vaccine Date

14-Aug-2007
Onset Date

0
Days

31-Aug-2007
Status Date

PA
State Mfr Report Id

Patient has had continued pain at injection site and now is having increasing weakness in right arm.Symptom Text:

Depo-Provera; AmoxicillinOther Meds:
Lab Data:
History:

SinusitisPrex Illness:

Bactrim allergy;  Thoracic-dectroscoliosis

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

289342-1

31-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Muscular weakness

 ER VISIT, NOT SERIOUS

Other Vaccine
29-Aug-2007

Received Date

Prex Vax Illns:

TDAP
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

C2689AA
0181U

0
0

Right arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4100
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Aug-2007
Vaccine Date

29-Aug-2007
Onset Date

1
Days

31-Aug-2007
Status Date

IL
State Mfr Report Id

Dizziness, and body aches (flu like) were experienced.Symptom Text:

albuterol as neededOther Meds:
Lab Data:
History:

Injection sight stung as needle went in.Prex Illness:

asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

289343-1

31-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Influenza like illness, Pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
29-Aug-2007

Received Date

redness and itchiness ~HPV (Gardasil)~2~17~In PatientPrex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4101
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Jul-2007

Vaccine Date
11-Aug-2007
Onset Date

14
Days

31-Aug-2007
Status Date

IN
State Mfr Report Id

This patient developed neuralgias with lancinating pain in the left deltoid starting ~8/11/07 and lancinating pains in left jaw, left temple, left forehead starting
~8/18/07.  This continues to cause her pain.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

MRI of brain with and without contrast 8/28/07 normal.  MRI of spine to be done.
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

289351-1

31-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Neuralgia, Pain, Pain in jaw

 ER VISIT, NOT SERIOUS

Other Vaccine
29-Aug-2007

Received Date

Prex Vax Illns:

MNC
HPV4

UNKNOWN MANUFACTURER
MERCK & CO. INC.

U2331A
0680U

0
0

Left arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4102
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Aug-2007
Vaccine Date

26-Aug-2007
Onset Date

12
Days

31-Aug-2007
Status Date

TX
State Mfr Report Id

Patient complained of back & abdominal pain. Catscan was done in ER.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

kidney stones

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

289352-1

31-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Back pain

 ER VISIT, NOT SERIOUS

Other Vaccine
30-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4103
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jul-2007

Vaccine Date
01-Jul-2007
Onset Date

0
Days

31-Aug-2007
Status Date

NJ
State

WAES0708USA04723
Mfr Report Id

Information has been received from a nurse, via a company representative, concerning a female patient (age unspecified), who in approximately July 2007
("about a month ago"), was vaccinated with the first dose of Gardasil (Lot # not provided). Within 48 hours of the vaccination, she developed a rash which
"started on her arms and moved down to the legs, then back up to her arms again." She was hospitalized for "a day and a half." Treatment included
intravenous therapy (unspecified). At the time of this report, the outcome of the event was unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289356-1 (S)

31-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, SERIOUS

Other Vaccine
30-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4104
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Jun-2007
Vaccine Date

29-Jun-2007
Onset Date

0
Days

31-Aug-2007
Status Date

MA
State Mfr Report Id

patient complained of dizzyness, nausea and mild lower abdominal pain without fever for 2 days after vaccination.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

289378-1

31-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Dizziness, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
30-Aug-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2234
0188U

0
0

Unknown
Unknown

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4105
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Aug-2007
Vaccine Date

29-Aug-2007
Onset Date

1
Days

31-Aug-2007
Status Date

MI
State Mfr Report Id

PT NOTICED LOCALIZED EDEMA AND ERYTHEMIA ONE DAY AFTER INOCULATION (PT VISIT WAS 2 DAYS AFTER INOCULATION). NO PAIN OR
TENDERNESS TO AREA. PT WAS AFEBRILE. INPECTION REVEALED LOCAL AREA TO BE 14.5 CM. NO ASSOCIATED SXS. PT WAS TREATED WITH
CEPHALEXIN 500MG, TID, F10D. WILL RETURN TO CLINIC IS SXS ARE DO NOT RESOLVE.

Symptom Text:

MULTIVITAMINOther Meds:
Lab Data:
History:

NONEPrex Illness:

NONE
ALLERGIES: AMOXICILLIN, ZINC

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

289382-1

31-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Oedema

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
30-Aug-2007

Received Date

Prex Vax Illns:

HPV4
DTAP

MERCK & CO. INC.
SANOFI PASTEUR

0089U
C2491AA

0
0

Left arm
Right arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4106
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Aug-2007
Vaccine Date

30-Aug-2007
Onset Date

0
Days

07-Sep-2007
Status Date

VA
State Mfr Report Id

After receiving injection pt. fainted upon leaving the exam room. Face pale, skin warm and clammy to touch.Symptom Text:

NoneOther Meds:
Lab Data:
History:

Right shoulder painPrex Illness:

N/A - BP 3x stable
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

289395-1

07-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cold sweat, Pallor, Skin warm, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
30-Aug-2007

Received Date

Prex Vax Illns:

TDAP
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 4107
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Aug-2007
Vaccine Date

28-Aug-2007
Onset Date

0
Days

07-Sep-2007
Status Date

NY
State Mfr Report Id

Redness and swelling left arm for 2 days.Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

289399-1

07-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
30-Aug-2007

Received Date

Prex Vax Illns:

VARCEL
MNQ
HPV4

MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.

0605U
U2370AA
0388U

1
0
0

Right arm
Left arm

Right arm

Subcutaneously
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4108
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Aug-2007
Vaccine Date

Unknown
Onset Date Days

31-Aug-2007
Status Date

MA
State Mfr Report Id

PT. RECEIVED #1GARDASIL VACCINE ON 5/31/07 AND HAD A SMALL LOCAL REACTION AND A SMALL NODULE THAT SHE IGNORED AND DID NOT
REPORT TO US. #2 GARDASIL GIVE ON 8/1/07. SHE DEVELOPED SIGNIFICANT SWELLING 3 DAYS AFTERWARDS WITHOUT BRUISING OR
REDNESS. THE SWELLING HAS DECREASED OVER THE PAST 4 WEEKS BUT TODAY THERE WAS A PALPABLE 3.5 X 2.5 CM. MASS AT THE
INJECTION SITE. NO EVIDENCE OF CELLULITIS. NO REDNESS. THE AREA IS SLIGHTLY TENDER

Symptom Text:

NONEOther Meds:
Lab Data:
History:

NOPrex Illness:

NONE
NO

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

289408-1

31-Aug-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site mass, Injection site pain, Local reaction, Nodule, Swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
30-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0800F 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4109
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Jul-2007

Vaccine Date
30-Jul-2007
Onset Date

0
Days

31-Aug-2007
Status Date

OK
State Mfr Report Id

07-30-07 Call from Mother stated child c/o lt. arm sore, red at shot sight. No fever. No comfort measures done. Then next day 7/31 child c/o lt. upper arm hurts,
red, hot to touch, temp. 101 by mouth, gave Tylenol. On 08/01/07 mom took child to see her doctor.  On 08/01/07 @ 1:20 pm PHN did recieve call from Med.
Cl. that child presented and treated for Increased lt. deltoid red, swollen,hot to touch at inj. site only. Child sent home with mom given Rx. for Claritin 10mg/d po
until s/sxs subside, to alternate tylenol and Motrin po q 4 hr until sx's subside. Cool pk. to up. lt. arm area p.r.n. No fever noted @ cl. visit. F/up as need. No
other signs, symptoms noted.

Symptom Text:

noneOther Meds:
Lab Data:
History:

NonePrex Illness:

none performed
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

289426-1

04-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Body temperature increased, Injection site erythema, Injection site warmth, Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
30-Aug-2007

Received Date

None~ ()~~0~In Patient|Nonex2 sisters~ ()~~0~In SiblingPrex Vax Illns:

VARCEL
TDAP

HPV4

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

06114
AC52B015AA

0388U

1
0

0

Left arm
Left arm

Left arm

Subcutaneously
Intramuscular

Intramuscular



10 JUN 2008 06:27Report run on: Page 4110
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Aug-2007
Vaccine Date

23-Aug-2007
Onset Date

0
Days

31-Aug-2007
Status Date

CA
State Mfr Report Id

6 hours after Gardasil immunization (second dose) was given, patient had an episode where she felt weak and she felt that she could not move her arms or
legs secondary to weakness. This was transient. She then developed severe joint pain in bilateral elbows, hips and knees, severe enough to go to the Hospital
ER the following day for it.  Pain improved after patient was given ibuprofen 400mg, and then resolved completely, and has not returned.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
Tree Nut allergies

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

289428-1

04-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Asthenia, Hypokinesia

 ER VISIT, NOT SERIOUS

Related reports:   289428-2

Other Vaccine
30-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 093OU 1 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4111
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Aug-2007
Vaccine Date

24-Aug-2007
Onset Date

1
Days

10-Oct-2007
Status Date

CA
State Mfr Report Id

The patient received her first dose of Quadrivalent Human Papillomavirus Recombinant Vaccine (Gardasil) on approximately 6/24/07. On 8/23/07 at 1600, the
patient received her second dose. At 2330, she developed bilateral knee, hip, and elbow pain. She reported to the ED on 8/24/07 and received a dose of
ibuprofen at 0419. Her joint pain, which was initially 7-8 out of 10 on the analog pain scale decreased to 2 out of 10 by 0600. She denied any history of trauma,
fevers or chills.  Because of the proximity of the patient's symptoms to her Gardasil vaccination, the known correlation between Gardasil vaccination and same-
day joint pain and swelling, rapid improvement and response to NSAID treatment, and the fact that she had not had any fevers or chills or any other preceding
symptoms, the Gardasil vaccination appears to be the most likely cause of the her symptoms.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

289428-2

16-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Swelling

 NO CONDITIONS, NOT SERIOUS

Related reports:   289428-1

Other Vaccine
09-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4112
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Jul-2007

Vaccine Date
13-Aug-2007
Onset Date

20
Days

31-Aug-2007
Status Date

WA
State Mfr Report Id

left hand numbness, question Gullian Barre Syndrome.  09/12/2007 MR received for OV 8/30/2007 for c/o finger numbness x several weeks.  Finger numbness
began ~20 days s/p Gardasil vax.  No trauma.  Numbness noted in 4th and 5th fingers which spread down into lateral hand.  Currently only in 5th finger and tip
of 4th. PE (+) for decreased sensation to light touch and pin prick in R 5th finger. Otherwise WNL. Impression:  Neuropathy, Idiopathic Peripheral NOS.
Uncertain if very mild Guillain-Barre Syndrome from Gardasil vaccine.

Symptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

289429-1

12-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Neuropathy peripheral, Paraesthesia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
30-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0171U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4113
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Aug-2007
Vaccine Date

16-Aug-2007
Onset Date

0
Days

31-Aug-2007
Status Date

VA
State Mfr Report Id

After aproximately 5 minutes of the shoots she felt nauseated and started to jerk her body around almost falling down, her eyes rolled back this lasted about 45
seconds. She was pale and sweating cold and felt dizzy. She was taken to a different room to lie down where her vital sign were checked. her blood pressure
was higher than at the time of examination.She was given apple juice to raise her blood sugar level according to the nurse.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

289435-1

04-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Dyskinesia, Eye rolling, Feeling cold, Hyperhidrosis, Nausea, Pallor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
30-Aug-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2384BA
0929U

0
0

Right arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4114
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Sep-2007
Status Date

--
State

WAES0707USA02354
Mfr Report Id

Information has been received from a nurse practitioner concerning a female who was vaccinated with Gardasil. Subsequently, the patient developed a rash
after receiving a dose of Gardasil. As of 13-JUL-2007, the outcome of the patient's rash was unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289437-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4115
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
05-Jul-2007
Onset Date Days

14-Sep-2007
Status Date

--
State

WAES0707USA02368
Mfr Report Id

Information has been received from a nurse practitioner concerning a 24 year old female who was vaccinated with Gardasil. After the patient received Gardasil,
on 05-JUL-2007, she developed pain in the injection site on her arm, which she had for more than a week. As of 13-JUL-2007, the patient had not recovered
from the pain in the injection site on her arm. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

289438-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Sep-2007
Status Date

--
State

WAES0707USA02384
Mfr Report Id

Information has been received from a physician concerning a 17 year old female who was vaccinated with the third dose of Gardasil. Subsequently, the patient
experienced "numbness and tingling of her extremities, as well as fatigue". The patient told her mother this after receiving all three doses of Gardasil. It was
unspecified when the patient started experiencing these conditions. As of 13-JUL-2007, the outcome of the patient's numbness and tingling of her extremities
and fatigue was unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

289439-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Fatigue, Hypoaesthesia, Paraesthesia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Sep-2007
Status Date

--
State

WAES0707USA02408
Mfr Report Id

Information has been received from a Physician's Assistant concerning a female who was vaccinated IM with Gardasil and within 24 hours developed a rash.
The patient's outcome was not reported. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289440-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Sep-2007
Status Date

FL
State

WAES0707USA02417
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with the first dose of Gardasil. Subsequently the patient experienced
cardiac palpitations after receiving the vaccine. The symptoms started on the day of administration and occurred several times per day for the next 2 weeks.
The frequency of the palpitations has decreased and now occurs rarely. Medical attention was sought. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289441-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Palpitations

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Jul-2007

Vaccine Date
10-Jul-2007
Onset Date

0
Days

14-Sep-2007
Status Date

OH
State

WAES0707USA02468
Mfr Report Id

Information has been received from a nurse concerning an 18 year old female patient who on 10-JUL-2007 was vaccinated with the first dose of the Gardasil
(Lot # 658490/0802U). n 10-JUL-2007, within the ten minutes of the vaccination, the patient fainted. Unspecified medical attention was sought. On 10-JUL-
2007, the patient recovered. This report is one of two reports from the same source. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

289442-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Jul-2007

Vaccine Date
13-Jul-2007
Onset Date

0
Days

14-Sep-2007
Status Date

TX
State

WAES0707USA02509
Mfr Report Id

Information has been received from a physician concerning a 19 year old female who on 13-JUL-2007 was vaccinated with Gardasil and then developed a
fever, sore throat and severe headache. The patient's outcome was not reported. Medical attention was sought. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

289443-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Pharyngolaryngeal pain, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4121
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Sep-2007
Status Date

IL
State

WAES0707USA02525
Mfr Report Id

Information has been received from a physician concerning a few patients who were vaccinated with Gardasil and fainted. The patients had received other
vaccines (unspecified) that day. There were no other problems after they fainted, no hospitalizations. Since the label updated to wait 15 minutes after
administration they have been waiting 15-20 minutes. Additional information has been requested.

Symptom Text:

[therapy unspecified]Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289444-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4122
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Sep-2007
Status Date

MN
State

WAES0707USA02528
Mfr Report Id

Information has been received from a physician concerning a 11 to 12 year old female who was vaccinated with Gardasil. One week after vaccination, the
patient presented with what appeared to be facial Bell's Palsy of the seventh nerve involvement. The physician was then practicing as an Urgent Care physician
and sent the patient to the ER for further help. The physician is now practicing at a pediatrician's office and could not follow up on this experience. No further
information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

289445-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Facial palsy

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Sep-2007
Status Date

--
State

WAES0707USA02560
Mfr Report Id

Information has been received from a nurse practitioner concerning a female who on an unspecified date was vaccinated with a first dose of Gardasil.
Subsequently, on an unspecified date, the patient developed a rash on her leg. The patient's rash never fully went away. On an unspecified date, the patient
was vaccinated IM with a second dose of Gardasil. Subsequently, on an unspecified date, the patient's rash on her leg was "more prominent and longer" then
the rash received after her first dose. The nurse practitioner reported that the patient was referred to a dermatologist for an evaluation. At the time of the report,
the outcome of the patient was unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289446-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Sep-2007
Status Date

--
State

WAES0707USA02583
Mfr Report Id

Information has been received from a nurse concerning an unknown number of female patients who were vaccinated with the second dose of Gardasil and
experienced pain and burning at the injection site. There was no specific information about the patients. There were no adverse experiences reported after
receiving the first dose. Medical attention was sought. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289447-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site irritation, Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4125
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Jul-2007

Vaccine Date
15-Jul-2007
Onset Date

3
Days

14-Sep-2007
Status Date

IA
State

WAES0707USA02592
Mfr Report Id

Information has been received from a physician, concerning a 12 year old female patient, with drug hypersensitivity to CEFZIL, who on 12-JUL-2007 was
vaccinated IM, with the first dose, 0.5ml, of Gardasil (Lot #657736/0389U). Concomitant vaccination therapy included BOOSTRIX. On 15-JUL-2007, three days
following the vaccination, the patient experienced a headache and dizziness, that worsened during the day, and then began to resolve in the evening. The
physician reported that on 16-JUL-2007, the patient was "fine," and confirmed that all symptoms had resolved. The patient sought unspecified medical
attention. No further information is expected.

Symptom Text:

Other Meds:
Lab Data:
History:

Drug hypersensitivityPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

289448-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Headache

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

TDAP

HPV4

GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

0389U

NULL

0 Unknown

Unknown

Intramuscular

Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Jul-2007

Vaccine Date
13-Jul-2007
Onset Date

0
Days

14-Sep-2007
Status Date

--
State

WAES0707USA02598
Mfr Report Id

Information has been received from a physician, via a company representative, concerning a 12 year old female patient, who on 13-JUL-2007 was vaccinated
with the first dose, 0.5ml, of Gardasil (Lot #655619/1427F). Concomitant vaccine therapy included Adacel (Lot #C2734AA) and hepatitis B virus vaccine
(manufacturer unspecified) (Lot #AHBVB289CA). On 13-JUL-2007 the patient experienced nausea and passed out. The patient recovered from the events on
the same day, 13-JUL-2007. The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

289449-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness, Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

TDAP
HPV4
HEP

SANOFI PASTEUR
MERCK & CO. INC.
MERCK & CO. INC.

C2734AA
1427F
AHBVB289CA

0
Unknown
Unknown
Unknown

Unknown
Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Jul-2007

Vaccine Date
12-Jul-2007
Onset Date

0
Days

14-Sep-2007
Status Date

TX
State

WAES0707USA02601
Mfr Report Id

Information has been received from a registered nurse, concerning a 20 year old female patient, who on 12-JUL-2007 was vaccinated with the second dose of
Gardasil (Lot # not reported). There was no concomitant medication. On 12-JUL-2007, after receiving the vaccination, the patient felt like fainting, though she
"did not lose consciousness." The nurse confirmed that the patient recovered on the same day, 12-JUL-2007. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

289450-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4128
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Jan-2007
Vaccine Date

25-Jan-2007
Onset Date

6
Days

14-Sep-2007
Status Date

--
State

WAES0707USA02612
Mfr Report Id

Information has been received from a Nurse Practitioner (N.P.) concerning a 17 year old female patient who on 19-JAN-2007 was vaccinated with a first dose
of Gardasil lot #654885/1424F and on an unknown day received the second dose of Gardasil lot #655849/0263U. The reporter indicated that the patient
developed flu-like symptoms that were severe after one week later of the first injection and had 103 degree fever. Patient was all right after 10 days. She
received her second injection and within 24 hours developed flu-like symptoms again which were less severe and had a fever of 102 and recovered within 5
days. The physician did not give the third injection to the patient which she was suppose to get on 16-JUL-2007. The patient sought unspecified medical
attention. The patient recovered. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

temperature measurement 01/25/07 103; temperature measurement 03?/??/07 102
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

289451-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Influenza like illness, Pyrexia, Vaccine positive rechallenge

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1424F 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-May-2007
Vaccine Date

25-May-2007
Onset Date

0
Days

14-Sep-2007
Status Date

FL
State

WAES0707USA02613
Mfr Report Id

Information has been received from a Certified Medical Assistant (C.M.A.) concerning a 21 year old female patient who on 25-MAY-2007 was vaccinated with a
first dose of Gardasil. On 25-MAY-2007 the CMA reported that patient had hives and rash everyday since she was given the vaccine. No other information was
reported. Unspecified medical attention was sought by the patient. The patient had not recovered. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

289452-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Sep-2007
Status Date

--
State

WAES0707USA02622
Mfr Report Id

Information has been received from a Registered Nurse (R.N.) concerning a female patient who was vaccinated with a first dose of Gardasil. The nurse
reported "patient developed nausea, vomitting, dizziness, and chills." Unspecified medical attention was sought by the patient. The outcome was unknown.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289453-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chills, Dizziness, Nausea, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-May-2007
Vaccine Date

01-May-2007
Onset Date

0
Days

14-Sep-2007
Status Date

FL
State

WAES0707USA02628
Mfr Report Id

Information has been received from a physician concerning a female (age not reported) who in May 2007 "7 weeks ago", was vaccinated with a first dose of
Gardasil (lot number unknown) 0.5 mL injection and immediately broke out into a rash. Medical attention was sought. The physician prescribed CLARITIN and
the rash cleared. On an unspecified date the patient reported to the physician that the rash reappears every time she stops the CLARITIN. The mother of the
patient wishes to discontinue the series of Gardasil. No additional information was provided. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289454-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Sep-2007
Status Date

NJ
State

WAES0707USA02632
Mfr Report Id

Information has been received from a registered nurse concerning a patient (age and gender not reported) who on an unspecified date was vaccinated with a
dose of Gardasil (lot number unknown) and fainted. No additional information was available. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289455-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Jan-2007
Vaccine Date

24-Jan-2007
Onset Date

0
Days

14-Sep-2007
Status Date

WI
State

WAES0707USA02643
Mfr Report Id

Information has been received from a registered nurse concerning a 25 year old female with a history of tinea versicolour, polycystic ovarian syndrome and
amenorrhea who on 24-JAN-2007 was vaccinated IM into left deltoid with the first 0.5 ml dose of Gardasil (Lot # 655619/1427F). Concomitant therapy included
clomiphene citrate (CLOMID), metformin HCl (GLUCOPHAGE) and multivitamins (unspecified). On approximately 24-JAN-2007, the patient experienced pain.
It was reported that the pain was worse on the second day after vaccination. The went away after a couple of days. On an unspecified date in 2007 the patient
was vaccinated IM into left deltoid with the second 0.5 ml dose of Gardasil (Lot # 657006/0188U). Subsequently, in 2007, the patient experienced pain. It was
reported that the pain was worse on the second day after vaccination. Subsequently, the pain "went away" after a couple of days. On 09-JUL-2007, the patient
was vaccinated IM into left deltoid with the second 0.5 ml dose of Gardasil (Lot # 657622/0388U). On approximately 09-JUL-2007. The patient experience pain.
It was reported that the pain was worse on the second day after vaccination. Subsequently, the pain "went away" after a couple of days. At the time of the
report, the patient's arm still hurt, was sore, and felt like she "slept on the arm wrong". The arm was not getting better or worse and there was no redness or
swelling. The patient was advised to take ibuprofen and apply warmth or heat to the affected area. This is one of two reported received from the same source.
Additional information has been requested.

Symptom Text:

Clomid, Glucophage, vitamins (unspecified)Other Meds:
Lab Data:
History:
Prex Illness:

None
Tinea veriscolour; Polycystic ovarian syndrome; Amenorrhea

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

289456-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pain, Vaccine positive rechallenge

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1427F 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-May-2007
Vaccine Date

21-Jun-2007
Onset Date

43
Days

14-Sep-2007
Status Date

VA
State

WAES0707USA02800
Mfr Report Id

Information has been received from the Merck Pregnancy registry via a health professional concerning a 19 year old female with no pertinent past medical
history who on 09-MAY-2007 was vaccinated intramuscularly in the right deltoid with a 0.5 ml dose of Gardasil (lot #). On approximately 21-JUN-2007 the
patient developed vaginitis and on 21-JUN-2007 treatment with DIFLUCAN was initiated. Subsequently the patient became pregnant. A urine and serum beta-
human-chorionic gonadotropin were positive. The patient's last menstrual period was 08-JUL-2007 and the estimated date of delivery was 13-APR-2008. At the
time of the report the patient's outcome was unknown. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 7/8/2007)Prex Illness:

urine beta-human - positive; serum beta-human - positive

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

289457-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Vaginal infection

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0091U Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Jul-2007

Vaccine Date
13-Jul-2007
Onset Date

0
Days

14-Sep-2007
Status Date

CO
State

WAES0707USA02803
Mfr Report Id

Information has been received from a licensed practical nurse (LPN), concerning a 20 year old female patient, who on 13-JUL-2007, was vaccinated IM, with
the first dose, 0.5ml, of Gardasil (Lot # not reported). There was no concomitant medication. On 13-JUL-2007, in the evening following the vaccination, the
patient experienced flu-like symptoms, with fever, fatigue and nausea. On 17-JUL-2007, the nurse spoke with the patient, who confirmed the symptoms
continued, and also reported she currently had "congestion" (unspecified) and a sore throat. At the time of this report, the patient had not recovered from the
events. The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

289458-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Fatigue, Influenza like illness, Nasal congestion, Nausea, Pharyngolaryngeal pain, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4136
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Jun-2007
Vaccine Date

28-Jun-2007
Onset Date

0
Days

14-Sep-2007
Status Date

CA
State

WAES0707USA02813
Mfr Report Id

Information has been received from a Medical Assistant (M.A.) concerning a 17 year old female patient who on 28-JUN-2007 was vaccinated with a first dose of
Gardasil lot #653736/0868F. The MA reported that on 28-JUN-2007 the patient "passed out, momentarily" after receiving her first dose of Gardasil. The patient
was evaluated in the emergency room, and discharged. No other information was available at this time. The patient sought unspecified medical attention. The
outcome was unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

289459-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0868F 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4137
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
26-Jun-2007
Onset Date Days

14-Sep-2007
Status Date

TN
State

WAES0707USA02841
Mfr Report Id

Information has been received from a 26 year old female who was vaccinated with a third dose of Gardasil. Concomitant therapy included TRIPHASIL. On
approximately 26-JUN-2007 the patient experienced pain at the injection site. On 14-JUL-2007 the patient developed a "bump" at the injection site.
Subsequently, the patient recovered. It was reported that the patient had "no problems after the first two shots". Additional information has been requested.

Symptom Text:

TRIPHASILOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

289460-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site mass, Injection site pain, No reaction on previous exposure to drug

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4138
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Sep-2007
Status Date

MO
State

WAES0707USA02847
Mfr Report Id

Information has been received from two physicians concerning a female who was vaccinated with a dose of Gardasil. Subsequently the patient experienced
injection site and arm pain for 2-3 weeks after the vaccination. Unspecified medical attention was sought. At the time of the report the patient's outcome was
unknown. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289461-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4139
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
19-Apr-2007
Onset Date Days

14-Sep-2007
Status Date

VA
State

WAES0707USA02874
Mfr Report Id

Information has been received from a 21 year old female consumer, who on 19-APR-2007 was vaccinated IM with the first dose of Gardasil. Following the
vaccination (onset date not specified), she experienced soreness where vaccinated, in her upper arm muscle. On 05-JUL-2007, she was vaccinated
subcutaneously, with the second dose of Gardasil. The consumer, who stated her physician told her the vaccination should be given subcutaneously,
expressed concern that she would not "develop proper titers." The consumer indicated she would visit the health center at her campus. At the time of this
report, the outcome of the arm muscle soreness was unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

289462-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Incorrect route of drug administration, Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Subcutaneously



10 JUN 2008 06:27Report run on: Page 4140
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Jul-2007

Vaccine Date
16-Jul-2007
Onset Date

0
Days

14-Sep-2007
Status Date

TX
State

WAES0707USA02881
Mfr Report Id

Information has been received from a nurse concerning a female who on unspecified dates was vaccinated with a first and second dose of Gardasil (lot #
unknown) 0.5mL. On 16-JUL-2007 the patient was vaccinated with her third dose of Gardasil (lot# unknown). On 16-JUL-2007, the patient developed a fever
over 102 degrees F, nausea, headache and "flu like symptoms". Medical attention was sought. At the time of reporting the patient had not recovered. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

temperature measurement 07/16/07 102
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289463-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Body temperature increased, Headache, Influenza like illness, Nausea, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4141
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-May-2007
Vaccine Date

Unknown
Onset Date Days

14-Sep-2007
Status Date

--
State

WAES0707USA02903
Mfr Report Id

Information has been received from a consumer concerning a female niece who in may 2007, was vaccinated with a first dose of Gardasil (lot# unknown) and is
now "spotting". Medical attention was not sought. At the time of reporting it is unknown if the patient has recovered. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289464-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Metrorrhagia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4142
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Feb-2007
Vaccine Date

01-Feb-2007
Onset Date

0
Days

14-Sep-2007
Status Date

--
State

WAES0707USA02927
Mfr Report Id

Information has been received from a consumer mother concerning her 24 year old daughter with no pertinent medical history or drug/reactions and allergies
who in December 2006, was vaccinated with her first dose of Gardasil (lot# unknown). Concomitant therapy included medication for migraine headaches. In
February 2007, the patient was vaccinated with her second dose of Gardasil 0.5mL IM in the deltoid muscle and developed flu like symptoms. Medical attention
was not sought. The reporters daughter plans on receiving the third dose. At the time of reporting the patient recovered. Additional information has been
requested.

Symptom Text:

[therapy unspecified]Other Meds:
Lab Data:
History:
Prex Illness:

None
Migraine

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

289465-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Influenza like illness, Migraine

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4143
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Mar-2007
Vaccine Date

01-Mar-2007
Onset Date

0
Days

14-Sep-2007
Status Date

MO
State

WAES0707USA02928
Mfr Report Id

Information has been received from a physician concerning a 19 year old female who in March 2007, was vaccinated with a first dose of Gardasil (lot #
unknown). In March 2007, immediately post-vaccination the patient experienced increased perspiration and heart palpitations. Medical attention was sought.
The symptoms resolved within 10 days of onset. Thyroid function tests were performed and were elevated in March 2007 but were normal in June 2007. No
further information was available. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

thyroid function test 03/07 elevated thyroid function test 06/07 normal
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

289466-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hyperhidrosis, Immediate post-injection reaction, Palpitations

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4144
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Jul-2007

Vaccine Date
16-Jul-2007
Onset Date

0
Days

14-Sep-2007
Status Date

NY
State

WAES0707USA02940
Mfr Report Id

Information has been received from a registered nurse concerning a 25 year old female who on 10-JAN-2007 was vaccinated IM with a 0.5 ml first dose of
Gardasil (lot # 655619/1427F). On 15-MAR-2007 the patient was vaccinated with a second dose of Gardasil (lot # 657006/0188U). On 16-JUL-2007 the patient
had a beta-human chorionic gonadotropin test (unspecified) and the results were reported as negative. On that same day the patient was vaccinated with a
third dose of Gardasil (lot # 658100/0525U). On 16-JUL-2007 the patient experienced dizziness and nausea after the vaccination. Unspecified medical
attention was sought. The patient's lightheadedness and nausea persisted. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

beta-human chorionic 07/16/07 negat - prior to vaccination
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

289467-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0525U 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4145
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Sep-2007
Status Date

NY
State

WAES0707USA02948
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with a third dose of Gardasil. Approximately 6 hours after the
vaccination, the patient developed a fever, nausea and muscle aches. Unspecified medical attention was sought. On 17-JUL-2007, the patient recovered from
the fever, nausea and muscle aches. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289468-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Myalgia, Nausea, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4146
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Apr-2007
Vaccine Date

06-Apr-2007
Onset Date

0
Days

14-Sep-2007
Status Date

RI
State

WAES0707USA02962
Mfr Report Id

Information has been received from a female medical assistant who on 12-DEC-2006 was vaccinated with a 0.5 ml first dose of Gardasil. On 06-APR-2007 the
patient was vaccinated with a 0.5 ml second dose of Gardasil. On 06-APR-2007 the patient developed swelling and a "bubble area" at the injection site. The
arm became red and hard. There was no drainage noted. Unspecified medical attention was sought. Subsequently, the patient recovered from swelling and a
"bubble area" at the injection site and a red and hard arm. The medical assistant did not experience any difficulties with the first injection. Additional information
has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289469-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site induration, Injection site swelling, No reaction on previous exposure to drug

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4147
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Feb-2007
Vaccine Date

09-Feb-2007
Onset Date

0
Days

14-Sep-2007
Status Date

RI
State

WAES0707USA02967
Mfr Report Id

Information has been received from an office manager, who on 09-FEB-2007 was vaccinated (arm unspecified) with a 0.5mL first dose of Gardasil.
Subsequently, the patient experienced swelling at the injection site. The patient mentioned that the reaction was mild and resolved on its own. After the patient
was vaccinated (arm unspecified) with a second dose of Gardasil on 06-APR-2007 she developed "a more severe injection site reaction." The arm swelled up
with a "big bubble" at the site. The arm was hardened and red, which lasted for a month. No drainage was noted. The symptom resolved on its own. The patient
recovered on an unspecified date. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

289470-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Induration, Injection site swelling, Oedema peripheral, Vaccine positive rechallenge

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4148
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Jul-2007

Vaccine Date
14-Jul-2007
Onset Date

1
Days

14-Sep-2007
Status Date

CA
State

WAES0707USA02974
Mfr Report Id

Information has been received from a medical assistant concerning her 16 year old sister, who on 13-JUL-2007 was vaccinated intramuscularly on the lateral
portion of the arm (unspecified arm) with a 0.5mL dose of Gardasil. There was no concomitant medication. On 14-JUL-2007 the patient developed a fever and
vomited four times. She continued to experience nausea through 16-JUL-2007. At the time of the report, the patient's outcome was unknown. No product
quality complaint was involved. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

289471-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Nausea, Pyrexia, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4149
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Sep-2007
Status Date

CA
State

WAES0707USA02999
Mfr Report Id

Information has been received from a nurse, via a company representative, concerning a female patient (age unspecified), who on an unknown date was
vaccinated IM, with a dose, 0.5ml, of Gardasil (lot # not provided). The day following the vaccination, the patient experienced dizziness. After an unknown
duration of time, the dizziness resolved on it's own. The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289472-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4150
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Sep-2007
Status Date

--
State

WAES0707USA03007
Mfr Report Id

Information has been received from a nurse practitioner (NP), via a company representative, concerning a female patient, who was vaccinated on an unknown
date, with a dose of Gardasil (Lot # not provided). Subsequently, the patient developed hives and had gastrointestinal problems (unspecified). The NP
instructed the patient to not pursue additional vaccinations with Gardasil. At the time of this report, it was unknown if the patient had recovered from the events.
The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289473-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Gastrointestinal disorder, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4151
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Jun-2007
Vaccine Date

27-Jun-2007
Onset Date

5
Days

14-Sep-2007
Status Date

PA
State

WAES0707USA03025
Mfr Report Id

Information has been received from a physician and a medical assistant concerning a 22 year old female with a history of sinus infection (April 2007) who on
22-JUN-2007 was vaccinated with a dose of Gardasil. There was no concomitant medication. On 27-JUN-2007 the patient experienced abdominal pain and
severe flu like symptoms. The patient did not seek medical attention. At the time of the report, the patient's outcome was unknown. Additional information has
been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Sinus infection

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

289474-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Influenza like illness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0523U Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4152
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Jul-2007

Vaccine Date
05-Jul-2007
Onset Date

0
Days

14-Sep-2007
Status Date

AZ
State

WAES0707USA03081
Mfr Report Id

Information has been received from a physician concerning a 16 year old female with no pertinent medical history who on 05-JUL-2007 was vaccinated with her
first dose intramuscularly with 0.5 ml of Gardasil. There were no concomitant medications. On 05-JUL-2007, 3-4 hours after vaccination, the patient developed
a severe headache. The patient was treated with ibuprofen (MOTRIN). The headache lasted six days. On approximately 11-JUL-2007 the patient recovered.
There were no laboratory or diagnostic studies performed. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

289475-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4153
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Sep-2007
Status Date

RI
State

WAES0707USA03104
Mfr Report Id

Information has been received from a physician concerning a female patient (age unknown), who, on an unspecified date, was vaccinated with a dose of
Gardasil. Subsequently, approximately five days after the vaccination the patient broke out in hives and her throat swelled up. The patient had to go to the
emergency room and was treated as an anaphylactic reaction. At the time of the report, the patient's outcome was unknown. No product quality complaint was
involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289476-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anaphylactic reaction, Pharyngeal oedema, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4154
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Sep-2007
Status Date

CA
State

WAES0707USA03108
Mfr Report Id

Information has been received from an office manager concerning "a few patients" who were vaccinated with Gardasil. Subsequently the patient experienced
dizziness. At the time of the report, the patients outcomes were unknown. No product quality complaint was involved. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289477-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4155
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Mar-2007
Vaccine Date

Unknown
Onset Date Days

14-Sep-2007
Status Date

--
State

WAES0707USA03118
Mfr Report Id

Information has been received from a nurse concerning her 22 year old daughter with no medical history, who on 20-MAR-2007 was vaccinated intramuscularly
(arm unspecified) with a dose of Gardasil. No concomitant medications. Subsequently, the patient developed a light raised scar at the injection site. It was
reported that the area looks like scar tissue. It was mentioned that her daughter has dark skin and the scar appears white or lighter than her skin. Additional
information is not expected.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

289478-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site scar

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4156
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-May-2007
Vaccine Date

16-May-2007
Onset Date

1
Days

14-Sep-2007
Status Date

NC
State

WAES0707USA03130
Mfr Report Id

Information has been received from a nurse practitioner concerning a 24 year old female, who on 15-MAY-2007 was vaccinated intramuscularly with a 0.5mL
first dose of Gardasil (lot# 657617/0384U). Concomitant therapy included CLARITIN as needed. On 16-MAY-2007 the patient developed an itchy, red, raised
blisters. The patient stated that one of the blisters appeared on her back. At that time the patient did not think that it was related to the vaccination, so she did
not call the office to report this. On 14-JUL-2007 the patient was vaccinated intramuscularly in the left arm with a second dose of Gardasil (Lot#
657617/0384U). On 15-JUL-2007 the patient developed the same type of blisters. The blisters were located on the left axilla, left forearm, right shoulder, and
back. The patient was being treated with BENADRYL. The patient recovered on an unspecified date. No product quality complaint was involved. Additional
information has been requested.

Symptom Text:

CLARITINOther Meds:
Lab Data:
History:
Prex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

289479-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blister, Erythema, Pruritus, Vaccine positive rechallenge

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0384U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4157
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Sep-2007
Status Date

MN
State

WAES0707USA03134
Mfr Report Id

Information has been received from a nurse concerning a 15 year old female who was vaccinated with her first dose of Gardasil. Subsequently the patient
fainted within minutes. Unspecified medical attention was sought and no treatment was required. Subsequently, the patient recovered. Additional information
has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

289480-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4158
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Feb-2007
Vaccine Date

22-Feb-2007
Onset Date

0
Days

14-Sep-2007
Status Date

PA
State

WAES0707USA03152
Mfr Report Id

Information has been received from a physician concerning a 17 year old female who on about 22-FEB-2007 was vaccinated with a dose of Gardasil. On 22-
FEB-2007, immediately following vaccination, the patient experienced nausea and headache. Shortly thereafter, the patient experienced vomiting and
developed a fever which lasted for 1.5 days. Unspecified medical attention was sought. The symptoms resolved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

289481-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Immediate post-injection reaction, Nausea, Pyrexia, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jul-2007

Vaccine Date
18-Jul-2007
Onset Date

0
Days

14-Sep-2007
Status Date

--
State

WAES0707USA03153
Mfr Report Id

Information has been received from a nurse concerning a female teenager who on 18-JUL-2007 was vaccinated with a dose of Gardasil. On 18-JUL-2007, the
patient experienced syncope. The patient outcome was unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289482-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4160
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
14-May-2007
Onset Date Days

14-Sep-2007
Status Date

DE
State

WAES0707USA03166
Mfr Report Id

Information has been received from a health professional concerning a 12 year old female with no pertinent medical history who on 14-MAY-2007 was
vaccinated IM in the deltoid ("which arm unknown") with the first 0.5 ml dose of Gardasil. There was no concomitant medication. On 14-MAY-2007, the patient
developed pain. Unspecified medical attention was sought. Subsequently, after a "couple of days" the patient recovered from pain. On 17-JUL-2007, the patient
was vaccinated IM in the buttocks with the second 0.5 ml dose of Gardasil (lot #657872/0515U). This is one of two reports received from the same source.
Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

289483-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug administered at inappropriate site, Pain

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0515U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4161
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jan-2007
Vaccine Date

10-Feb-2007
Onset Date

40
Days

14-Sep-2007
Status Date

CT
State

WAES0707USA03170
Mfr Report Id

Information has been received from a 21 year old female consumer who in the end of January 2007, was vaccinated with the first dose of Gardasil. There was
no concomitant medication. On 10-FEB-2007, "one week after receiving the first dose," 25 percent of the patient's hair fell out in clumps. It was reported that
the hair she lost after the first dose had begun to grow back. In March 2007, the patient was vaccinated with the second dose of Gardasil. One week after
receiving the second dose, "all her remaining hair fell out so that she was completely bald." Unspecific medical attention was sought. Laboratory tests
performed included a "lupus test" (results not reported). It was reported that she will not be receiving the third dose. It was reported that the hair she lost after
the second dose had not begun to grow back. At the time of the report, the patient was recovering. Additional information has been requested.  9/25/07
Reviewed rheumatologist medical records of 4/10-8/28/2007 which reveal patient experienced alopecia starting approx 2/10/07 after tanning session.  Whe
then developed other problems: abnormal thyroid, iron deficiency, nose ulcers, rash on face, neck & hands, worsening pain of wrists & hands, intermittent left
knee swelling & pain, pleuritic chest pain, back pain, migraines w/nausea & photophobia since 10/06, dry eyes, diffuse myalgias, paresthesias, 9# weight loss,
night sweats, palpitations.  Saw dermatologist & had injections which resulted in some hair loss in other areas. Hair loss continued on subsequent visits
becoming more global.  Referred for endocrine evaluation secondary to birth control pills.  6/11/07 developed raw urticarial skin lesions. By 7/19 began to have
return patchy hair growth. FINAL DX: alopecia areata universalis.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

lupus anticoagulant - results not provided LABS: Complement level borderline.  Antiphospholipid antibodies borderline.
None PMH: intestinal syrgery, endometriosis

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

289484-1

27-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Alopecia areata, Arthralgia, Back pain, Dry eye, Iron deficiency, Joint swelling, Migraine, Myalgia, Nasal ulcer, Nausea, Night sweats, Pain in extremity,
Palpitations, Paraesthesia, Photophobia, Pleuritic pain, Rash, Skin lesion, Thyroid disorder, Urticaria, Weight decreased

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4162
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Sep-2007
Status Date

TN
State

WAES0707USA03197
Mfr Report Id

Information has been received from a physician's office concerning a 16 year old female patient with a history of fainting with needles who was vaccinated with
a first dose of Gardasil. The patient went home and felt like she was going to faint but she never fainted after receiving her first dose of Gardasil. The office also
reported that the patient slept for a "really long time". The patient sought unspecified medical attention. The patient recovered. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Syncope

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

289485-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Hypersomnia

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Sep-2007
Status Date

AZ
State

WAES0707USA03206
Mfr Report Id

Information has been received from a certified medical assistant concerning multiple patients who were vaccinated on unspecified dates with Gardasil (lot #'s
unknown). The certified medical assistant reports that 80 percent of the patients in her office who have received Gardasil have experienced injection-site
irritation and muscle soreness. No other information was available. Additional information is being requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289486-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site irritation, Myalgia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4164
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Sep-2007
Status Date

KS
State

WAES0707USA03211
Mfr Report Id

Information has been received from a nurse concerning a female who was vaccinated with her first dose of Gardasil. Subsequently the patient experienced
fainting episode. At the time of the report the patient's outcome was unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289487-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Apr-2007
Vaccine Date

18-Apr-2007
Onset Date

8
Days

14-Sep-2007
Status Date

MI
State

WAES0707USA03234
Mfr Report Id

Information has been received from a physician concerning a 16 year old female patient with no medical history or allergies who on 05-OCT-2006, was
vaccinated IM into her left arm with a first 0.5ml dose of Gardasil (Lot# 653937/0637F). On 21-DEC-2006, the patient was vaccinated IM into her right arm with
a second 0.5 ml dose of Gardasil (Lot# 654885/1424F) and on 10-APR-2007 she was vaccinated IM into her left arm with a third 0.5ml dose of the vaccine (Lot
# 655322/0091U). There was no concomitant medication. On 18-APR-2007, the patient developed a deep vein thrombosis in her left arm after her third dose of
the vaccine. It was reported that the patient was initially treated with enoxaparin sodium (LOVENOX) and is currently being treated with warfarin sodium
(COUMADIN). Laboratory diagnostic studies performed included Prothrombin, protein C, factor V Leiden, anticardiolipin antibodies, Homocysteine,
Antithrombin III and Lupus Anticoagulant. All were reported to be within normal limits. A doppler ultrasound and a CT venogram were also performed. At the
time of this report, the patient was recovering. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:

History:
Prex Illness:

ultrasound, venography CT venogram factor II activity test within normal limits, plasma protein C test within normal limits, blood factor V Leiden within normal
limits, serum Angiostrongylus within normal limits, serum homocysteine within n
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

289488-1

05-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Deep vein thrombosis

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0091U 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4166
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Jan-2007
Vaccine Date

08-Jan-2007
Onset Date

0
Days

14-Sep-2007
Status Date

--
State

WAES0707USA032440
Mfr Report Id

Information has been received from a physician assistant concerning a 24 year old female patient with no medical history or allergies who on 08-JAN-2007,
was vaccinated IM with a first dose of Gardasil (Lot # 655165/1425F). On 15-MAR-2007, the patient was vaccinated with a second dose of Gardasil (Lot#
655324/0088U). Concomitant therapy included hormonal contraceptives (unspecified). Subsequently, after both vaccinations the patient experienced shooting
pains in the arm and neck on the side of the injection. The pain lasted for about a month each time. The physician assistant did not know which arm was used
for the injections. Unspecified medical attention was sought. No laboratory diagnostic studies were performed. No product quality complaint was involved.
Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

289489-1

05-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pain, Vaccine positive rechallenge

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0088U 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Jul-2007

Vaccine Date
17-Jul-2007
Onset Date

0
Days

14-Sep-2007
Status Date

PA
State

WAES0707USA03258
Mfr Report Id

Information has been received from a registered nurse concerning a 22 year old female with a history of tonsillectomy and wisdom teeth removal and no drug
reactions or allergies who on 17-JUL-2007 was vaccinated with a first dose of Gardasil (lot # 0469U) one pre-filled syringe IM. Concomitant therapy included
drospirenone (+) ethinyl estradiol (YAZ). On 17-JUL-2007 3 hours after the patient was vaccinated with Gardasil the patient developed a rash. The rash was
approximately 200 lesions that "looked like acne" at the injection site of the right deltoid and spread to the patient's back, chest and right breast. There were no
lesions on the left arm. Medical attention was sought. The patient took diphenhydramine hydrochloride (BENADRYL) for a complaint of slight itching to the
lesions. After the patient's second dose of diphenhydramine hydrochloride (BENADRYL) the patient stated that the rash "got a little better". At  the time of
reporting the patient was still recovering. No additional information was available. Additional information has been requested.

Symptom Text:

YazOther Meds:
Lab Data:
History:
Prex Illness:

None
Tonsillectomy; Wisdom teeth removal

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

289491-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site rash, Rash generalised

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0469U 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Sep-2007
Status Date

CA
State

WAES0707USA03274
Mfr Report Id

Information has been received from a medical assistant concerning a female who was vaccinated with Gardasil. Concomitant therapy included DTaP.
Subsequently the patient "went to the hospital". Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289492-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Unevaluable event

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4
DTAP

MERCK & CO. INC.
UNKNOWN MANUFACTURER

NULL
NULL

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 4169
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-May-2007
Vaccine Date

01-May-2007
Onset Date

0
Days

14-Sep-2007
Status Date

--
State

WAES0707USA03277
Mfr Report Id

Information has been received from a pharmacy student concerning a 20 year old female who in May 2007, was vaccinated with a first dose of Gardasil (lot #
unknown). There was no concomitant medication. The patient developed a widespread rash and itching 24 hours after administration of her first dose of
Gardasil. Medical attention was sought. The patient was evaluated at a local emergency room and was treated with a steroid injection as well as a course of
oral steroids. At the time of reporting on an unknown date the patient recovered from the widespread rash and itching. No further information was available.
Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

289493-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus, Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Jul-2007

Vaccine Date
13-Jul-2007
Onset Date

0
Days

17-Sep-2007
Status Date

AL
State

WAES0707USA03291
Mfr Report Id

Information has been received from a mother concerning her 22 year old daughter with no pertinent medical history or drug reactions/allergies who on 06-JUN-
2007 was vaccinated with a first dose of Gardasil (lot # unknown) and Recombivax (manufacturer unknown) was administered. On 13-JUL-2007 the female was
vaccinated with a second dose of Gardasil. Concomitant therapy included Recombivax (manufacturer unknown) (lot # unknown) for prophylaxis (duration and
dose not reported). In July 2007 at an unspecified time after the second dose, her daughter started "breaking out" with red, itchy spots on her arm or arms. She
is not sure which are or arms have developed the spots. Medical attention was sought, a dose of At the time of reporting the female patient had not recovered.
No further information is available. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

289494-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash macular, Rash pruritic

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4
HEP

MERCK & CO. INC.
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Jul-2007

Vaccine Date
05-Jul-2007
Onset Date

0
Days

17-Sep-2007
Status Date

VA
State

WAES0707USA03311
Mfr Report Id

Information has been received from a physician concerning a female who on approximately 05-JUL-2007 was vaccinated with a dose of Gardasil. On
approximately 05-JUL-2007, the "patient fainted while still in the office". Unspecified medical attention was sought. Subsequently, the patient recovered.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289495-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Sep-2007
Status Date

PA
State

WAES0707USA03313
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with a dose of Gardasil. Subsequently the "patient fainted after
receiving Gardasil". Unspecified medical attention was sought. At the time of the report the patient's outcome was unknown. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289496-1

05-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Sep-2007
Status Date

--
State

WAES0707USA03316
Mfr Report Id

Information has been received from a medical assistant concerning a "9 to 14" year old female who was vaccinated with a dose of Gardasil. Subsequently, the
patient experienced tingling and numbness in her arm, nausea and it was reported that the patient's "face turned white." Her blood pressure was satisfactory.
The "patient was in the office for an hour to an hour and a half and then was sent home." The patient outcome was unknown. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

blood pressure - satisfactory
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289497-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Nausea, Pallor, Paraesthesia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jul-2007

Vaccine Date
18-Jul-2007
Onset Date

0
Days

17-Sep-2007
Status Date

VA
State

WAES0707USA03322
Mfr Report Id

Information has been received from a physician concerning a 14 year old female who on 18-JUL-2007 was vaccinated with a dose of Gardasil. Concomitant
therapy included Menactra. On 18-JUL-2007 the patient fainted after vaccination with Gardasil while still in the office. Unspecified medical attention was sought.
On 18-JUL-2007 the patient recovered. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

289498-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4175
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Sep-2007
Status Date

CA
State

WAES0707USA03348
Mfr Report Id

Information has been received from a nurse concerning a females who was vaccinated in 2007 with a first dose of Gardasil. Subsequently, both patient fainted.
Unspecified medical attention was sought. The patient recovered from fainting before leaving the office. No laboratory or diagnostic tests were performed.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289499-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
17-Jul-2007
Onset Date Days

17-Sep-2007
Status Date

CA
State

WAES0707USA03349
Mfr Report Id

Information has been received from a physician concerning a female who on 17-JUL-2007 was vaccinated with a dose of Gardasil. On 17-JUL-2007 the
"patient received a dose of Gardasil and fainted. Unspecified medical attention was sought. Subsequently, the patient recovered. Additional information has
been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289500-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4177
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Sep-2007
Status Date

--
State

WAES0707USA03351
Mfr Report Id

Information has been received from a licensed practical nurse concerning a female who was vaccinated IM with a dose of Gardasil. It was reported that the
patient may have received more than one other unspecified vaccination. Subsequently, the patient fainted. The patient did not seek medical attention. The
patient outcome was unknown. This is one of three reports from the same source. Additional information is not expected.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289501-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4178
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Sep-2007
Status Date

MO
State

WAES0707USA03380
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated IM with a dose of Gardasil. Subsequently the patient became dizzy.
Unspecified medical attention was sought. At the time of the report, the dizziness improved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289502-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4179
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Sep-2007
Status Date

--
State

WAES0707USA03398
Mfr Report Id

Information has been received from a registered nurse concerning a patient who was vaccinated with a dose of Gardasil concomitantly with "other vaccines".
The patient reported that the Gardasil injection was painful. The patient outcome was unknown. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289503-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4180
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Sep-2007
Status Date

--
State

WAES0707USA03503
Mfr Report Id

Information has been received from a licensed practical nurse concerning a female who was vaccinated IM with a dose of Gardasil. It was reported that the
patient may have received more than one other unspecified vaccination. Subsequently, the patient fainted. The patient did not seek medical attention. The
patient outcome was unknown. This is one of three reports from the same source. Additional information is not expected.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289504-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4181
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Sep-2007
Status Date

--
State

WAES0707USA03504
Mfr Report Id

Information has received from a licensed practical nurse concerning a female who was vaccinated IM with a dose of Gardasil. It was reported that the patient
may have received more than one other unspecified vaccination. Subsequently, the patient fainted. The did not seek medical attention. The patient outcome
was unknown. This is one of three reports from the same source. Additional information is not expected.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289505-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

UNK
HPV4

UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Unknown
Intramuscular



10 JUN 2008 06:27Report run on: Page 4182
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Sep-2007
Status Date

--
State

WAES0707USA03507
Mfr Report Id

Information has been received from a pharmacist concerning a female who was vaccinated with a dose of Gardasil. Subsequently the patient developed
lymphadenopathy. The pharmacist thought that the patient went to the emergency room, but was unsure whether the patient was admitted to the hospital. The
pharmacist also believed that the lymph node was removed, but was not aware which procedure was utilized for the removal. The patient visited the emergency
room, however it is unknown if the patient was hospitalized. At the time of the report the patient's outcome was unknown. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289506-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Lymphadenectomy, Lymphadenopathy

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4183
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Jun-2007
Vaccine Date

Unknown
Onset Date Days

17-Sep-2007
Status Date

NY
State

WAES0707USA03537
Mfr Report Id

Information has been received from a registered nurse concerning her 18 year old daughter with a penicillin allergy who on 12-JUN-2007 was vaccinated with a
first dose of Gardasil. Concomitant therapy administered on 12-JUL-2007 was Havrix. Subsequently the patient's menstrual cycle was interrupted. The patient's
menstrual period was due on 28-JUN-2007, and at the time of the report the patient had not received her menstrual period. The patient's menstrual cycle was
usually 30-35 days. The mother confirmed that the patient is not pregnant. There were no laboratory or diagnostic tests performed. At the time of the report the
patient's outcome was unknown. No further information is available.

Symptom Text:

Other Meds:
Lab Data:
History:

Penicillin allergyPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

289507-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Amenorrhoea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

NULL
NULL

0 Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 4184
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Jul-2007

Vaccine Date
17-Jul-2007
Onset Date

0
Days

17-Sep-2007
Status Date

NY
State

WAES0707USA03557
Mfr Report Id

Information has been received from a Registered Nurse concerning a 16 year old female who on 17-JUL-2007 was vaccinated with the first dose of Gardasil
(Lot # 657621/0387U). After the vaccination, the patient experienced syncope. The patient fainted and hit her head. An ambulance was called but she refused
to be taken to the emergency room. Medical attention was sought. The patient recovered on the same day. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

289508-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Head injury, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0387U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4185
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Jul-2007

Vaccine Date
19-Jul-2007
Onset Date

0
Days

17-Sep-2007
Status Date

AR
State

WAES707USA03591
Mfr Report Id

Information has been received from a physician concerning a female (age not reported) with no drug reactions/allergies who on 19-JUL-2007 was vaccinated
with a first dose of Gardasil (lot# unknown) 0.5 mL injection. Concomitant therapy also given on 19-JUL-2007 included MENACTRA and diphtheria toxoid (+)
pertussis acellular vaccine (unspecified) (+) tetanus toxoid. On 19-JUL-2007 the patient experienced nausea, sweating and fainted. Medical attention was
sought. The patient recovered within half an hour. No further information was provided. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289509-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hyperhidrosis, Nausea, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

MNQ
DTAP
HPV4

SANOFI PASTEUR
UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL
NULL 0

Unknown
Unknown
Unknown

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 4186
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Sep-2007
Status Date

FL
State

WAES0707USA03604
Mfr Report Id

Information has been received from a nurse concerning a female (age not reported) who just had back surgery with a history of depression and anxiety who on
an unspecified date was vaccinated with a first dose of Gardasil (lot # unknown). On an unspecified date the patient was vaccinated with a second dose of
Gardasil 0.5mL injection. Concomitant therapy included therapy unspecified "a ton of medications" and just had back surgery. Two days post-vaccination the
patient fainted. Medical attention was sought. Unspecified diagnostic tests were performed. At the time of reporting it was unknown if the patient had recovered
but with therapy (unspecified) the adverse event improved. No additional information is available. No further information is available.

Symptom Text:

[therapy unspecified]Other Meds:
Lab Data:
History:

Back surgeryPrex Illness:

diagnostic laboratory unspecified
Depression; Anxiety

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289510-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4187
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-May-2007
Vaccine Date

17-May-2007
Onset Date

0
Days

17-Sep-2007
Status Date

PA
State

WAES0707USA03618
Mfr Report Id

Information has been received from a registered nurse concerning a 21 year old female with asthma and no drug reactions/allergies who on 17-MAY-2007 was
vaccinated with Gardasil (lot # 657736/0389U) 0.5 mL IM in the left arm. Concomitant therapy included fluticasone propionate (+) salmeterol xinafoate
(ADVAIR). On 17-MAY-2007 the patient developed injection site swelling immediately after vaccination with Gardasil. For the following two weeks she had a
bruise at the site. Medical attention was sought. At the time of reporting the patient had recovered. No further information is available. Additional information
has been requested.

Symptom Text:

AdvairOther Meds:
Lab Data:
History:

AsthmaPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

289511-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Injection site bruising, Injection site swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0389U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4188
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Sep-2007
Status Date

PA
State

WAES0707USA03619
Mfr Report Id

Information has been received from a physician concerning a female (age unknown) who, on an unspecified date, was vaccinated with a dose of Gardasil.
Subsequently, the patient experienced syncope immediately after being vaccinated. The patient sought unspecified medical attention. At the time of the report,
the patient's outcome was unknown. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289512-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4189
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Sep-2007
Status Date

PA
State

WAES0707USA03620
Mfr Report Id

Information has been received from a physician concerning a female (age unknown), who, on an unspecified date, was vaccinated with a dose of Gardasil.
Subsequently, the patient experienced syncope when she was leaving the office. The patient sought unspecified medical attention. At the time of the report, the
patient's outcome was unknown. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289513-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4190
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-May-2007
Vaccine Date

11-May-2007
Onset Date

2
Days

17-Sep-2007
Status Date

MA
State

WAES0707USA03633
Mfr Report Id

Information has been received from a physician concerning an 11 or 12 year old female, who on 09-MAY-2007 was vaccinated with a first dose of Gardasil.
Concomitant vaccination included a dose of DTaP. On 11-MAY-2007 the patient developed urticaria and was hospitalized. On 20-JUL-2007, the physician
found out about the patient's experience and is not sure if he will give the patient a second dose of Gardasil. The physician considered the urticaria to be an
other important medical event. The patient recovered on an unspecified date. No product quality complaint was involved. Additional information has been
requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

289514-1 (S)

05-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 EXTENDED HOSPITAL STAY, HOSPITALIZED, SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4191
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Sep-2007
Status Date

VA
State

WAES0707USA03656
Mfr Report Id

Information has been received from a Registered Nurse concerning 3 females who were vaccinated with Gardasil and fainted. The patients recovered
completely after a few minutes. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289515-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4192
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-May-2007
Vaccine Date

Unknown
Onset Date Days

17-Sep-2007
Status Date

VA
State

WAES0707USA03685
Mfr Report Id

Information has been received from a physician concerning a 15 year old female who in approximately May 2007, was vaccinated with 0.5 mL of the first dose
of Gardasil. Subsequently the patient developed a subcutaneous pea size nodule at the injection site that can not be seen but can be felt. As of 20-JUL-2007,
the patient had not recovered. Medical attention was sought. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

289516-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site nodule

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4193
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Jun-2007
Vaccine Date

19-Jun-2007
Onset Date

0
Days

17-Sep-2007
Status Date

LA
State

WAES0707USA03694
Mfr Report Id

Information has been received from a physician concerning a 19 year old female with a penicillin and cefaclor (Ceclor) allergy who on 19-JUN-2007 was
vaccinated with a third dose of Gardasil. On 19-JUN-2007 the patient developed a fever, slight clear nose drainage, and localized pain and redness over the
deltoid area. It was reported that on 20-JUN-2007 the patient vomited twice. There was no rash, tongue swelling, or cough. Unspecified medical attention was
sought. On 20-JUN-2007 the patient recovered from vomiting and fever. In June 2007, after "several days" the patient recovered from localized redness and
pain. In approximately June 2007, the patient recovered from drainage from the nose. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Penicillin allergy; Allergic reaction to antibioticsPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

289517-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Pain, Pyrexia, Rhinorrhoea, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0522U 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4194
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Apr-2007
Vaccine Date

09-May-2007
Onset Date

30
Days

17-Sep-2007
Status Date

PA
State

WAES0707USA03710
Mfr Report Id

Information has been received concerning a 17 year old female with no medical history or allergies who on 09-APR-2007, was vaccinated with a first 0.5ml
dose of Gardasil. Concomitant therapy included hormonal contraceptives (unspecified). On approximately 09-MAY-2007, a month after receiving the vaccine,
the patient developed small clear blisters on top of her hands. No medical attention was sought. No laboratory diagnostic studies were performed. At the time of
this report, the patient had not recovered. No product quality complaint was involved. This is one of two reports from the same source. Additional information
has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

289518-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blister

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4195
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Jun-2007
Vaccine Date

25-Jun-2007
Onset Date

0
Days

17-Sep-2007
Status Date

--
State

WAES0707USA03734
Mfr Report Id

Information has been received from a licensed practical nurse concerning an 18 year old female who on 25-JUN-2007 was vaccinated with a first dose of
Gardasil. Concomitant therapy included ethinyl estradiol/norgestimate (ORTHO TRI-CYCLEN) (manufacturer unknown). On 25-JUN-2007 the patient
experienced swelling, redness, and burning in both hands. The patient was advised to take diphenhydramine hydrochloride (BENADRYL) for the swelling,
redness, and burning of the hands. There were no laboratory or diagnostic testing performed. At the time of the report the patient's outcome was unknown.
Additional information has been requested.

Symptom Text:

Ortho Tri-CyclenOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

289519-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Burning sensation, Erythema, Swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4196
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jan-2007
Vaccine Date

01-Jan-2007
Onset Date

0
Days

17-Sep-2007
Status Date

--
State

WAES0707USA03753
Mfr Report Id

Information has been received from a father concerning his 23 year old daughter with a history of cancer who in early 2007 was vaccinated with the first dose of
0.5 ml of Gardasil. The patient completed the three vaccination series of Gardasil (dates not reported). Concomitant therapy included tetanus toxoid and "other
medications she has been on for a long time" (therapies were unspecified). Subsequently the patient's CA 125 levels increased from 14 to 24 over the four
month period of treatment with Gardasil. The patient sought unspecified medical treatment. At the time of the report the patient had not recovered. Additional
information has been requested.

Symptom Text:

[therapy unspecified]Other Meds:
Lab Data:
History:
Prex Illness:

cancer antigen 125 test 24 cancer antigen 125 test 14
Cancer

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

289520-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Condition aggravated

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4197
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Sep-2007
Status Date

FL
State

WAES707USA03757
Mfr Report Id

Information has been received from a physician concerning a female (age unknown), who on an unspecified date, was vaccinated with a first dose of Gardasil.
Subsequently, the patient fainted after vaccine was administered. The patient was either sitting or standing when the vaccine was administered. The patient
sought unspecified medical attention. The patient recovered on an unspecified date. No product quality complaint was involved. This is 2 of three reports from
the same source. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289521-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4198
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Sep-2007
Status Date

FL
State

WAES0707USA03758
Mfr Report Id

Information has been received from a physician concerning a female (age unknown), who on an unspecified date, was vaccinated with a first dose of Gardasil.
Subsequently, the patient fainted after vaccine was administered. The patient was either sitting or standing when the vaccine was administered. The patient
sought unspecified medical attention. The patient recovered on an unspecified date. No product quality complaint was involved. This is one of three reports
from the same source. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289522-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4199
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Jul-2007

Vaccine Date
20-Jul-2007
Onset Date

1
Days

17-Sep-2007
Status Date

MD
State

WAES0707USA03779
Mfr Report Id

Information has been received from a registered nurse concerning an 18 year old female with no drug allergies and no medical history, who on 19-JUL-2007
was vaccinated intramuscularly with a 0.5mL first dose of Gardasil (Lot# 658100/0525U). Concomitant vaccination included MENACTRA. Concomitant therapy
included CLARITIN. Within 24 hours the patient experienced "chest tightness" over her sternum. The patient sought unspecified medical attention. No
laboratory diagnostics were performed. At the time of the report, the patient's outcome was unknown. No product quality complaint was involved. Additional
information has been requested.

Symptom Text:

CLARITINOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

289523-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chest discomfort

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
0525U 0

Unknown
Unknown

Unknown
Intramuscular



10 JUN 2008 06:27Report run on: Page 4200
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Jul-2007

Vaccine Date
23-Jul-2007
Onset Date

0
Days

17-Sep-2007
Status Date

--
State

WAES0707USA03802
Mfr Report Id

Information has been received from a registered nurse concerning a24 year old female, who on 23-JUL-2007 was vaccinated in the left arm with a0.5mL
second dose of Gardasil. Within a "minutes" after receiving the vaccination the patient felt "tingling  in her left arm, hand, and fingers." She also felt "dizzy." The
patient was administered 50mL of BENADRYL for her symptoms. The patient sought unspecified medical attention. The patient recovered on an unspecified
date. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

289524-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Paraesthesia

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4201
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Jul-2007

Vaccine Date
19-Jul-2007
Onset Date

0
Days

17-Sep-2007
Status Date

CA
State

WAES0707USA03804
Mfr Report Id

Information has been received from a certified medical assistant concerning a 15 year old female patient with no medical history or allergies who on 19-JUL-
2007, was vaccinated IM into the left deltoid with a dose of Gardasil (Lot# 657621/0387U). Suspect concomitant therapy included VAQTA administered into the
left arm, at a separate site MENACTRA and MMR II, both administered into the right arm. On 19-JUL-2007 immediately after the vaccination, the patient
experience3d pain at the injection site of the Gardasil vaccine. Then the patient experienced numbness of the left arm and dizziness at home about one hour
after the vaccination. It was reported that the patient returned to the office and was observed for 30 to 45 minutes. Laboratory diagnostic studies performed
included a blood pressure measurement which was normal. After observation in the office, the patient's symptoms resolved and have not returned as of 23-
JUL-2007. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

blood pressure 07/19/07 - normal
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

289525-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Hypoaesthesia, Immediate post-injection reaction, Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

MNQ
MMR
HEPA
HPV4

SANOFI PASTEUR
MERCK & CO. INC.
MERCK & CO. INC.
MERCK & CO. INC.

NULL
NULL
NULL
0387U

1
0

Unknown
Unknown
Unknown
Unknown

Unknown
Unknown
Unknown

Intramuscular



10 JUN 2008 06:27Report run on: Page 4202
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Jul-2007

Vaccine Date
11-Jul-2007
Onset Date

2
Days

17-Sep-2007
Status Date

NJ
State

WAES0707USA03820
Mfr Report Id

Information has been received from a nurse concerning a female patient who on approximately 09-JUL-2007 "about two weeks ago", was vaccinated IM with a
first dose of Gardasil. Concomitant therapy included a dose of Boostrix and a dose of Menactra. "Within 48 hours after receiving the vaccine", the patient
developed ulcers in her mouth. Unspecified medical attention was sought. It was reported that the patient was advised to visit the infectious disease
department in order to treat the ulcers in her mouth. At the time of this report, the patient's outcome was unknown. No product quality complaint was involved.
Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289526-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Mouth ulceration

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

TDAP

HPV4
MNQ

GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
SANOFI PASTEUR

NULL

NULL
NULL

0

Unknown

Unknown
Unknown

Unknown

Intramuscular
Unknown



10 JUN 2008 06:27Report run on: Page 4203
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Sep-2007
Status Date

NJ
State

WAES0707USA03827
Mfr Report Id

Information has been received a nurse concerning a female patient who was vaccinated IM with a first dose of Gardasil. Almost immediately after receiving the
vaccine, the patient fainted. Medical attention was not sought because the patient was in the office at the time of the occurrence. It was reported that the patient
recovered shortly after and left the office feeling fine. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289527-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4204
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Jul-2007

Vaccine Date
18-Jul-2007
Onset Date

1
Days

17-Sep-2007
Status Date

KY
State

WAES070USA03858
Mfr Report Id

Initial and follow up information has been received from a nurse at the physician's office concerning a 21 year old female patient who on 18-MAY-2007 was
vaccinated with a first dose of Gardasil and on 17-JUL-2007 was vaccinated with a second dose of Gardasil. She had no pertinent medical history and there
were no concomitant medications. In follow up it was indicated that her symptoms started on 18-JUL-2007 in the early morning the next day of second
vaccination. She had a fever, dizziness, nausea, vomiting, body aches, and headaches. She was rushed to the emergency room (ER)/acute care, and she was
not admitted to the hospital. Acute care felt that the patient's symptoms were a probable side effect from her Gardasil vaccination. The patient recovered at this
time and was doing fine. The nurse reported that the patient did not have a similar event after her first injection. The reporter felt that the nausea and vomiting
were considered serious as another medical event. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

289528-1

05-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Headache, Nausea, Pain, Pyrexia, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4205
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Jun-2007
Vaccine Date

12-Jun-2007
Onset Date

0
Days

17-Sep-2007
Status Date

TX
State

WAES0707USA03872
Mfr Report Id

Information has been received from a physician concerning a 15 year old female who on 12-JUN-2007 was vaccinated with Gardasil (lot# 657736/0389U)
0.5mL injection. The physician reported that the patient experienced lethargy for 3 days after being vaccinated with Gardasil. Medical attention was sought. At
the time of reporting the patient recovered on 12-JUN-2007. No further information was reported. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

289529-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Lethargy

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0389U Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4206
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Mar-2007
Vaccine Date

10-Mar-2007
Onset Date

1
Days

17-Sep-2007
Status Date

FL
State

WAES0707USA03895
Mfr Report Id

Information has been received from a health professional concerning a 23 year old female who on 09-MAR-2007 at 1:00 PM was vaccinated with a first dose of
Gardasil (Lot # 656049/0187U). There was no concomitant medication. On 10-MAR-2007 at 7:00 PM the patient developed body aches, fever, chills, nausea
and vomiting. It was reported the patient could not work. There was no rash or diarrhea. Unspecified medical attention was sought. There were no laboratory or
diagnostic testing performed. On 13-MAR-2007, the patient recovered. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

289530-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chills, Nausea, Pain, Pyrexia, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0187U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4207
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Sep-2007
Status Date

FL
State

WAES0707USA03954
Mfr Report Id

Information has been received from a physician concerning  a female patient who was vaccinated with a 0.5 ml dose of Gardasil. Subsequently the patient
developed severe fatigue. Unspecified medical attention was sought. At the time of the report the patient's outcome was unknown. This is one of several
reports received from the same source. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289531-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Fatigue

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4208
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Jul-2007

Vaccine Date
20-Jul-2007
Onset Date

0
Days

17-Sep-2007
Status Date

--
State

WAES0707USA03977
Mfr Report Id

Information has been received from a nurse concerning a female (age not reported) who on 20-JUL-2007 was vaccinated with Gardasil (lot # unknown).
Concomitant therapy included Menactra. On 20-JUL-2007 the patient fainted after receiving Gardasil for 3 to 5 minutes and came too and fainted again.
Medical attention was sought. No additional information was provided. At the time of reporting the patient recovered. This is one of two reports from the same
source. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289532-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 4209
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Sep-2007
Status Date

NJ
State

WAES0707USA03979
Mfr Report Id

Information has been received from a physician concerning a 25 year old female who, on an unspecified date, was vaccinated with a dose of Gardasil.
Subsequently, the patient stood up, felt dizzy and then she fainted and was fine after a couple minutes. The patient sought unspecified medical attention. The
patient recovered on an unspecified date. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

289533-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness postural, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4210
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
19-Jul-2007

Vaccine Date
20-Jul-2007
Onset Date

1
Days

17-Sep-2007
Status Date

NY
State

WAES0707USA03981
Mfr Report Id

Information has been received from a physician concerning a patient (age and gender unknown), who on 19-JUL-2007 was vaccinated with a dose of Gardasil.
On 20-JUL-2007 the patient experienced fever and diarrhea. The diarrhea has resolved. The patient continued to experience persistent fever, malaise, and a
headache. The patient has taken MOTRIN every 4 to 6 hours "around the clock." The patient was sent to the emergency room for a spinal tap. No product
quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

spinal tap
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289534-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Diarrhoea, Headache, Malaise, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4211
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Sep-2007
Status Date

VA
State

WAES0707USA03994
Mfr Report Id

Information has been received from a physician concerning a female (age unknown), who, on an unspecified date, was vaccinated with a 0.5mL dose of
Gardasil. Subsequently, four weeks after being vaccinated the patient developed "mrsa around the mouth." The patient sought unspecified medical attention. At
the time of the report, the patient's outcome was unknown. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289535-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Staphylococcal infection

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4212
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-May-2007
Vaccine Date

23-May-2007
Onset Date

0
Days

17-Sep-2007
Status Date

NJ
State

WAES0707USA03995
Mfr Report Id

Information has been received from a registered nurse concerning a 12 year old female with seasonal allergy who on 23-MAY-2007 was vaccinated IM with a
0.5 ml first dose of Gardasil (lot #653735/0688F). There was no concomitant medication. On 23-MAY-2007 the patient experienced temperature of 102 F,
headache and"arm blew up". Unspecified medical attention was sought. She was treated with TYLENOL and ice. Subsequently, the patient recovered. On 24-
JUL-2007 the patient was vaccinated IM with a 0.5 ml second dose of Gardasil and no adverse symptoms were noted. This is one of two reports from the same
source. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Seasonal allergyPrex Illness:

body temp 05/23/07 102 F

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

289536-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Body temperature increased, Headache, Oedema peripheral

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0688F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4213
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Sep-2007
Status Date

MS
State

WAES0707USA04007
Mfr Report Id

Information has been received from a physician concerning a female with papilloma viral infection who was vaccinated with a 0.5 ml dose of Gardasil (lot #
unknown). Subsequently the patient "came back" and seemed to have a worst condition then before of the papilloma virus. Unspecified medical attention was
sought. At the time of the report, the outcome was unknown. This is one of several reports from the same source. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Papilloma viral infectionPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289537-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Condition aggravated, Papilloma viral infection

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4214
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jun-2007
Vaccine Date

18-Jun-2007
Onset Date

0
Days

17-Sep-2007
Status Date

IL
State

WAES0707USA04012
Mfr Report Id

Information has been received from a nurse concerning a 20 year old female who on unspecified dates was vaccinated with the first and second dose of
Gardasil (lot#unknown). On 18-JUN-2007 the patient was vaccinated with a third dose of Gardasil (lot # 658490/0802U) IM. Concomitant therapy included
hormonal contraceptives (unspecified). On 18-JUN-2007, the patient fainted within minutes of being vaccinated. Medical attention was sought. The patient was
taken to the ER. At the time of reporting the patient had recovered. No further information was provided. Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

289538-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0802U 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4215
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Sep-2007
Status Date

MA
State

WAES0707USA04025
Mfr Report Id

Information has been received from a physician concerning a female (age not reported) who on an unspecified day was vaccinated with a first dose of Gardasil
(lot # unknown) injection. On an unspecified day the patient was vaccinated with a second dose of Gardasil (lot # unknown) injection. On an unspecified date,
"the patient's legs started to shake and she felt dizzy and faint after receiving the second dose of Gardasil. Medical attention was sought. The patient had to
stay in the office for an hour to make sure she was alright". At the time of reporting the patient recovered on an unspecified date. No further adverse event
information was provided. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289539-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Tremor

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4216
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Feb-2007
Vaccine Date

28-Feb-2007
Onset Date

0
Days

17-Sep-2007
Status Date

NY
State

WAES0707USA04065
Mfr Report Id

Information has been received from a physician concerning a 17 year old female patient with no medical history and a amoxicillin allergy who on 28-FEB-2007,
was vaccinated IM with a first dose of Gardasil (Lot# 653735/0688F). Concomitant therapy included hormonal contraceptives (unspecified). On 28-FEB-2007
later in the evening, the patient developed hives on her body. The patient took BENADRYL for the hives and the following morning the hives subsided. No
laboratory diagnostic studies were performed. On an unknown date, the patient recovered. It was also reported that the patient is late for the second dose as of
24-JUL-2007 and has still not received the second dose. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:

Penicillin allergyPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

289540-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0688F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4217
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Jul-2007

Vaccine Date
24-Jul-2007
Onset Date

0
Days

17-Sep-2007
Status Date

MN
State

WAES0707USA04069
Mfr Report Id

Information has been received from a physician and a licensed practical nurse concerning a 20 year old female patient with no medical history or allergies who
on 24-JUL-2007, was vaccinated IM into the right deltoid with a first 0.5 ml dose of Gardasil (Lot# 656371/0181U). There was no concomitant medication. Right
after her first dose of the vaccine the patient started to feel really warm and dizzy. It was reported that a nurse in the office applied cold cloths to her face and
neck until she felt better, which was about 15 minutes after the onset. No laboratory diagnostic studies were performed. The patient recovered and walked out
of the office. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

289541-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Feeling hot, Immediate post-injection reaction

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0181U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4218
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Sep-2007
Status Date

--
State

WAES0707USA04073
Mfr Report Id

Information has been received from a nurse concerning a female patient who was vaccinated with a 0.5ml dose of Gardasil. Subsequently, the patient fainted
and felt fatigue. Unspecified medical attention was sought. On an unspecified date, the patient recovered. No product quality complaint was involved. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289542-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Fatigue, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4219
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Aug-2007
Vaccine Date

20-Aug-2007
Onset Date

0
Days

04-Sep-2007
Status Date

NY
State

WAES0708USA04346
Mfr Report Id

Information has been received from a physician concerning a 19 year old female with no known drug allergies, who on 20-AUG-2007 was vaccinated with
Gardasil (lot # 658282/0929U). Prior to administration of Gardasil, the patient was given a TB test, blood was drawn and ADACEL was given in the right arm.
The patient received Gardasil and became light headed, fell forward off the exam table and hit her head on the floor. The patient's eyes rolled back and there
was brief seizure activity and foaming at the mouth. The patient had an abrasion on the nose from the fall and a bump/swelling on the top of the head. The
patient complained of pain in the left wrist. The patient was taken to the emergency room and a CAT scan was found to be "okay" and no bloodwork was done.
The patient was diagnosed with a mild concussion and was released from the emergency room. The patient was seen in the office on 22-AUG-2007 and the
swelling on the forehead improved and the patient was recovered (also reported as recovered on the night of 20-AUG-2007. Upon internal review, brief seizure
activity was determined to be an other important medical event. This is one of several reports received from the same source. Additional information has been
requested.

Symptom Text:

tuberculin purified proteinOther Meds:
Lab Data:
History:
Prex Illness:

computed axial 08/20?/07 - okay
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

289545-1

04-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Concussion, Convulsion, Dizziness, Excoriation, Fall, Foaming at mouth, Gaze palsy, Head injury, Swelling, Swelling face

 ER VISIT, NOT SERIOUS

Other Vaccine
31-Aug-2007

Received Date

Prex Vax Illns:

TDAP
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
0929U

Unknown
Unknown

Unknown
Intramuscular



10 JUN 2008 06:27Report run on: Page 4220
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Jun-2007
Vaccine Date

13-Jul-2007
Onset Date

14
Days

04-Sep-2007
Status Date

FR
State

WAES0708USA04248
Mfr Report Id

Information has been received from a gynecologist concerning a 25-year old female patient with a history of genital herpes in 1999 and who was vaccinated
I.M. into the deltoid muscle with the first dose of Gardasil (lot # 654884/0902F) on 29-JUN-2007. On 13-JUN-2007 she experienced herpes genitalis and
necrotising vulvitis. On 15-JUL-2007 she was admitted to the hospital because of unbearable pain and suspected bacterial infection in the vulva area. She was
treated with I.V. antivirals, antibiotics (Unacid=sulbactam/ampicilline) and analgesics. On 20-JUL-2007, surgical intervention for ablation of the necrotic material
was necessary. Histology showed no malignancy. The patient was discharged on 27-JUL-2007 and meanwhile has recovered completely. This was originally
reported by a gynecologist. Other business partner numbers included E2007-05510(0). Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic pathological examination 20Jul07 Comment: no malignancy
Genital herpes

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

289546-1 (S)

04-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Bacterial infection, Necrosis, Pain, Surgery, Vulvitis

 HOSPITALIZED, SERIOUS

Other Vaccine
31-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0902F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4221
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
04-Sep-2007
Status Date

PA
State

WAES0708USA04161
Mfr Report Id

Information has been received from a physician concerning a 17 year old female with a positive family history of seizure within the family and who was
vaccinated with Gardasil on her right arm. There was no concomitant medication. After being vaccinated with Gardasil, the patient was dizzy, passed out and
had a tonic clonic seizure. The seizure lasted 2-3 minutes long and had urinary continence afterward. Unspecified medical attention was sought and the
patient's blood pressure was 100/70, her pulse was 120 and the physician did a respiratory rate, which was 25. The patient was also sent for an
electroencephalography (EEG) (results not provided). As of 22-AUG-2007, the patient was recovering from dizziness, increased heart rate, passing out and her
tonic clonic seizure. Product Quality Complaints (PQC) were not involved. Upon internal review, tonic clonic seizure was determined to be an other important
medical event. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:

History:
Prex Illness:

The patient's blood pressure was 100/70, her pulse was 120 and the physician did a respiratory rate, which was 25. The patient was also sent for an
electroencephalography (EEG) (results not provided).
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

289547-1

04-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Grand mal convulsion, Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
31-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Right arm Unknown



10 JUN 2008 06:27Report run on: Page 4222
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
04-Sep-2007
Status Date

FR
State

WAES0708CAN00131
Mfr Report Id

Information has been received from a pharmacist concerning a female who was vaccinated with Gardasil, first dose, lot # not available. Subsequently the
patient experienced numbness over body and difficulty sleeping. The reporter was uncertain if numbness over body and difficulty sleeping were related to
therapy with Gardasil. Numbness over body was determined to be an important medical event based on foreign agency requirements. No further information is
available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289550-1

04-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Insomnia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
31-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4223
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Aug-2007
Vaccine Date

17-Aug-2007
Onset Date

1
Days

07-Sep-2007
Status Date

MN
State Mfr Report Id

Very large red indurated area 7.5 x 10.5 cm painful, itchy around vaccine site. Rx with Benadryl and ice packs.Symptom Text:

Other Meds:
Lab Data:
History:

NoPrex Illness:

None
No

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

289559-1

07-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site induration, Injection site pain, Injection site pruritus

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
31-Aug-2007

Received Date

Prex Vax Illns:

VARCEL
TDAP

HPV4

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

08486
AC52B06BA

03876

1
0

0

Left arm
Left arm

Left arm

Subcutaneously
Unknown

Unknown



10 JUN 2008 06:27Report run on: Page 4224
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Aug-2007
Vaccine Date

28-Aug-2007
Onset Date

0
Days

07-Sep-2007
Status Date

VA
State Mfr Report Id

Left deltoid region began burning (by patient history I did not witness) and hurting went to ED by car at 11:55 PM.Symptom Text:

Alesse OCP'sOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

289597-1

07-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Burning sensation, Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
31-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0524U 1 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 4225
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Aug-2007
Vaccine Date

23-Aug-2007
Onset Date

0
Days

06-Sep-2007
Status Date

CT
State Mfr Report Id

Approximately 5 minutes after receiving Gardasil #2, patient was lightheaded, very pale, clammy skin, listless. Given cold water, reclined with legs increased
and felt better after 10 minutes.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Allergy - strawberries

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

289603-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cold sweat, Dizziness, Listless, Pallor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
31-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1060U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4226
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Aug-2007
Vaccine Date

17-Aug-2007
Onset Date

0
Days

06-Sep-2007
Status Date

IL
State Mfr Report Id

Vaccine given at a health fair at the community school large multi-purpose room.  After rec'd immunization nurse reports "slight seizure activity,breathing
shallow and decreased."  In and out of consciousness for ? minutes.  Fire Department paramedics called.  Mother of child states child revived in ambulance.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

unk

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

289628-1

06-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Hypoventilation, Loss of consciousness, Respiratory rate decreased

 ER VISIT, NOT SERIOUS

Other Vaccine
31-Aug-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

08724
42331AA

0
1

Left arm
Right arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4227
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Aug-2007
Vaccine Date

27-Aug-2007
Onset Date

4
Days

06-Sep-2007
Status Date

NY
State Mfr Report Id

Patient received the gardasil vaccine on thursday august 23, 2007. on friday she fell and fractured her left wrist. on monday august 27, after a cast was put on
her arm she began to have severe hives coming out all over her thys. her fingers were extremly swollen so i took her to the emergency room and they
prescibed her predison

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

289631-1

06-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Fall, Oedema peripheral, Urticaria, Wrist fracture

 ER VISIT, NOT SERIOUS

Other Vaccine
01-Sep-2007

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
UNKNOWN MANUFACTURER

NULL
NULL

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 4228
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Jul-2007

Vaccine Date
15-Aug-2007
Onset Date

34
Days

06-Sep-2007
Status Date

NM
State Mfr Report Id

On Aug. 15, 2007 my daughter had what the emergency room listed as a seizure. Around 9:45pm she woke up, quiet type scream and crying, my husband and
I tried to wake her and she would "stare", like she wasnt there, or right through us, she would not or could not respond to us.  She cried and turned on her side.
We thought she was having a bad dream or had a leg cramp.  We asked her what was wrong, no verbal response, staring, for about 5-10minutes. I felt her
head, it was "clamy", and I noticed she had "drooled" and the left side of her face was "droopy".  My husband called 911 and I kept asking her questions to get
a response. She did try to respond, but it was like her tongue was "fat", because she was just mumbling, not real words.  The parmedics came and started an
IV/did all the tests and suggested we go to emergency to get everything checked out.

Symptom Text:

Other Meds:
Lab Data:

History:
NonePrex Illness:

Tests from the emergency;CBC=normal, Chem7=normal,Liver enzymes=normal, Urinalysis=normal,EKG=normal, CT-head=normal, except for sinusitus. We all
had an EEG 8/31/2007 with a Neurological appt. scheduled for Sept. 15, 2007
none, went in for sport physical/yearly checkup

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

289632-1

06-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cold sweat, Convulsion, Crying, Drooling, Facial palsy, Screaming, Speech disorder, Staring, Unresponsive to stimuli

 ER VISIT, NOT SERIOUS

Other Vaccine
01-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4229
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Aug-2007
Vaccine Date

21-Aug-2007
Onset Date

0
Days

06-Sep-2007
Status Date

VA
State Mfr Report Id

Patient was sitting up in a chair; Gardasil immunization was administered in left upper arm, at approximately 9:15 to or around 9:30am on August 31, 2007.
Immediately following shot:  Arm pain, then very quickly, within 3-5 seconds, dizziness, "rushing feeling" in head and stomach, tunnel vision, headache, altered,
blurred vision, extreme nausea, cold sweat, felt as though she would lose consciousness, had to lay down on examining table, on her right side.  Cold
compress applied.  Patient stayed conscious, did not vomit.  Within about one-half hour, patient felt recovered, and was able to sit, then stand, then walk,
without syptoms or assistance.  Patient left doctors office ambulatory, without assistance.  It appears that there have been no long-term adverse effects at this
time, but this remains unclear.  Had she not been at a doctor's office already, she would have been taken to one immediately for these very serious syptoms,
hence the answer to question #8.

Symptom Text:

Zoloft 50mg QDOther Meds:
Lab Data:
History:

NonePrex Illness:

None
Asperger's/autism

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

289635-1

06-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cold compress therapy, Cold sweat, Dizziness, Headache, Injection site pain, Mood altered, Nausea, Tunnel vision, Vision blurred

 ER VISIT, NOT SERIOUS

Other Vaccine
01-Sep-2007

Received Date

Similar/same effect in sister.~HPV (Gardasil)~1~14~In Sibling1Prex Vax Illns:

HPV4 MERCK & CO. INC. UNKNOWN 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4230
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Aug-2007
Vaccine Date

21-Aug-2007
Onset Date

0
Days

06-Sep-2007
Status Date

VA
State Mfr Report Id

On August 21, 2007, patient recieved Gardasil vaccination in left upper arm, while seated on eximaning table.  Immediately felt arm pain, then almost
immediately after that, within approximately 2-4 seconds, felt extreme dizziness, had profound headache, and stated that vision "went black" momentarily, and
that her hearing also faded out.  Felt as though she would lose consciousness.  Became very nauseated, and had extreme pallor, and profuse sweating.  Was
helped to lie down, on her right side, on the examining table on which she was seated.  Hearing returned to normal quickly after this, but dizziness, nausea,
headache, and sweating continued for about 15 minutes. Patient then felt able to sit up, but still felt unwell, although no longer felt as though she would lose
consciousness.  Drank some sips of water.  Was able to stand and walk within about 15 more minutes, and left doctors office ambulatory and unassisted at
approximately 11:00am.  Headache, however, and a minor nausea and extreme fatigue, lasted throughout the rest of the day.  Had patient not already been in
a doctor's office, she would have been taken to one for these very serious syptoms, hence the answer to question #8.

Symptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

None
ADD

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

289636-1

06-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blindness, Deafness, Dizziness, Headache, Hyperhidrosis, Malaise, Nausea, Pain in extremity, Pallor

 ER VISIT, NOT SERIOUS

Other Vaccine
01-Sep-2007

Received Date

Similar/same effect in sister.~HPV (Gardasil)~1~16~In Sibling1Prex Vax Illns:

HPV4 MERCK & CO. INC. UNKNOWN 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4231
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Sep-2007
Status Date

NM
State

WAES0707USA04083
Mfr Report Id

Information has been received from a nurse practitioner concerning an approximately 19 year old female patient who was vaccinated with a second dose of
Gardasil. Subsequently, the patient developed symptoms of a urinary tract infection and was placed on an antibiotic. The patient was then diagnosed with
pelvic inflammatory disease and was treated with FLAGYL. Unspecified medical attention was sought. At the time of this report, the patient's outcome was
unknown. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

289642-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pelvic inflammatory disease, Urinary tract infection

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4232
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Sep-2007
Status Date

CA
State

WAES0707USA04084
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with the first dose of Gardasil and had tingling in both legs after the
vaccination. The physician is doing follow up tests to see if the patient had peripheral neuropathy. Medical attention was sought. Additional information has
been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289643-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Neuropathy peripheral, Paraesthesia

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4233
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Sep-2007
Status Date

CA
State

WAES0707USA04086
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with the second dose of Gardasil and then missing her menstrual
cycle the following month. Medical attention was sought. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289644-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Menstruation irregular

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4234
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Jul-2007

Vaccine Date
23-Jul-2007
Onset Date

6
Days

17-Sep-2007
Status Date

--
State

WAES0707USA04126
Mfr Report Id

Information has been received from a nurse practitioner concerning a 22 year old female who on 17-JUL-2007 was vaccinated with a dose of Gardasil. On 23-
JUL-2007 the patient developed a nodule underneath the skin at injection site. Unspecified medical attention was sought. At the time of the report the patient's
outcome was unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

289645-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site nodule

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4235
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Sep-2007
Status Date

TN
State

WAES0707USA04127
Mfr Report Id

Information has been received from a licensed practical nurse concerning a female patient who was vaccinated intramuscularly with a 0.5 ml first dose of
Gardasil. Subsequently the patient became dizzy and passed out. Unspecified medical attention was sought. At the time of the report the patient's outcome
was unknown. This is one of several reports received from the same source. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289646-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4236
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Jun-2007
Vaccine Date

01-Jul-2007
Onset Date

16
Days

17-Sep-2007
Status Date

FL
State

WAES0707USA04137
Mfr Report Id

Information has been received from a health professional concerning her 16 year old daughter who on 15-JUN-2007 was vaccinated with a first dose of
Gardasil. on 01-JUL-2007 the patient developed joint pain in her fingers. It was reported that the patient developed joint pain one week after initial dose of
vaccination. Staff member stated that her daughter plan on receiving her second injection as per schedule. Unspecified medical attention was sought by the
patient. Subsequently, the patient recovered. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

289648-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4237
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Jan-2007
Vaccine Date

16-Jan-2007
Onset Date

0
Days

17-Sep-2007
Status Date

NY
State

WAES0707USA04163
Mfr Report Id

Information has been received from a certified medical assistant concerning a 21 year old female with a penicillin allergy who on 16-JAN-2007 was vaccinated
with the first dose of Gardasil (lot #655619/1427F), single dose, IM. Concomitant therapy included drospirenone (+) ethinyl estradiol (YASMIN). On 16-JAN-
2007, the patient had a pap smear performed and the results indicated "positive high risk HPV". The patient sought unspecified medical attention. On 14-MAR-
2007, the patient was vaccinated with the second dose of Gardasil (lot #654702/0011U), single dose, IM. On 16-JUL-2007, the patient was vaccinated with the
third dose of Gardasil (lot #657868/0523U), single dose, IM. At the time of reporting, it was unknown whether any symptoms have been reported. The outcome
of the event was not reported. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

YasminOther Meds:
Lab Data:
History:

Penicillin allergyPrex Illness:

Pap test 01/16/07 posit high risk HPV

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

289649-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Papilloma viral infection

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1427F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4238
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Sep-2007
Status Date

--
State

WAES0707USA04156
Mfr Report Id

Information has been received from a nurse concerning a 12 year old female who on an unspecified date was vaccinated with the first dose of Gardasil.
Concomitant medication was not reported. Subsequently on an unspecified date, the patient presented with light fever, vomiting, headache and numbness from
the neck to the arm after being vaccinated with Gardasil. The patient sought unspecified medical attention. The physician thought that the patient had a virus
and that the events were not connected to the Gardasil. It was reported that the patient will continue the vaccination series. Subsequently on an unspecified
date, the patient recovered from light fever, vomiting, headache and numbness from neck to the arm. The physician felt that light fever vomiting, headache and
numbness from neck to the arm were not related to therapy with Gardasil. NO product quality complaint was involved. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

289650-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Hypoaesthesia, Pyrexia, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4239
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Jul-2007

Vaccine Date
13-Jul-2007
Onset Date

0
Days

17-Sep-2007
Status Date

NY
State

WAES0707USA04252
Mfr Report Id

Information has been received from a certified medical assistant concerning a 18 year old patient with no pertinent medical history and drug/reactions/allergies
who on 10-JAN-2007 was vaccinated with a first dose of Gardasil (lot# 655619/1427F) IM. Concomitant therapy included NUVARING and ORTHO EVRA. On
12-MAR-2007 the patient was vaccinated with a second dose of Gardasil (lot# 6654702/0011U). On 06-MAY-2007 the patient had a cervical smear and was
reported as negative. On 13-JUL-2007 the patient was vaccinated with a third dose of Gardasil (lot# 657868/0523U). On 13-JUL-2007 the patient had a cervical
smear and was positive for high risk HPV. It was unknown if any symptoms have been reported. No further information is available. Additional information has
been requested.

Symptom Text:

NUVARING; ORTHO EVRAOther Meds:
Lab Data:
History:

ContraceptionPrex Illness:

cervical smear 05/06/07 - negative; cervical smear 07/13/07 - positive, high risk HPV

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

289651-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Papilloma viral infection

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0523U 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4240
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Sep-2007
Status Date

NJ
State

WAES0707USA04286
Mfr Report Id

Information has been received from a physician concerning three female patients who on unspecified dates were vaccinated with first doses of Gardasil (lot #
unknown) injection and fainted. Medical attention was sought. On unspecified dates at the time of reporting all three patient's recovered. No additional
information was provided. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289652-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4241
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jul-2007

Vaccine Date
19-Jul-2007
Onset Date

1
Days

17-Sep-2007
Status Date

--
State

WAES0707USA04301
Mfr Report Id

Information has been received from a nurse practitioner concerning a 20 year old female who on 18-JUL-2007 was vaccinated with a first dose of Gardasil (lot
# 658100/0525U) injection in the upper deltoid. On 19-JUL-2007 the patient woke up with hives generalized over her body. The hives continued to get worse
and she sought medical attention at an urgent care facility. At the time of reporting the patient had not recovered from the hives. No further information was
given. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

289653-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0525U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4242
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Jul-2007

Vaccine Date
11-Jul-2007
Onset Date

2
Days

17-Sep-2007
Status Date

PA
State

WAES0707USA04321
Mfr Report Id

Information has been received from a receptionist at a physician's office concerning her 12 year old granddaughter who on 09-JUL-2007 was vaccinated with a
first dose of Gardasil (lot# unknown) IM injection. On 11-JUL-2007, 2 days post vaccination the patient had experienced nausea, headache and dizziness.
Medical attention was sought. At the time of reporting the patient recovered from nausea, headache and dizziness. No further information was provided.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

289654-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Headache, Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4243
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Sep-2007
Status Date

NJ
State

WAES0707USA04324
Mfr Report Id

Information has been received from a physician concerning a patient who was vaccinated with a dose of Gardasil and fainted, but recovered a short time after
the vaccination. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289655-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4244
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Mar-2007
Vaccine Date

12-Mar-2007
Onset Date

0
Days

17-Sep-2007
Status Date

KY
State

WAES0707USA04330
Mfr Report Id

Information has been received from a physician concerning a 17 year old female who on 10-JAN-2007 was vaccinated with a first dose of Gardasil (lot #
657006/0188U) injection. On 12-MAR-2007 after vaccination with a second dose of Gardasil (lot # unknown). Concomitant therapy included drospirenone (+)
ethinyl estradiol (YASMIN). Subsequently the patient experienced flat rashes on both her arms and chest after going out into the sun. Medical attention was
sought. On an unspecified date the patient had recovered. The mother of the patient mentioned that she took the patient to a travel clinic for an unrelated cause
and was told by a nurse there that patient's receiving the Gardasil vaccination should not have sun exposure for 24 hours. The patient did not have such a
reaction after her first dose 10-JAN-2007. On 25-JUL-2007 the patient received her third dose of Gardasil. No additional information was provided. Additional
information has been requested.

Symptom Text:

YasminOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

289656-1

18-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 No reaction on previous exposure to drug, Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4245
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Sep-2007
Status Date

--
State

WAES0707USA04334
Mfr Report Id

Information has been received from a physician assistant concerning between a 12 to 14 year old female who on an unspecified date "a couple of weeks ago"
was vaccinated with a first dose of Gardasil (lot # unknown) injection. Concomitant therapy on the same day included DTaP-IPV. On the same day as the
injection the patient experienced syncope within 5 minutes of receiving her first dose of Gardasil. Medical attention as sought. The patient recovered quickly
and completely and walked out of the office. No additional information was provided. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

289657-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Inappropriate schedule of drug administration, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

IPV
DTAP
HPV4

UNKNOWN MANUFACTURER
UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL
NULL 0

Unknown
Unknown
Unknown

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 4246
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Dec-2006
Vaccine Date

01-Feb-2007
Onset Date

41
Days

17-Sep-2007
Status Date

PA
State

WAES0707USA04339
Mfr Report Id

Information has been received from a physician concerning a 14 year old female who on 22-DEC-2006 was vaccinated with a first dose of Gardasil (lot#
unknown) injection. In February 2007, the patient came to the office complaining of abdominal pain, vomiting, nausea. Medical attention was sought. The
physician sent the patient to the emergency room because she felt abdominal tenderness. At the hospital, the patient had a computed axial tomography (CT
scan) but no results were reported. On an unspecified date 2 days after the emergency room visit, the patient reported diarrhea. The outcome of the event was
not reported. On 14-MAR-2007 the patient received a second dose of Gardasil. In May 2007, the patient reported she experience backpain, tingling in the
fingers and felt lightheaded. On an unspecified date the patient had a pelvic ultrasound and a stool culture but no results were reported. On 12-JUL-2007 the
patient received a third dose of Gardasil. On 24-JUL-2007 the patient experienced stomach pain but no diarrhea or fever. The patient stated that she has had
stomach pain on and off since February. The physician referred the patient to a GI specialist. At the time of reporting the patient has not recovered. No
additional information was provided. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

computed axial 02/07 results not reported, pelvic ultrasound, stool culture
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

289658-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Abdominal tenderness, Back pain, Diarrhoea, Dizziness, Nausea, Paraesthesia, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4247
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Sep-2007
Status Date

NJ
State

WAES0707USA04344
Mfr Report Id

Information has been received from a physician concerning a female (age not reported) who on an unspecified date was vaccinated with a dose of Gardasil
(lot# unknown) 0.5 mL IM. On an unspecified date the patient experienced an anxiety attack and fainted. Medical attention was sought. The patient recovered
on the same day as the vaccination was given. No additional adverse event information was provided. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289659-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anxiety, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4248
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Jul-2007

Vaccine Date
24-Jul-2007
Onset Date

0
Days

17-Sep-2007
Status Date

DE
State

WAES0707USA04370
Mfr Report Id

Information has been received from a physician concerning a 19 year old female who on 24-JUL-2007 was vaccinated with a first dose of Gardasil.
Concomitant therapy included sulfamethoxazole/trimethoprim (BACTRIM) and ethinyl estradiol (+) etonogestrel (NUVARING). on 24-JUL-2007 the patient
developed neck and muscle pain. The patient also had a hard time walking during the night. On 25-JUN-2005 the patient was taken to the hospital. At the time
of the report it was unknown if the patient was admitted to the hospital. Additional information has been requested.

Symptom Text:

Nuvaring BactrimOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

289660-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Gait disturbance, Myalgia, Neck pain

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4249
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Jul-2007

Vaccine Date
14-Jul-2007
Onset Date

1
Days

17-Sep-2007
Status Date

--
State

WAES0707USA04371
Mfr Report Id

Information has been received from a pharmacist concerning a female who on 13-JUL-2007 was vaccinated with a second dose of Gardasil. On 14-JUL-2007
the patient developed pink bumps around injection site, and scattered bumps on legs, arms, and torso. Unspecified medical attention was sought. At the time of
the report the patient's outcome was unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289661-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Jul-2007

Vaccine Date
23-Jul-2007
Onset Date

0
Days

17-Sep-2007
Status Date

NM
State

WAES0707USA04391
Mfr Report Id

Information has been received from a physician concerning a 15 year old female student with no medical history, who on 23-JUL-2007 was vaccinated
intramuscularly with a first dose of Gardasil (Lot# 656051/0244U) at 11:00. Subsequently, at 11:20 the patient fainted in the lobby as she walked out of the
office and she lost consciousness for less than one minute. There were no illnesses at the time of the vaccination. The patient sought unspecified medical
attention. On 23-JUL-2007 the patient recovered. No product quality complaint was involved. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

289662-1

18-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0244U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4251
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Sep-2007
Status Date

NM
State

WAES0707USA04395
Mfr Report Id

Information has been received from a physician concerning a female (age unknown), who, on an unspecified date, was vaccinated with a first dose of Gardasil.
Subsequently, the patient fainted. The patient sought unspecified medical attention. The patient recovered on an unspecified date. No product quality complaint
was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289663-1

18-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4252
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
24-Jul-2007
Onset Date Days

17-Sep-2007
Status Date

MA
State

WAES0707USA04416
Mfr Report Id

Information has been received from a physician concerning a 15 or 16 year old female with a history of "getting dizzy", who, on an unspecified date, was
vaccinated with a 0.5mL dose of Gardasil. On 24-JUL-2007, the patient fainted. The patient sought unspecified medical attention. On 24-JUL-2007, the patient
recovered. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Dizziness

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

289664-1

18-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4253
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-May-2007
Vaccine Date

01-May-2007
Onset Date

0
Days

17-Sep-2007
Status Date

AZ
State

WAES0707USA04429
Mfr Report Id

Information has been received from a certified medical assistant concerning a 20 year old female, who in May-2007 was vaccinated with a first dose of
Gardasil. Subsequently, the patient developed vaginal bleeding for about a month. On 23-JUL-2007 the patient was vaccinated intramuscularly with a 0.5mL
second dose of Gardasil. Subsequently, the patient developed vaginal bleeding again. The patient was not due for menses. At the time of the report, the
patient's outcome was unknown. The physician felt that the vaginal bleeding was unrelated. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

289665-1

18-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Vaginal haemorrhage

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4254
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Jul-2007

Vaccine Date
13-Jul-2007
Onset Date

8
Days

17-Sep-2007
Status Date

TX
State

WAES0707USA04444
Mfr Report Id

Information has been received from a consumer concerning a 24 year old female with bacterial vaginosis, hypothyroidism, diabetes, gastroesophageal reflux
disease, psoriasis, syncope and depression, who on 05-JUL-2007 was vaccinated intramuscularly in the left arm with a first dose of Gardasil (Lot #
658094/0524U). Concomitant therapy included levothyroxine Na (SYNTHROID), insulin glargine (LANTUS), insulin lispro (HUMALOG), fluconazole
(DIFLUCAN), metronidazole (FLAGYL), and metoclopramide hydrochloride (REGLAN). On 13-JUL-2007 the patient experienced a sore left arm. There was no
redness, swelling, warmth, or fever reported. The patient was taking acteminophen (TYLENOL) per label and three ibuprofen three times a day for pain. The
patient was informed to switch to naproxen sodium (ALEVE) two times a day with food and to continue acetaminophen (TYLENOL) per the label. At the time of
the report, the patient's outcome was unknown. Additional information is not expected.

Symptom Text:

Diflucan, Lantus, Humalog, Synthroid, Reglan, FlagylOther Meds:
Lab Data:
History:

bacterial vaginosisPrex Illness:

Unknown
Hypothyroidism; Diabetes; Gastroesophageal; Reflux disease; Psoriasis; Syncope; Depression

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

289666-1

18-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0524U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4255
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Sep-2007
Status Date

NE
State

WAES0707USA04528
Mfr Report Id

Information has been received from a physician concerning a 13 year old female who was vaccinated with a dose of Gardasil. The reporter reported that the
patient claimed to have been infected by the Gardasil. The nurse who took the report reported that it was her understanding that the patient developed a case
of condyloma  and physician wanted to know more information about the Gardasil vaccine to share with the patient's parents. The outcome was unknown.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

289667-1

18-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anogenital warts

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Jul-2007

Vaccine Date
26-Jul-2007
Onset Date

0
Days

17-Sep-2007
Status Date

NC
State

WAES0707USA04566
Mfr Report Id

Information has been received from a physician concerning a 16 year old female, who in May 2007, was vaccinated with a first dose of Gardasil. On 26-JUL-
2007 the patient received a second dose of Gardasil at 09:50. Subsequently, the patient fainted for 30 seconds. The patient was sitting in a chair in the lobby
when she fainted. She did not fall off the chair. The patient left the office around 10:05. The physician reported that the patient did not eat anything before
receiving the vaccination and it was also reported that the patient may have been nervous about getting the vaccination. The patient sought unspecified
medical attention. On 26-JUL-2007 the patient recovered. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

289668-1

18-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4257
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Jul-2007

Vaccine Date
29-Jul-2007
Onset Date

1
Days

05-Sep-2007
Status Date

IL
State

WAES0708USA04630
Mfr Report Id

Information has been received from a physician concerning an overweight 10 year old female who on 28-JUL-2007 was vaccinated with the second SC dose of
Varivax (Lot# 656922/0450U). Concomitant vaccinations included Gardasil (duration and dose not reported). "Within 24 hours," on 29-JUL-2007 the patient
developed a nodule, and local injection site pain and swelling. On 29-JUL-2007 the physician and nurse reported that the patient had MRSA characterized by
erythema and was hospitalized. Lab diagnostic studies performed included a TB skin test. The patient was treated with Clindamycin (HCL) 450 mg TID for 5
days. Subsequently, the patient recovered and was discharged from the hospital on 01-AUG-2007. There was no product quality complaint. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

OverweightPrex Illness:

tuberculin skin test 07/29?/07

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
10.0

289669-1 (S)

05-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Injection site nodule, Injection site pain, Injection site swelling, Staphylococcal infection

 ER VISIT, HOSPITALIZED, SERIOUS

Other Vaccine
04-Sep-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

0450U
NULL

1 Unknown
Unknown

Subcutaneously
Unknown



10 JUN 2008 06:27Report run on: Page 4258
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-May-2007
Vaccine Date

29-May-2007
Onset Date

0
Days

05-Sep-2007
Status Date

--
State

WAES0708USA02060
Mfr Report Id

Information was obtained on request by the Company from the FDA under the Freedom of Information Act concerning a 16 year old female patient who on 29-
MAY-2007 was vaccinated IM in left arm with a dose of Gardasil, lot #657737/0522U. Concomitant suspect therapy administered on the same day included a
second dose of Varivax, lot #657102/0455U given in left arm; and Vaqta, lot #657304/0246U. Other concomitant therapy included Menactra. After a few
moments of receiving the vaccinations the patient developed syncope and her blood pressure dropped. After the vaccinations she left the room and had loss of
consciousness for 10 seconds. Her blood pressure was 88/54. She felt better after resting, and walked out of the office with her mother. She was reported as
recovered. The reporter considered decreased blood pressure and syncope to be immediately life-threatening. The original reporting source was not provided.
No further information is available. A standard lot check was performed. All in-process quality checks for the lot number 0455U were satisfactory. In addition, an
expanded lot check investigation was performed. The testing performed on the batch prior to release met all release specifications. The lot met the
requirements of the Center for Biologics Evaluation and Research and was released.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

blood pressure 05/29/07 88/54
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

289677-1 (S)

05-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure decreased, Loss of consciousness, Syncope

 LIFE THREATENING, SERIOUS

Other Vaccine
04-Sep-2007

Received Date

Prex Vax Illns:

VARCEL
HEPA
MNQ
HPV4

MERCK & CO. INC.
MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.

0455U
0246U
U2277AA
0522U

1
1

Unknown
Unknown
Unknown
Unknown

Unknown
Unknown
Unknown

Intramuscular



10 JUN 2008 06:27Report run on: Page 4259
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
05-Sep-2007
Status Date

--
State

WAES0708USA04507
Mfr Report Id

Initial and follow-up information has been received from the Merck Pregnancy Registry via a 23 year old female who was vaccinated on an unspecified date
with a dose of Gardasil when she was a month pregnant. Subsequently, the patient gave birth to an infant with a cleft palate. At the time of the report the
patient had recovered. The infant's outcome is unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = Unknown)Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

289678-1

05-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Foetal disorder

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
04-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4260
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Aug-2007
Vaccine Date

23-Aug-2007
Onset Date

0
Days

05-Sep-2007
Status Date

OH
State

WAES0708USA04757
Mfr Report Id

Information has been received from a physician concerning a 20 year old female who on 23-AUG-2007 was vaccinated with her third dose of Gardasil at
approximately 11:40 am. After vaccination, on 23-AUG-2007, the patient was sitting in the waiting room of the physician's office and "passed out." She was
woken up with smelling salts and then passed out again and began to have seizure-like movements. The office called the paramedics and when they arrived,
they tested her blood sugar and it was 106. They started an intravenous line and took her to a hospital. The office was unable to contact the patient to find out if
she was admitted to the hospital or released the same day. The office did state that the patient did not have anything to eat all day. It was unclear as to whether
or not the patient had any experiences with the first and second dose of Gardasil (dates of vaccination not provided). "Passed out" and seizure-like movements
were determined to be other important medical events by the reporting physician as an IV line was started by the paramedics. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

blood glucose 08/23/07 106
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

289679-1

05-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Loss of consciousness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
04-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4261
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
05-Sep-2007
Status Date

FR
State

WAES0707USA00952
Mfr Report Id

Information has been received from a gynecologist concerning a 34 year old female with a history of papilloma viral infection, chronic liver disease (unknown
etiology) and recurrent c-reactive protein elevation around (9.5mg/dL), who in 2007 was vaccinated with a dose of Gardasil. It was noted that the patient's
father had suffered from chronic liver disease which had led to cirrhosis. The patient regularly had blood tests and recently showed liver enzymes elevated
more than usual (GOT 183U/L, GPT 208U/L, gamma-GT 43 U/L, and LDH 294 U/L). Also CRP was elevated to 9.5 mg/L (values up to this level however had
already been measured in the past). At the time of the report, the patient's outcome was unknown. Other business partner numbers included E2007-03876.
The case was upgraded to serious upon receipt of the follow up information. A liver biopsy was performed and histology showed non-alcoholic steatohepatitis
(NASH). The vaccinating physician is considering the causality with the Gardasil as "unlikely." The non-alcoholic steatohepatitis (NASH) was considered to be
an other important medical event. The case is closed. No further information available.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Prex Illness:

hepatic biopsy Comment: non-alcoholic steatohepatitis (NASH); blood LDH 394 Normal range: <214; plasma dehydroepiandrosterone sulfate 208 U/L Normal
Range: <19; plasma gamma-glutamyl transferase 43 U/L Normal Range: <18; serum C-reactive pr
Papilloma viral infection; Chronic liver disease; C-reactive protein increased

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
34.0

289680-1

05-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Condition aggravated, Hepatic steatosis, Inappropriate schedule of drug administration

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
04-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4262
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Jun-2007
Vaccine Date

17-Aug-2007
Onset Date

76
Days

05-Sep-2007
Status Date

FR
State

WAES0708COL00012
Mfr Report Id

Information has been received from a physician concerning a female who was placed on therapy with Gardasil (dose, duration and indication not reported).
Subsequently the patient experienced vaccine exposure during pregnancy. On 17-AUG-2007 patient had a spontaneous abortion. The reporting felt the
spontaneous abortion is not related to the Gardasil. Upon internal review, spontaneous abortion was considered to be an other important medical event.
Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = Unknown)Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

289681-1

05-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
04-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4263
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Aug-2007
Vaccine Date

15-Aug-2007
Onset Date

2
Days

05-Sep-2007
Status Date

--
State

WAES0708USA04249
Mfr Report Id

Information has been received from a physician concerning a 17 year old female who on 13-AUG-2007 was vaccinated IM with 0.5mL Gardasil (lot #
657006/0188U). Concomitant therapy included tetanus toxoid vaccine. On 15-AUG-2007 the patient developed a severe headache and went to the emergency
room. She underwent a head CT scan which was normal and a lumbar puncture which was positive for aseptic meningitis. She was diagnosed with aseptic
meningitis. Her treatment was unknown. She was not hospitalized and had since recovered. The physician considered aseptic meningitis to be an other
important medical event. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

spinal tap 08/15/07 - positive for aseptic meningitis; head computed axial 08/15/07 - normal
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

289682-1

05-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Meningitis aseptic

 ER VISIT, NOT SERIOUS

Other Vaccine
04-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0188U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4264
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Aug-2007
Vaccine Date

Unknown
Onset Date Days

05-Sep-2007
Status Date

FR
State

WAES0708USA04773
Mfr Report Id

Information has been received from a physician concerning a 17 year old female who was vaccinated with Gardasil (Lot # not reported) in August 2007.
Subsequently, the patient became unconscious and had a convulsion. She was admitted to hospital and reportedly had a neurological finding. Other business
partner numbers included: E2007-05627. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

289683-1 (S)

05-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Loss of consciousness, Neurological symptom

 HOSPITALIZED, SERIOUS

Other Vaccine
04-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4265
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Jan-2007
Vaccine Date

30-Jan-2007
Onset Date

13
Days

05-Sep-2007
Status Date

--
State

WAES0705USA05085
Mfr Report Id

Information has been received on request from the FDA under the Freedom of Information Act regarding a 12 year old female patient with a history of
migraines, meconium aspiration ventilated for 10 days (full term), dehydration (several episodes as a toddler which required ER visits and IV hydration) and
upper respiratory tract infection (4 to 6 weeks prior to vaccination), who on 17-JAN-2007 was vaccinated IM into the left arm with a second dose of Gardasil
(Lot#653938/0954F). There was no concomitant medication. On 12-FEB-2007, the patient experienced an acute onset of autoimmune hemolytic anemia
requiring IV steroids and hospitalization. The patient was found to be anemic at a routine primary care physician visit and was treated with high dose steroids.
Two weeks prior to hospitalization the patient had fatigue, pallor and nausea. Laboratory diagnostic studies included blood hemoglobin test of 5.4, blood lactate
dehydrogenase test of 493, blood platelet count of 211,000, direct antiglobulin test of IgG anti-e antibody, blood reticulocyte count elevated, total serum
bilirubin test of 3.8, white blood cell count of 3.6, whole blood hematocrit of 17. At the time of this report, the patient's outcome was unknown. A lot check will be
performed. Fatigue, pallor, nausea and acute onset of autoimmune hemolytic anemia were considered to be life threatening. The original reporting source was
not provided. The records of testing prior to release of the lot in question have been rechecked and found to be satisfactory. The lot met the requirements of the
Standards of the Center for Biologics Evaluation and Research and was released. No further information is available.

Symptom Text:

NoneOther Meds:
Lab Data:

History:
Prex Illness:

hemoglobin 5.4; hematocrit 17; WBC count 3.6; platelet count 211000; blood LDH 493; total serum bilirubin 3.8; direct antiglobulin - IgG anti-e antibody; blood
reticulocyte - elevated
Migraine; Meconium aspiration; Dehydration; Upper respiratory tract infection

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

289684-1 (S)

05-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anaemia, Anaemia haemolytic autoimmune, Fatigue, Nausea, Pallor

 ER VISIT, HOSPITALIZED, LIFE THREATENING, SERIOUS

Other Vaccine
04-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0954F 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4266
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Aug-2007
Vaccine Date

22-Aug-2007
Onset Date

0
Days

10-Sep-2007
Status Date

TX
State Mfr Report Id

Per mother 2 hours after injection behavior changes, unaware of surrounding. Pt went to ER. In 4 days.   pt returned to ER Blood test and MRI were done Per
mom everything was normal. Pt discharged 8/28/07.  09/25/2007 MR received for DOS 8/23/2007 for D/C DX of Disorientation, weakness resolved and
additional records for 8/24-28/07.  Pt presented to ER x 2 with mental status changes, confusion, and dizziness. Was D/C after all labs were normal.
Increasing fatigue and weakness in the BLEs resulted in return to ER. Confusion was improved at this time. PE shows 4/5 LE stength. Otherwise WNL. Neuro
attending reports hx and exam not suggestive of severe neuro complication. Disorientation c/w orthostasis, improved with IVF. Discharged 8/27/07 in improved
condition with normal exam.

Symptom Text:

Other Meds:
Lab Data:

History:
NoPrex Illness:

Per mother lab tests were done.   Labs and Diagnostics: MRI brain unremarkable with the exception of a couple non-specific punctate foci of increased flair
signal in the subcortical white matter of the frontal lobes.  CMV and EBV IgG (+),
None. PMH: none. NKDA.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

289694-1 (S)

01-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Confusional state, Disorientation, Dizziness, Fatigue, Mental status changes

 ER VISIT, HOSPITALIZED, SERIOUS

Other Vaccine
04-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0927U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4267
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Aug-2007
Vaccine Date

16-Aug-2007
Onset Date

2
Days

07-Sep-2007
Status Date

OH
State Mfr Report Id

6/14/07 - the day after HPV #1 given, developed severe pain (10/10) at injection site on upper arm that extended down her entire right arm. No numbness or
motor loss. Pain resolved after about 3 days. 8/14/07 - 2-3 days after HPV #2 given, developed pain along her entire arm and the thigh of the side on which she
was injected. Also developed swelling of eye on affected side with tearing and redness. No rash. No respiratory problems. Pain has lasted about 3 days but is
lessening. Pain makes walking difficult.

Symptom Text:

Advair; Albuterol PRN; SingulairOther Meds:
Lab Data:
History:

No, but has asthmaPrex Illness:

None
Asthma, h/o allergic reaction to shrimp (generalized swelling) - h/o seizure that resolved several yrs ago.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

289695-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Eye swelling, Gait disturbance, Injection site pain, Lacrimation increased, Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
04-Sep-2007

Received Date

Developed severe pain (10/10) at injection site on upper arm that extended down her entire right arm. No numbness or motor loss.Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4268
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Jun-2007
Vaccine Date

26-Jun-2007
Onset Date

14
Days

07-Sep-2007
Status Date

NY
State Mfr Report Id

2 wks after injection patient noted warts lesion on external genitalia- 6 mos persisted. She was seen today and has 1 cm. condyloma.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

289697-1

07-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anogenital warts

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
04-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 03884 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 4269
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Jun-2007
Vaccine Date

27-Jun-2007
Onset Date

1
Days

07-Sep-2007
Status Date

NY
State Mfr Report Id

Nausea/vomit x 72 hours; Arm pain x 2 wks, no redness/swelling.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

289704-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Nausea, Pain in extremity, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
04-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 03890 0 Right arm Unknown



10 JUN 2008 06:27Report run on: Page 4270
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Aug-2007
Vaccine Date

28-Aug-2007
Onset Date

0
Days

07-Sep-2007
Status Date

CA
State Mfr Report Id

pain at injection site 2 days later. No s/s of infection or erythema. No treatment neededSymptom Text:

KepraOther Meds:
Lab Data:
History:

NonePrex Illness:

None
Epilepsy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

289726-1

10-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
04-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1060U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4271
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Aug-2007
Vaccine Date

24-Aug-2007
Onset Date

2
Days

07-Sep-2007
Status Date

IL
State Mfr Report Id

Diffuse complaints of joint and muscle pain and stiffness. Onset 2 days after receiving Gardasil.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

289729-1

10-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Musculoskeletal stiffness, Myalgia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
04-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0929U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4272
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Apr-2007
Vaccine Date

27-Apr-2007
Onset Date

3
Days

07-Sep-2007
Status Date

MO
State Mfr Report Id

pt had 2nd injection 4/24/07 developed a rash on her face, chest, & back 3 days after the injection. Medrol dose pack was given by primary care physicianSymptom Text:

Multi vit., calcium, Ortho tri cyclen QDOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

289734-1

10-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
04-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 00144 1 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 4273
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Aug-2007
Vaccine Date

29-Aug-2007
Onset Date

12
Days

06-Sep-2007
Status Date

MA
State Mfr Report Id

Patient developed Bell's Palsy 12 days after the vaccine was administered.  9/7/07 Received vax record which provided dose & Lot #.  VAERS database
updated w/same.  9/28/07 Reviewed hospital medical records which reveal patient experienced left eye twitching & abnormal taste x 2 days.  Noted crooked
smile & difficulty closing left eye.  Seen in ER on 8/31/07.  Had returned from summer camp 1 week prior.  Peds neuro consult done.  Tx w/prednisone &
antivirals.  FINAL DX: Bell's Palsy.

Symptom Text:

None.Other Meds:
Lab Data:
History:

None.Prex Illness:

Patient does NOT have Lyme disease. The Lyme disease test was negative.
None.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

289753-1

04-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dysgeusia, Eye movement disorder, Facial palsy

 ER VISIT, NOT SERIOUS

Other Vaccine
04-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0928U 1 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 4274
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Aug-2007
Vaccine Date

29-Aug-2007
Onset Date

0
Days

06-Sep-2007
Status Date

CA
State Mfr Report Id

CALLED TO NAU C/O SOB ADVISED TO CALL 911. HPV INJ #2 STATES COUGHING Q 30-60SEC 1 HOURS AFTER INJ, C/O VERTIGO, STATES FEELS
LIKE THROAT CLOSING

Symptom Text:

Other Meds:
Lab Data:
History:

NONEPrex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

289755-1

06-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cough, Dyspnoea, Throat tightness, Vertigo

 ER VISIT, NOT SERIOUS

Other Vaccine
04-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1060U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4275
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Nov-2006
Vaccine Date

16-Nov-2006
Onset Date

0
Days

17-Sep-2007
Status Date

TN
State

WAES0708USA00655
Mfr Report Id

Information has been received from a nurse practitioner concerning a 17 year old female who on 16-NOV-2006 was vaccinated in the left arm with a first dose
of Gardasil. On 16-NOV-2006 the patient experienced left hand numbness. The patient recovered after a couple of minutes. On 24-JAN-2007, the patient was
vaccinated in the left arm with a second dose of Gardasil. On 24-JAN-2007 the patient experienced left hand numbness. The patient recovered after a couple of
minutes. On 20-JUL-2007, the patient was vaccinated in the left arm with a third dose of Gardasil. On 21-JUL-2007 the patient woke up with the numbness in
her left hand. The patient had no ascending numbness, no soreness, no local tenderness nor swelling.  The patient sought unspecified medical attention. A
"pen prick test (villianbrea test)" was performed. The patient was diagnosed with brachial plexopathy. The patient's brachial plexopathy persisted. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory "pen prick test (villianbrea test)"
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

289770-1

18-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Brachial plexopathy, Hypoaesthesia, Vaccine positive rechallenge

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4276
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Jul-2007

Vaccine Date
09-Jul-2007
Onset Date

0
Days

17-Sep-2007
Status Date

MN
State

WAES0708USA00660
Mfr Report Id

Information has been received from a licensed practical nurse and a registered nurse concerning a 13 year old female, with no pertinent medical history, who
on 09-JUL-2007, while seated, was vaccinated IM in the left deltoid with a first dose of Gardasil (lot # 656371/0181U). There was no concomitant medication.
Two minutes after the vaccination the patient stood up and fainted. She also experienced tachycardia, diaphoresis and felt lightheaded everytime she tried to
sit up or stand. The patient laid on the floor with her feet up over a chair, and was monitored for abut 40 minutes post vaccination. Subsequently, the patient
recovered from fainting, tachycardia, diaphoresis and lightheadedness. About 1 hour after the vaccination the patient left the office. No laboratory or diagnostic
tests were performed. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

289771-1

18-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Hyperhidrosis, Syncope, Tachycardia

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0181U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4277
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Sep-2007
Status Date

NY
State

WAES0707USA01085
Mfr Report Id

Information has been received from a registered nurse concerning a patient who was vaccinated with a dose of Gardasil. Subsequently, the patient developed
a lump. At the time of the report the patient's outcome was unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289772-1

18-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site mass

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4278
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Sep-2007
Status Date

AR
State

WAES0708USA01221
Mfr Report Id

Information has been received from a physician concerning 5 females (age not reported) who on unspecified dates was vaccinated with a dose of Gardasil (lot#
unknown). On unspecified dates the patients fainted. The patients all recovered within half an hour. No further information was provided. Additional information
has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289773-1

18-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4279
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
25-Jul-2007

Vaccine Date
25-Jul-2007
Onset Date

0
Days

17-Sep-2007
Status Date

KS
State

WAES0708USA01466
Mfr Report Id

Information has been received from a physician concerning a patient (age and gender not indicated) was vaccinated with a dose of Gardasil. The physician
reported that the patient fainted after receiving the Gardasil vaccine. No further information about the AE available. The patient recovered "either on 25-JUL-
2007 or 26-JUL-2007".

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289774-1

18-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4280
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Jul-2007

Vaccine Date
24-Jul-2007
Onset Date

0
Days

17-Sep-2007
Status Date

--
State

WAES0707USA04571
Mfr Report Id

Information has been received from a Physician Assistant concerning a 15 year old female with a history of syncope with vaccinations who on 24-JUL-2007
was vaccinated with the first dose of Gardasil (Lot # 657872/0515U). Immediately post vaccination on 24-JUL-2007 the patient experienced syncope. It was
reported that the patient completely recovered within 20 minutes. The patient's mother reported to the physician assistant that her daughter had a history of
fainting during vaccinations. The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Syncope

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

289775-1

18-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0515U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4281
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Sep-2007
Status Date

NJ
State

WAES0707USA04579
Mfr Report Id

Information has been received from a registered nurse concerning a patient who was vaccinated with Gardasil. Subsequently the patient experienced elevated
temperature, headache and swollen arm. At the time of the report, the outcome of the patient was unknown. This is one of two reports from the same source.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289776-1

18-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Body temperature increased, Headache, Oedema peripheral

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4282
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jul-2007

Vaccine Date
18-Jul-2007
Onset Date

0
Days

17-Sep-2007
Status Date

PA
State

WAES0707USA04604
Mfr Report Id

Information has been received from a registered nurse concerning an 11 year old female with no pertinent medical history who on 18-JUL-2007 was vaccinated
with a first dose of Gardasil. There was no concomitant medication. On 18-JUL-2007 the patient experienced syncope within five minutes of the injection.
Unspecified medical attention was sought. Subsequently, the patient recovered. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

289777-1

18-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4283
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Sep-2007
Status Date

NY
State

WAES0707USA04607
Mfr Report Id

Information has been received from a nurse, via a company representative, concerning an unknown number of female patient's, who were vaccinated IM, with a
dose of Gardasil (Lot # not provided). The nurse stated that "on a couple of occasions" a lump formed almost immediately at the injection site. The nurse
confirmed that the lumps dissipated within 1 to 2 weeks. The patient sought unspecified medical attention. Attempts are being made to obtain additional
identifying information to distinguish the individual patients mentioned in this report. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289778-1

18-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Injection site mass

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4284
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Jul-2007

Vaccine Date
26-Jul-2007
Onset Date

0
Days

17-Sep-2007
Status Date

--
State

WAES0707USA04608
Mfr Report Id

Information has been received from a licensed visiting nurse (LVN), via a company representative, concerning a female patient (age not specified), who on 26-
JUL-2007 was vaccinated with the first dose of Gardasil (Lot # not provided). About 15 minutes after the vaccination was administered the patient fainted, and
then developed "a big knot on her head." Unspecified blood work was ordered (results not provided). The nurse confirmed that the patient's condition had
improved. The patient sought unspecified medical attention. The nurse reported that an additional patient (age and gender not specified) fainted after
vaccination with Gardasil (Lot # not provided) (WAES #0707USA05016). Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory 07/26/07
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289779-1

18-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Head injury, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4285
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Jul-2007

Vaccine Date
06-Jul-2007
Onset Date

1
Days

17-Sep-2007
Status Date

--
State

WAES0707USA04621
Mfr Report Id

Information has been received from a physician concerning an 18 year old female who on 05-JUL-2007 was vaccinated with the first dose of Gardasil. (Lot #
not provided). Subsequently on 06-JUL-2007 the patient developed a rash behind both ears. The patient was treated at a local urgent care center with Benadryl
and an unspecified topical corticosteroid. Subsequently on an unspecified date the patient recovered from the rash. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

289780-1

18-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4286
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Jul-2007

Vaccine Date
06-Jul-2007
Onset Date

0
Days

17-Sep-2007
Status Date

--
State

WAES0707USA04622
Mfr Report Id

Information has been received from a pharmacy technician concerning a female who on 06-JUL-2007 was vaccinated by injection with Gardasil, ("lot
unavailable"). On 06-JUL-2007 the patient experienced a metallic taste in mouth, nausea, vomiting and taste remained for a few hours after receiving Gardasil.
The patient sought unspecified medical attention. At the time of the report the patient had recovered. No additional information was provided. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289781-1

18-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dysgeusia, Nausea, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4287
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Jul-2007

Vaccine Date
20-Jul-2007
Onset Date

10
Days

17-Sep-2007
Status Date

--
State

WAES0707USA04625
Mfr Report Id

Information has been received from a nurse practitioner concerning a 17 year old female with penicillin allergy and allergy to erythromycin who on 10-JUL-
2007, was vaccinated with Gardasil. Concomitant therapy included ethinyl estradiol/norgestimate (ORTHO TRI-CYCLEN). It was reported that 10 days after the
patient received the second vaccination with Gardasil "they" went to the emergency room on 20-JULY-2007. The patient was treated at another physician's
office (name of physician and date of visit unspecified) prior to the emergency room visit, but after vaccination with Gardasil for a sore/strept throat. The patient
was  treated with clindamycin 600 mg three times a day. The patient was examined in the emergency room and found to be afebrile, with a Bartholin cyst, strep
throat and lymphopathy in groin. The patient was examined in the office 3 days after the emergency room visit. The physician and the office in the case were
not the office that administered the Gardasil. No other information was reported. Additional information has been requested.

Symptom Text:

Ortho Tri-CyclenOther Meds:
Lab Data:
History:

Penicillin allergy; Allergic reaction antibioticsPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

289782-1

18-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Bartholins cyst, Lymphadenopathy, Pharyngitis streptococcal

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4288
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Sep-2007
Status Date

MS
State

WAES0707USA04626
Mfr Report Id

Information has been received from a physician concerning a female with papilloma viral infection who was vaccinated with Gardasil. Subsequently the patient
experienced a worse condition than before of the papilloma virus. At the time of the report, the outcome of the patient was unknown. This is one of several
reports from the same source. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Papilloma viral infectionPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289783-1

18-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Condition aggravated, Papilloma viral infection

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4289
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Sep-2007
Status Date

TN
State

WAES0707USA04629
Mfr Report Id

Information has been received from a licensed practical nurse concerning approximately nine female patients who were vaccinated intramuscularly with a 0.5
ml dose of Gardasil. Subsequently the patients became dizzy. Unspecified medical attention was sought. At the time of this report the patient's outcome was
unknown. Attempts are being made to obtain additional identifying information to distinguish the individual patients mentioned in this report. Additional
information will be provided if available. This is one of two reports received from the same source.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289784-1

18-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4290
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
25-Jul-2007
Onset Date Days

17-Sep-2007
Status Date

KS
State

WAES0707USA04632
Mfr Report Id

Information has been received from a physician concerning an 18 year old female who was vaccinated with a dose of Gardasil. The physician reported that the
patient fainted after receiving Gardasil. No further information about the AE available. Unspecified medical attention was sought by the patient. The patient
recovered "either on 25-JUL-2007 or 26-JUL-2007". The physician reported that one other patient fainted after receiving a dose of Gardasil. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

289785-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4291
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Sep-2007
Status Date

--
State

WAES0707USA04646
Mfr Report Id

Information has been received from a Nurse Practitioner (N.P.) concerning a 40 year old female patient who was vaccinated with a dose of Gardasil.
Subsequently the pateint developed welt on both arms. She was taken to the emergency room (ER). The patient recovered. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
40.0

289786-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4292
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-May-2007
Vaccine Date

17-May-2007
Onset Date

0
Days

17-Sep-2007
Status Date

AK
State

WAES0707USA04850
Mfr Report Id

Information has been received from a registered nurse concerning a 25 year old female with an allergy to amoxicillin and ampicillin. On 17-MAY-2007, the
patient was vaccinated with a first dose of Gardasil (lot # 0210U) 0.5 ml first dose of Gardasil (lot # 0210U) 0.5 ml IM in the left arm. There was no concomitant
therapy. In May 2007, within a couple of days of vaccination, the patient developed petechia from and near her right elbow to and around her shoulder. The
patient sought medical attention. No diagnostic tests were performed. The nurse was concerned that the patient is more susceptible because her sister had
developed idiopathic thrombocytopenic purpura after getting an MMR II (WAES 0708USA01455). The patient recovered 4 days after developing the petechia.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Penicillin allergyPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

289787-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Familial risk factor, Petechiae

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0210U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4293
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-May-2007
Vaccine Date

Unknown
Onset Date Days

17-Sep-2007
Status Date

--
State

WAES0707USA04653
Mfr Report Id

Information has been received from a medical assistant concerning an 18 year old female who on 24-MAY-2007 was vaccinated with a dose of Gardasil (lot
#655503/0012U) 0.5 ml injection. Concomitant therapy included "DEPO" therapy unspecified. Subsequently, the patient experienced tingling and numbness in
her legs, headaches, chest pressure and heart complications. At the time of reporting, the patient had recovered. Additional information has been requested.

Symptom Text:

(therapy unspecified)Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

289788-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cardiac disorder, Chest discomfort, Headache, Hypoaesthesia, Paraesthesia

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0012U Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4294
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Sep-2007
Status Date

NE
State

WAES0707USA04658
Mfr Report Id

Information has been received from a physician concerning a female (age not reported) who on an unspecified date was vaccinated with a dose of Gardasil (lot
# unknown) 0.5 mL injection. After receiving Gardasil the patient experienced swelling from injection site down the length of arm. Medical attention was sought.
On an unspecified date the patient recovered. No further information was provided. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289789-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4295
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-May-2007
Vaccine Date

31-Jan-2007
Onset Date

-105
Days

17-Sep-2007
Status Date

WV
State

WAES0707USA04662
Mfr Report Id

Information has been received from the Pregnancy Registry for Gardasil from a physician concerning a 15 year old female with a history of two conizations for
severe dysplasia in 2006 with no drug reactions/allergies who on unspecified dates was vaccinated with first and second doses of Gardasil (lot# unknown).
Concomitant therapy included Ortho-Tri-Cyclen. On approximately 31-JAN-2007, "end of January 2007", the patient experienced raised red spots on the back
of arms, chest and legs. The spots come and go. When they go away, the spots turn white in color. Medical attention was sought. The patient has not
recovered. On 16-MAY-2007 the patient received her third dose of Gardasil. The patient subsequently learned that she became pregnant. The date of the last
menstrual period was 8-MAY-2007. Medical attention was sought. A beta-human chorionic gonadotropin test (unspecified) was performed and the results were
positive for pregnancy. The estimated date of delivery is 12-FEB-2008. Additional information has been requested.

Symptom Text:

ORTHO-TRI-CYCLENOther Meds:
Lab Data:
History:
Prex Illness:

beta-human chorionic - positive
Dysplasia; Cervical conisation

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

289790-1

28-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Rash maculo-papular

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4296
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Jul-2007

Vaccine Date
24-Jul-2007
Onset Date

0
Days

17-Sep-2007
Status Date

--
State

WAES0707USA04668
Mfr Report Id

Information has been received from a pharmacist concerning her 20 year old daughter with a latex allergy, acne and no pertinent medical history who in the
middle of MAY 2007 was vaccinated with a first dose of Gardasil (lot # unknown). Concomitant therapy included acne medication (unspecified) and
spironolactone. On 24-JUL-2007 the patient was vaccinated with a second dose of Gardasil and collapsed. Her daughter stated that it hurt going in.
Approximately 7 to 10 minutes after the injection and while making an appointment, the patient blacked out. The patient stated to her mother that she felt woozy
all night. Medical attention was sought. On 25-JUL-2007 the next day the patient had recovered. Additional information has been requested.

Symptom Text:

dermatologic (unspecified), spironolactoneOther Meds:
Lab Data:
History:

latex allergy; AcnePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

289791-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Loss of consciousness, Pain

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4297
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Jul-2007

Vaccine Date
26-Jul-2007
Onset Date

0
Days

17-Sep-2007
Status Date

OH
State

WAES0707USA04684
Mfr Report Id

Information has been received from a physician concerning a 15 year old female with no pertinent medical history or drug reactions/allergies who on 26-JUL-
2007 was vaccinated with a first dose of Gardasil (653735/0686F) 0.5mL IM in the left deltoid muscle. There was no concomitant medication. On 26-JUL-2007
the patient experienced severe pain at the injection site of the left deltoid muscle immediately after administration of her first dose of Gardasil. The pain radiates
down the left arm and the patient stated that she os unable to bend arm at the elbow. Medical attention was sought. The physician prescribed ibuprofen hcl and
ice compresses. At the time of reporting the patient had not recovered. No further information was available. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

289792-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Injected limb mobility decreased, Injection site pain, Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0388F 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4298
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Sep-2007
Status Date

--
State

WAES0707USA04691
Mfr Report Id

Information has been received from a registered nurse concerning a patient (age and gender not reported) who was vaccinated with the complete Gardasil
series (lot # unknown) 0.5 mL midway above the arm by a medical assistant at another facility. The patient developed a hard lump for awhile after the injections
(time and dose unspecified). The registered nurse did not have any additional information about this patient as it his not  her patient. The nurse was consulted
about the adverse experience from another health care professional. The outcome of this report was not reported. No other details were given. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289793-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug administered at inappropriate site, Induration

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4299
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Sep-2007
Status Date

MS
State

WAES0707USA04752
Mfr Report Id

Information has been received from a physician concerning a female with papilloma viral infection who was vaccinated with Gardasil. Subsequently the patient
experienced a worst condition then before of the papilloma virus. At the time of the report, the outcomes of the patient was unknown. This is one of several
reports from the same source. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Papilloma viral infectionPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289794-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Condition aggravated, Papilloma viral infection

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4300
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Sep-2007
Status Date

NY
State

WAES0707USA04793
Mfr Report Id

Information has been received from a nurse concerning a 20 year old female who on an unspecified date was vaccinated with the second dose of Gardasil.
Subsequently, the patient developed a red, slightly raised area around the injection site. It was reported that the patient improved after two days are was doing
fine. Additional information has been requested. This is one of two reports from the same source.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

289795-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4301
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Apr-2007
Vaccine Date

06-Apr-2007
Onset Date

0
Days

17-Sep-2007
Status Date

TN
State

WAES0707USA04860
Mfr Report Id

Information has been received from a physician concerning a 16 year old female student with a penicillin allergy who on 06-APR-2007 at 3:00 pm, was
vaccinated IM in the right deltoid with her first dose of Gardasil, lot #654272/0319U. At 7:00 p.m. the patient experienced sudden chills down with vertigo lasting
less than 5 seconds. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Penicillin allergyPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

289796-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chills, Vertigo

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0319U 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4302
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-May-2007
Vaccine Date

08-Jul-2007
Onset Date

40
Days

17-Sep-2007
Status Date

PA
State

WAES0707USA04907
Mfr Report Id

Information has been received from a physician concerning a 20 year old female who, on 29-MAY-2007 was vaccinated with a 0.5mL dose of Gardasil (Lot#
657737/0522U). On 08-JUL-2007 the patient experienced dizziness "on and off." An MRI, Chest X ray, EKG, and lab work were performed. The patient sought
unspecified medical attention. At the time of the report, the patient had not recovered. No product quality complaint was involved. Additional information has
been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

magnetic resonance, chest X-ray, electrocardiogram
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

289797-1

18-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0522U Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4303
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Jul-2007

Vaccine Date
20-Jul-2007
Onset Date

1
Days

17-Sep-2007
Status Date

TX
State

WAES0707USA04913
Mfr Report Id

Information has been received from a physician concerning a 15 year old female who, on 19-JUL-2007 was vaccinated with a first dose of Gardasil. On 20-JUL-
2007 the patient broke out with herpes like lesions, the patient sought unspecified medical attention. A culture of the lesions were taken and blood was drawn.
At the time of the report, the patient's outcome was unknown. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

lesion excision, diagnostic laboratory
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

289798-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Skin lesion

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4304
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Sep-2007
Status Date

CA
State

WAES0707USA04915
Mfr Report Id

Information has been received from a physician concerning a female (age unknown) who, on an unspecified date, was vaccinated with a dose of Gardasil.
Approximately two weeks after the vaccination the patient developed redness and a large nodule at the injection site. The patient sought unspecified medical
attention. The patient recovered on an unspecified date. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289799-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site nodule

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4305
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Sep-2007
Status Date

--
State

WAES0707USA04920
Mfr Report Id

Information has been received from a nurse practitioner concerning a female patient who was vaccinated with a 0.5ml dose of Gardasil. Subsequently, the
patient experienced severe pain in her arm after the vaccination. Unspecified medical attention was sought. At the time of this report, the patient's outcome was
unknown. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289800-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4306
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Sep-2007
Status Date

--
State

WAES0707USA04926
Mfr Report Id

Information has been received from a nurse practitioner (NP), via a company representative, concerning a female patient (age unspecified), who on an
unknown date was vaccinated with a dose, 0.5ml, of Gardasil (Lot # "unavailable"). The NP reported that the patient developed a "vaso-vagal condition"
following the vaccination. No further details were provided. At the time of the this report, the outcome of the event was unknown. The patient sought unspecified
medical attention. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289801-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope vasovagal

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4307
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Sep-2007
Status Date

AZ
State

WAES0707USA04932
Mfr Report Id

Information has been received from a physician, via a company representative, concerning a female patient who on an unspecified date, was vaccinated with a
dose of Gardasil (Lot # not provided). Following the vaccination, the patient fainted, and then recovered (duration not specified). No further details were
provided. The patient sought unspecified medical attention. The physician reported that two other female patients also fainted after vaccination with Gardasil
(Lot # not provided) (WAES #0708USA00117, 0708USA00118). Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289802-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4308
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Sep-2007
Status Date

--
State

WAES0707USA04933
Mfr Report Id

Information has been received from a registered nurse concerning a female patient in her "early 20's" who was vaccinated with a 0.5ml dose of Gardasil. A few
months after being vaccinated, the patient experienced fibromyalgia type symptoms including fatigue, muscle aches, body aches and her thinking process
became a little fuzzy. Unspecified medical attention was sought. At the time of this report, the patient was recovering. No product quality complaint was
involved. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

289803-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Fatigue, Feeling abnormal, Myalgia, Pain

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4309
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Sep-2007
Status Date

IN
State

WAES0707USA04937
Mfr Report Id

Information has been received from a registered nurse concerning an 18 year old female patient who was vaccinated with a second dose of Gardasil.
Subsequently, the patient became light headed and fainted. This experience lasted for approximately a minute or two. Unspecified medical attention was
sought. At the time of this report, the patient recovered. It was reported that just prior to receiving the vaccination, a blood draw was performed and the patient
was fine. It was also reported that the patient did not have this experience with the first dose of the vaccine. No product quality complaint was involved.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

289804-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, No reaction on previous exposure to drug, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4310
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Sep-2007
Status Date

CO
State

WAES0707USA04943
Mfr Report Id

Information has been received from a registered nurse concerning a patient who was vaccinated with Gardasil. Subsequently the patient developed a
headache. At the time of the report the patient had not recovered. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289805-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4311
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Jun-2007
Vaccine Date

04-Jul-2007
Onset Date

21
Days

17-Sep-2007
Status Date

CT
State

WAES0707USA04948
Mfr Report Id

Information has been received from a physician concerning a 24 year old female patient who on 13-JUN-2007, was vaccinated into the left deltoid with a first
dose of Gardasil (Lot # 657621/0387U). On 04-JUL-2007 about three weeks after injection, the patient experienced a recurrence of erythema multiforme.
Unspecified medical attention was sought. At the time of this report, the patient's outcome was unknown. No product quality complaint was involved. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

289806-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Condition aggravated, Erythema multiforme

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0387U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4312
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Sep-2007
Status Date

FL
State

WAES0707USA04962
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with Gardasil. Subsequently the patient developed severe fatigue. At
the time of the report the patient's outcome was unknown. This is one of several reports received from the same source. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289807-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Fatigue

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4313
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Sep-2007
Status Date

FL
State

WAES0707USA04963
Mfr Report Id

Information has been received from a physician concerning a female patient who was vaccinated with Gardasil. Subsequently the patient developed severe
fatigue. At the time of the report the patient's outcome was unknown. This is one of several reports received from the same source. Additional information has
been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289808-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Fatigue

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4314
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Sep-2007
Status Date

FL
State

WAES0707USA04964
Mfr Report Id

Information has been received from a physician concerning a female patient who was vaccinated with Gardasil. Subsequently the patient developed severe
fatigue. At the time of the report the patient's outcome was unknown. This is one of several reports received from the same source. Additional information has
been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289809-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Fatigue

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4315
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Jul-2007

Vaccine Date
16-Jul-2007
Onset Date

0
Days

17-Sep-2007
Status Date

MI
State

WAES0707USA04970
Mfr Report Id

Information has been received from a physician concerning a 16 year old female who, on approximately 16-JUL-2007 was vaccinated with a second dose of
Gardasil. Subsequently, the patient experienced pain in shoulder that lasted for about a week after the vaccination. It was reported that the patient did not
experienced pain when she received the first dose of the vaccination. The patient sought unspecified medical attention. At the time of the report, the patient's
outcome was unknown. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

289810-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Musculoskeletal pain, No reaction on previous exposure to drug

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4316
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Sep-2007
Status Date

--
State

WAES0707USA05016
Mfr Report Id

Information has been received from a licensed visiting nurse (LVN), via a company representative, concerning a female patient (age not specified), who on an
unspecified vaccinated with a dose of Gardasil (Lot # not provided). Immediately after the vaccination was administered the patient fainted. The outcome of the
event was unknown. The nurse reported that another female patient (age unspecified) also fainted after vaccination with Gardasil (Lot # not provided) (WAES
#0707USA04608). Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289811-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4317
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Jul-2007

Vaccine Date
25-Jul-2007
Onset Date

0
Days

17-Sep-2007
Status Date

NM
State

WAES0707USA05029
Mfr Report Id

Information has been received from a physician a 14 year old female who on 25-JUL-2007, at 10:00, was vaccinated into the right deltoid with a first dose of
Gardasil (656051/0244U). Concomitant therapy included Menactra. On 25-JUL-2007, immediately after receiving the vaccination the patient became
lightheaded, had a syncopal episode (approximately 5 second), developed stiffening of arms and eyes rolled back. Blood pressure measurement after syncope
was 90/60 (sitting). At 11:30, blood pressure measurement was 100/68 and pulse was 76. There was no seizure activity and the patient was no post-ictal. On
25-JUL-2007, the patient recovered. No further information is available.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

blood pressure 07/25/07 90/60 - sitting, blood pressure 07/25/07 100/6 - at 11:30, total heartbeat count 07/25/07 76 - at 11:30
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

289812-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure decreased, Dizziness, Gaze palsy, Musculoskeletal stiffness, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
0244U 0

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 4318
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Jun-2007
Vaccine Date

01-Jul-2007
Onset Date

16
Days

17-Sep-2007
Status Date

FL
State

WAES0707USA05034
Mfr Report Id

Information has been received from a physician concerning a 16 year old female student with hypersensitivity to Zithromax and a history of arthralgia due to
allergic reaction to unspecified medications, who on 15-JUN-2007 was vaccinated IM with a first dose of Gardasil (lot #0469U). There was no concomitant
medication. On 01-JUL-2007 the patient experienced "joint finger arthritis type pain," event to touch in both hands. On 10-JUL-2007, the patient recovered.
There were no laboratory or diagnostic tests performed. Additional information is not expected.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

HypersensitivityPrex Illness:

None
Arthralgia

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

289813-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0469U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4319
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Sep-2007
Status Date

CA
State

WAES0707USA05037
Mfr Report Id

Information has been received from a nurse concerning a females who was vaccinated in 2007 with a first dose of Gardasil. Subsequently, both patients
fainted. Unspecified medical attention was sought, The patient recovered from fainting before leaving the office. No laboratory or diagnostic tests were
performed. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289814-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4320
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
09-Jul-2007
Onset Date Days

17-Sep-2007
Status Date

--
State

WAES0707USA05068
Mfr Report Id

Information has been received from a nurse concerning a female with no prior history of drug reactions, who was vaccinated intramuscularly with the second
dose of Gardasil. On approximately 09-JUL-2007 (also reported as "last 2 days"), immediately after the injection of Gardasil, the patient fainted. Subsequently,
the patient recovered from the fainting. Attempts are being made to obtain additional identifying information to distinguish the individual patients mentioned in
this report. Additional information will be provided, if available. The same source provided information on another patient, WAES #0707USA01794.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289815-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4321
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Aug-2007
Vaccine Date

30-Aug-2007
Onset Date

0
Days

10-Sep-2007
Status Date

NY
State Mfr Report Id

Syncopal episodeSymptom Text:

NoneOther Meds:
Lab Data:
History:

nonePrex Illness:

Vasovagal syncope

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

289823-1

11-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
05-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1062U 1 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4322
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Aug-2007
Vaccine Date

25-Aug-2007
Onset Date

5
Days

10-Sep-2007
Status Date

WI
State Mfr Report Id

Rash on left arm - post HPV vaccineSymptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

289825-1

11-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
05-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4323
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Aug-2007
Vaccine Date

Unknown
Onset Date Days

01-Oct-2007
Status Date

MN
State Mfr Report Id

Cellulitis at injection site - Keflex.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Amoxicillin allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

289828-1

01-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site cellulitis

 ER VISIT, NOT SERIOUS

Other Vaccine
05-Sep-2007

Received Date

Prex Vax Illns:

VARCEL
TDAP

HPV4
HEPA

MNQ

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
SANOFI PASTEUR

NULL
NULL

NULL
NULL

NULL

1 Left arm
Left arm

Right arm
Right arm

Left arm

Subcutaneously
Intramuscular

Unknown
Intramuscular

Intramuscular



10 JUN 2008 06:27Report run on: Page 4324
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Sep-2007
Vaccine Date

05-Sep-2007
Onset Date

0
Days

10-Sep-2007
Status Date

NJ
State Mfr Report Id

2:00 PM gave Menactra and Tdap (R) arm; felt fine, no problems. Gave Gardasil (L) arm, felt pain at site, felt light headed. Stomach hurt, leaned back then
eyes crossed, became stiff (body) and shook body for about 1 min then sat up asking - what is going on, then felt lightheaded and laid down on exam table.
2:04 PM 98/60, pulse 58. 2:13 Pulse Ox 99%. 2:20 PM 108/64, 71, Pulse Ox 99%, still feels nauseous. 2:28 PM Stated better, minor queasiness, feels tired.
2:30 PM C/O pain in tummy, leaned back, laid down. 2:44 PM Headache. 2:52 PM She got up and felt better, left office.

Symptom Text:

Other Meds:
Lab Data:
History:

NoPrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

289846-1

11-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain upper, Dizziness, Fatigue, Gaze palsy, Headache, Injection site pain, Musculoskeletal stiffness, Nausea, Tremor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
05-Sep-2007

Received Date

Prex Vax Illns:

TDAP
MNQ
HPV4

SANOFI PASTEUR
SANOFI PASTEUR
MERCK & CO. INC.

C2824AA
U2393BA
0930U

0
0
0

Right arm
Right arm
Left arm

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 4325
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Jun-2007
Vaccine Date

Unknown
Onset Date Days

10-Sep-2007
Status Date

CT
State Mfr Report Id

Pt given vaccine 6-12-07. Patient presented to office 8/17/07 for 2nd injection and c/o continued muscle soreness at injection site, especially when lifting arm
up - c/o feeling of "pressure in muscle" when feeling on arm. No tenderness or palpation, no edema, nodules. Pt denies tingling, numbness, nerve s/s, 2nd
injection withheld for now.

Symptom Text:

Lo-ogestrel QDOther Meds:
Lab Data:
History:

N/APrex Illness:

"Selective mutism"

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

289848-1

11-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Myalgia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
05-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0212U 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 4326
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Aug-2007
Vaccine Date

Unknown
Onset Date Days

10-Sep-2007
Status Date

NY
State Mfr Report Id

As of 9/5/07, pt has had no adverse effects from administration of Hepatitis A on 8/30/07.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289849-1

11-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Unevaluable event

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
05-Sep-2007

Received Date

Prex Vax Illns:

TDAP

HPV4
HEPA

GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

AC52B018BA

1060U
AHAVB186BA

0

1
1

Right arm

Left arm
Right arm

Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 4327
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Aug-2007
Vaccine Date

30-Aug-2007
Onset Date

0
Days

10-Sep-2007
Status Date

OK
State Mfr Report Id

Pt. complained of a fine red rash to arms, abdomen, and chest approx 10 hrs after receiving Gardasil vaccine. Pt has been taking Benadryl, Claritin, and Medrol
dose pack.

Symptom Text:

Yaz, BenadrylOther Meds:
Lab Data:
History:

NonePrex Illness:

None
Allergic to sulfa, penicillin

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

289850-1

11-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
05-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 05234 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4328
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Aug-2007
Vaccine Date

02-Sep-2007
Onset Date

2
Days

10-Sep-2007
Status Date

NJ
State Mfr Report Id

Gardasil #1 = enlarged lymph node in (L) axillary area about 3 weeks after injection. Gardasil #2 = same as above, occurred 48 hours after injection (lymph
node enlarged).

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

Pt had chest x-ray (NL)

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

289851-1

11-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Lymphadenopathy, Vaccine positive rechallenge

 ER VISIT, NOT SERIOUS

Other Vaccine
05-Sep-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2408AA
10624

0
1

Right arm
Left arm

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 4329
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Sep-2007
Vaccine Date

04-Sep-2007
Onset Date

0
Days

06-Sep-2007
Status Date

MA
State Mfr Report Id

Patient received Meningococcal Vaccine (Manactra) and immediately after experienced dizziness, difficulty breathing and weakness.  Later the same evening
(approximately 2 hours after receiving the vaccine) patient experienced limb weakness of both arms and legs and was unable to lift anything or walk. Patient
was taken to doctor visit to follow up on reaction.

Symptom Text:

N/AOther Meds:
Lab Data:
History:

NonePrex Illness:

Pending
SVT- Tachycardia

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

289868-1

06-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Dizziness, Dyspnoea, Hypokinesia, Immediate post-injection reaction

 ER VISIT, NOT SERIOUS

Other Vaccine
05-Sep-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

UNKNOWN
UKNOWN

0
0

Right arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4330
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Sep-2007
Status Date

AZ
State

WAES0708USA00117
Mfr Report Id

Information has been received from a physician, via a company representative, concerning a female patient who on an unspecified date, was vaccinated with a
dose of Gardasil (Lot # not provided). Following the vaccination, the patient fainted, and then recovered (duration not specified). No further details were
provided. The patient sought unspecified medical attention. The physician reported that two other female patients also fainted after vaccination with Gardasil
(Lot # not provided) (WAES #0707USA04932, 0708usa00118). Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289882-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4331
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Sep-2007
Status Date

AZ
State

WAES0708USA00118
Mfr Report Id

Information has been received from a physician, via a company representative, concerning a female patient who on an unspecified date, was vaccinated with a
dose of Gardasil (Lot # not provided). Following the vaccination, the pateint fainted, and then recovered (duration not specified). No further details were
provided. The patient sought unspecified medical attention. The physician reported that two other female patients also fainted after vaccination with Gardasil
(Lot # not provided) (WAES #0707USA04932, 0708USA00117). Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289883-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4332
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Sep-2007
Status Date

--
State

WAES0708USA00164
Mfr Report Id

Information has been received from a patient who was vaccinated with a dose of Gardasil. Concomitant therapy included a dose of DTaP and a dose of
Menactra. Subsequently, the patient experienced an instant severe headache and the she was fine. Additional information is not expected.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289885-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Immediate post-injection reaction

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

MNQ
DTAP
HPV4

SANOFI PASTEUR
UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL
NULL

Unknown
Unknown
Unknown

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 4333
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Sep-2007
Status Date

IN
State

WAES0708USA00184
Mfr Report Id

Information has been received from a physician concerning a female (and unknown) who, on an unspecified date, was vaccinated with a dose of Gardasil.
Subsequently, on an unspecified date, the patient developed redness and pain at the injection site area. The patient sought unspecified medical attention. At
the time of the report, the patient's outcome was unknown. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289886-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4334
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-May-2007
Vaccine Date

29-May-2007
Onset Date

0
Days

14-Sep-2007
Status Date

--
State

WAES0708USA00190
Mfr Report Id

Information has been received from a registered nurse concerning a female (age unknown), who on 29-MAY-2007 was vaccinated intramuscularly with a 0.5mL
first dose of Gardasil. Subsequently, a few hours after receiving the vaccination the patient developed widespread hives. The patient self treated with Benadryl
and the symptoms resolved within 24 hours. The patient sought unspecified medical attention. On 30-MAY-2007 the patient recovered. No product quality
complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289887-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4335
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Jul-2007

Vaccine Date
30-Jul-2007
Onset Date

0
Days

14-Sep-2007
Status Date

--
State

WAES0708USA00196
Mfr Report Id

Information has been received from a liscensed practical nurse concerning an 18 year old female with an allergy to Penicillin and no medical history, who on
30-JUL-2007 was vaccinated with a 0.5mL first dose of Gardasil (Lot# 655324/0089U). Concomitant vaccination included meningococcal vaccine (unspecified)
(manufacturer unknown). On 30-JUL-2007 the patient developed a sore throat. On 31-JUL-2007 the patient experienced 'shortness of breath and stomach
tightness." The patient was treated with an albuterol nebulizer treatment and Benadryl 25mg. The shortness of breath resolved with treatment and the stomach
tightness improved. No laboratory diagnostics were performed. At the time of the report, the patient was recovering from stomach tightness and sore throat. No
product complaint was involved. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None
Penicillin allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

289888-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain upper, Dyspnoea, Pharyngolaryngeal pain

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

MEN
HPV4

UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
0089U

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 4336
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Jul-2007

Vaccine Date
10-Jul-2007
Onset Date

0
Days

14-Sep-2007
Status Date

CA
State

WAES0708USA00204
Mfr Report Id

Information has been received from a registered nurse, via a company representative, concerning an adolescent ("less than 18 years of age") female, patient,
who on approximately 10-JUL-2007 ("about 3 weeks ago"), was vaccinated IM with a dose of Gardasil (Lot # not provided). Concomitant therapy may have
included an additional vaccination (therapy unspecified). On approximately 10-JUL-2007, almost immediately after receiving the vaccination, the patient had a
vasovagal response and developed a local reaction involving redness. At the time of this report, the outcome of the event was unknown. The nurse reported
that 4-5 additional adolescent female patients also experienced a vasovagal response after vaccination with Gardasil (Lot # not provided) (WAES
#0708USA00508, 0708USA00509, 0708USA00510, 0708USA00511 and 0708USA00512). Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289889-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Immediate post-injection reaction, Local reaction, Syncope vasovagal

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

UNK
HPV4

UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Unknown
Intramuscular



10 JUN 2008 06:27Report run on: Page 4337
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Sep-2007
Status Date

FL
State

WAES0708USA00215
Mfr Report Id

Information has been received from a physician concerning a 27 year old female who was vaccinated IM into the gluteal area with a first dose of Gardasil.
Subsequently, the pateint experienced burning and shooting pains similar to sciatica. Seven days after received the vaccine, the patient went to the emergency
room where she was referred to a neurologist. It was reported that the test results were inconclusive and they did not find anything. At the time of this report,
the patient's outcome was unknown. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
27.0

289890-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug administered at inappropriate site, Inappropriate schedule of drug administration, Pain

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4338
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Sep-2007
Status Date

CA
State

WAES0708USA00217
Mfr Report Id

Information has been received from a physician, via a company representative, regarding a 15 year old female patient, who was vaccinated on an unknown
date, with the second or third dose of Gardasil (Lot # not reported), and subsequently stopped getting her menstrual cycle, had a change in behavior, and
became very moody. At the time of this report, it was unknown if the patient had recovered from the events. The patient sought unspecified medical attention.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

289891-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abnormal behaviour, Amenorrhoea, Menstrual disorder, Mood altered

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4339
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Sep-2007
Status Date

--
State

WAES0708USA00218
Mfr Report Id

Information has been received a representative at the Health Department concerning a 14 year old female who was vaccinated with a first dose of Gardasil.
Subsequently the patient developed swelling in both arms after receiving the first dose of Gardasil. Unspecified medical attention was sought. Subsequently,
the patient is fine and the swelling has gone down and the patient recovered. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

289892-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Oedema peripheral

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4340
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Jul-2007

Vaccine Date
14-Jul-2007
Onset Date

2
Days

14-Sep-2007
Status Date

NJ
State

WAES0708USA00219
Mfr Report Id

Information has been received from a consumer, concerning her 14 year old daughter, who on 12-JUL-2007 was vaccinated with a dose of Gardasil (Lot # not
provided). Concomitant suspect therapy included Menactra (Lot # U2227AA), Varivax (MSD) (Lot #657652/0606U), and concomitant therapy included Zyrtec.
On 14-JUL-2007, two days after the vaccination, her daughter developed spots on the back of her throat. The mother called the physician and took her
daughter to the ER, as advised, though her daughter was not admitted. Diagnostic testing included bloodwork and throat culture, but the hospital was "unable
to determine the cause of the spots" in her daughter's throat. At the time of this report, her daughter had not recovered. Additional information has been
requested.

Symptom Text:

ZYRTECOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic hematology 07/14?/07, throat culture 07/14?/07
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

289893-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Throat lesion

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

VARCEL
MNQ
HPV4

MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.

0606U
U2227AA
NULL 0

Unknown
Unknown
Unknown

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 4341
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Jul-2007

Vaccine Date
23-Jul-2007
Onset Date

0
Days

14-Sep-2007
Status Date

--
State

WAES0708USA00223
Mfr Report Id

Information has been received from a licensed practical nurse concerning a 12 year old female with no pertinent medical history who on 23-JUL-2007 was
vaccinated intramuscularly with Gardasil and the patient received less than a full dose. There was no concomitant medication. The nurse reported that the
needle was not fully attached to the syringe and some of the Gardasil leaked out at the syringe hub. The nurse reported that this was due to misuse not a
product quality issue. On 23-JUL-2007 the patient developed a burning sensation after the vaccination that quickly resolved. There was no laboratory or
diagnostic tests performed. Unspecified medical attention was sought. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

289894-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Burning sensation, Underdose

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0388U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4342
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Jul-2007

Vaccine Date
31-Jul-2007
Onset Date

0
Days

14-Sep-2007
Status Date

NJ
State

WAES0708USA00250
Mfr Report Id

Information has been received from a registered nurse concerning her 13 year old daughter with no pertinent medical history who on 31-JUL-2007 was
vaccinated with a dose of Gardasil. There was no concomitant medication. On 31-JUL-2007 the patient fainted 2-3 minutes after receiving the Gardasil and
became rigid during the episode. The fainting episode lasted 90 seconds. At the end of the fainting episode the patient screamed and vomited. On 31-JUL-
2007 the patient's pulse oximetry reading was 98 percent. Unspecified medical attention was sought. Subsequently, the patient recovered from the episode.
Additional information is not expected.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

pulse oximetry 07/31/07 98%
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

289895-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Muscle rigidity, Screaming, Syncope, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4343
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Jul-2007

Vaccine Date
30-Jul-2007
Onset Date

0
Days

13-Sep-2007
Status Date

KY
State

WAES0708USA00270
Mfr Report Id

Information has been received from a nurse practitioner concerning a 15 year old female who on 30-JUL-2007 was vaccinated with a dose of Gardasil (lot #
654510/0962F). On 30-JUL-2007 the patient fainted. Unspecified medical attention was sought. Subsequently, the patient recovered from the fainting.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

289896-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0962F Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4344
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Jul-2007

Vaccine Date
31-Jul-2007
Onset Date

0
Days

13-Sep-2007
Status Date

NC
State

WAES0708USA00274
Mfr Report Id

Information has been received from a registered nurse concerning a 15 year old female who on 31-JUL-2007 was vaccinated with a dose of Gardasil (lot #
658488/0930U). On 31-JUL-2007, the patient fainted for 30 seconds to 1 minute after she was given Gardasil. The patient complained that her ear "felt funny"
and left fingers were tingling. On 31-JUL-2007, the patient recovered. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

289897-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Ear discomfort, Immediate post-injection reaction, Paraesthesia, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0930U Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4345
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Sep-2007
Status Date

TN
State

WAES0708USA00326
Mfr Report Id

Information has been received from a physician concerning a 14 year old female who on an unspecified date was vaccinated with Gardasil (lot # unknown) and
developed a rash. At the time of reporting it is unknown if the patient has recovered. This is one of two reports received from the same source. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

289898-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4346
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Jul-2007

Vaccine Date
20-Jul-2007
Onset Date

0
Days

13-Sep-2007
Status Date

--
State

WAES0708USA00345
Mfr Report Id

Information has been received from a nurse concerning a female (age not reported) who on 20-JUL-2007 was vaccinated with Gardasil (lot # unknown). On 20-
JUL-2007 the patient fainted after receiving Gardasil. Medical attention was sought. At the time of reporting the patient recovered. No additional information
was provided. This is one of two reports from the same source. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289899-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4347
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Jul-2007

Vaccine Date
10-Jul-2007
Onset Date

0
Days

14-Sep-2007
Status Date

CA
State

WAES0708USA00508
Mfr Report Id

Information has been received from a registered nurse, via a company representative, concerning an adolescent ("less than 18 years of age") female patient,
who on approximately 10-JUL-2007 ("about 3 weeks ago"), was vaccinated IM with a dose of Gardasil (Lot # not provided). Concomitant therapy may have
included an additional vaccination (therapy unspecified). On approximately 10-JUL-2007, almost immediately after receiving the vaccination, the patient had a
vasovagal response and developed a local reaction reaction involving redness, At the time of this report, the outcome of the event was unknown. The nurse
reported that 4-5 additional adolescent female patient also experienced a vasovagal response after vaccination with Gardasil (Lot # not provided) (WAES
#0708USA00204, 0708USA00509, 0708USA00510, 0708USA00511, and  0708USA00512). Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289900-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Immediate post-injection reaction, Local reaction, Syncope vasovagal

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

UNK
HPV4

UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Unknown
Intramuscular



10 JUN 2008 06:27Report run on: Page 4348
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Jul-2007

Vaccine Date
10-Jul-2007
Onset Date

0
Days

14-Sep-2007
Status Date

CA
State

WAES0708USA00509
Mfr Report Id

Information has been received from a registered nurse, via a company representative, concerning an adolescent ("less than 18 years of ago") female patient,
who on approximately 10-JUL-2007 ("about 3 weeks ago"), was vaccinated IM with a dose of Gardasil (Lot # not provided). Concomitant therapy may have
included an additional vaccination (therapy unspecified). On approximately 10-JUL-2007, almost immediately after receiving the vaccination, the patient had a
vasovagal response and developed a local reaction involving redness. At the time of this report, the outcome of the event was unknown. The nurse reported
that 4-5 additional adolescent female patients also experienced a vasovagal response after vaccination with Gardasil (Lot # not provided) (WAES
#0708USA00204, 0708USA00508, 0708USA00510, 0708USA00511, and 0708USA00512). Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289901-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Immediate post-injection reaction, Local reaction, Syncope vasovagal

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

UNK
HPV4

UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Unknown
Intramuscular



10 JUN 2008 06:27Report run on: Page 4349
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Jul-2007

Vaccine Date
10-Jul-2007
Onset Date

0
Days

13-Sep-2007
Status Date

CA
State

WAES0708USA00510
Mfr Report Id

Information has been received from a registered nurse, via a company representative, concerning an adolescent ("less than 10 years of age") female patient,
who on approximately 10-JUL-2007 ("about 3 weeks ago"), was vaccinated IM with a dose of Gardasil (Lot # not provided). Concomitant therapy may have
included an additional vaccination (therapy unspecified). On approximately 10-JUL-2007, almost immediately after receiving the vaccination, the patient had a
vasovagal response and developed a local reaction involving redness. At the time of this report, the outcome of the event was unknown. The nurse reported
that 4-5 additional adolescent female patients also experienced a vasovagal response after vaccination with Gardasil (Lot # not provided) (WAES
#0708USA00204, 0708USA00508, 0708USA00509, 0708USA00511, and 0708USA00512). Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289902-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Local reaction, Syncope vasovagal

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

UNK
HPV4

UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Unknown
Intramuscular



10 JUN 2008 06:27Report run on: Page 4350
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Jul-2007

Vaccine Date
10-Jul-2007
Onset Date

0
Days

13-Sep-2007
Status Date

CA
State

WAES0708USA00511
Mfr Report Id

Information has been received a registered nurse, via a company representative, concerning an adolescent ("less than 18 years of age") female patient, who
on approximately 10-JUL-2007 ("about 3 weeks ago") was vaccinated IM with a dose of Gardasil (Lot # not provided). Concomitant therapy may have included
an additional vaccination (therapy unspecified). On approximately 10-JUL-2007, almost immediately after receiving the vaccination, the patient had a vasovagal
response and developed a local reaction involving redness. At the time of this report, the outcome of the event was unknown. The nurse reported that 4-5
additional adolescent female patients also experienced a vasovagal response after vaccination with Gardasil (Lot # not provided) (WAES #0708USA00204,
0708USA00508, 0708USA00509, 0708USA00510, and 0708USA00512). Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289903-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Local reaction, Syncope vasovagal

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

UNK
HPV4

UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Unknown
Intramuscular



10 JUN 2008 06:27Report run on: Page 4351
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Jul-2007

Vaccine Date
10-Jul-2007
Onset Date

0
Days

13-Sep-2007
Status Date

CA
State

WAES0708USA00512
Mfr Report Id

Information has been received from a registered nurse, via a company representative, concerning an adolescent ("less than 18 years of age") female patient,
who on approximately 10-JUL-2007 ("about 3 weeks ago"), was vaccinated IM with a dose of Gardasil (Lot # not provided). Concomitant therapy may have
included an additional vaccination (therapy unspecified). On approximately 10-JUL-2007, almost immediately after receiving the vaccination, the patient had a
vasovagal response and developed a local reaction involving redness. At the time of this report, the outcome of the event was unknown. The nurse reported
that 4-5 additional adolescent female patients also experienced vasovagal response after vaccination with Gardasil (Lot # not provided) (WAES
#0708USA00204, 0708USA00508, 0708USA00509, 0708USA00510, and 0708USA00511). Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289904-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Local reaction, Syncope vasovagal

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

UNK
HPV4

UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Unknown
Intramuscular



10 JUN 2008 06:27Report run on: Page 4352
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
25-Jul-2007

Vaccine Date
25-Jul-2007
Onset Date

0
Days

13-Sep-2007
Status Date

MA
State

WAES0708USA00542
Mfr Report Id

Information has been received from a physician concerning a patient (age and gender unknown), who on an unspecified date, was vaccinated with a dose of
Gardasil. On 25-JUL-2007 the patient fainted. At the time of the report, the patient's outcome was unknown. No product quality complaint was involved.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289905-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4353
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Jul-2007

Vaccine Date
20-Jul-2007
Onset Date

0
Days

11-Sep-2007
Status Date

VA
State

WAES0708USA00649
Mfr Report Id

Information has been received from a registered nurse concerning a 5 year old female who on 20-JUL-2007 was vaccinated with a dose of Gardasil.
Unspecified medical attention was sought. No adverse event was reported. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
5.0

289906-1

28-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Incorrect dose administered, No adverse effect

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4354
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Jul-2007

Vaccine Date
17-Jul-2007
Onset Date

0
Days

13-Sep-2007
Status Date

--
State

WAES0707USA05077
Mfr Report Id

Information has been received from a certified nurse midwife (CNM), concerning an 18 year old female patient, with hypersensitivity to aspirin that involved
abdominal distress, who on 17-JUL-2007 was vaccinated IM in the left arm, with a dose of Gardasil (Lot #656372/0243U). Concomitant therapy included
hormonal contraceptives (manufacturer unspecified. Within a couple of hours after the vaccination, she experienced pain and soreness of her left arm, though
she had no difficulty with movement of the arm. She also stated that she felt feverish, and reported her temperature was 99.2F. At the time of this report, the
patient had not recovered. The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:

Drug hypersensitivityPrex Illness:

temperature measurement 07/17/07 99.2 degr
Abdominal distress

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

289907-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pain in extremity, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0243U Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4355
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Jul-2007

Vaccine Date
30-Jul-2007
Onset Date

0
Days

13-Sep-2007
Status Date

PA
State

WAES0707USA05085
Mfr Report Id

Information has been received from a healthcare professional (HCP), concerning a female patient (age unspecified) with no known drug allergies, who on 30-
JUL-2007 was vaccinated IM, with a dose, 0.5ml, of Gardasil (Lot #658490/0802U). There was no concomitant medication. On 30-JUL-2007, following the
vaccination, the patient fainted (time duration to onset not specified), but did not have any other symptoms. She recovered on the same day. The patient sought
unspecified medical attention. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289908-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0802U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4356
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Jul-2007

Vaccine Date
28-Jul-2007
Onset Date

2
Days

13-Sep-2007
Status Date

IN
State

WAES0707USA05093
Mfr Report Id

Information has been received from a registered nurse, concerning a 24 year old female patient with no known drug allergies, who on 26-JUL-2007 was
vaccinated IM, with the first dose, 0.5ml, of Gardasil (Lot #658222/0927U). There was no concomitant medication. On 28-JUL-2007, two days after the
vaccination, the patient developed itchiness and a rash on the palms of both hands. At the time of this report, the patient had not recovered. The patient sought
unspecified medical attention. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

289909-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus, Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0927U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4357
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Jun-2007
Vaccine Date

15-Jun-2007
Onset Date

0
Days

13-Sep-2007
Status Date

SC
State

WAES0707USA05117
Mfr Report Id

Information has been received from a registered nurse concerning a her 16 year old daughter who "sometime in mid-June" was vaccinated subcutaneously in
the back of the arm with a first dose of Gardasil. On the same day after vaccination, a PAP smear was performed and was positive for chlamydia for which the
patient was treated with Zithromax. On approximately 06-JUL-2007, the patient developed a boil/ carbuncle on the right side of her shaved pubic area at the
hair growth line, about 3 inches wide. It was described as a "red, hard, angry looking boil." The patient's mother stated that she learned about the boil at a later
date and said her daughter was squeezing the boil which had pus underneath. The patient's mother cleaned the boil with hydrogen peroxide and over the
counter antibiotic ointment cream. On 23-JUL-2007, the patient was seen by her pediatric physician and the pus-filled boil was drained and had a yellowish
discharge. A wound culture of the boil was obtained and was identified as an MRSA infection. The patient was treated with Septra 1 BID for 10 days. The
patient's mother stated that it looked like another boil was underneath the original one. Subsequently, the patient's mother noticed a fire ant or spider bite on
the patient's left leg, which was swollen like cellulitis. The patient's mother treated her with over the counter antibiotic and 4 x 4 gauze placed on top. The
patient's mother did not think that these infections were related to the vaccine. At the time of this report, the patient was recovering. No product quality
complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

cervical smear 06/15?/07 - positive for chlamydia
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

289910-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthropod bite, Carbuncle, Cellulitis, Erythema, Furuncle, Incorrect route of drug administration, Staphylococcal infection

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Subcutaneously



10 JUN 2008 06:27Report run on: Page 4358
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Sep-2007
Status Date

LA
State

WAES0708USA00001
Mfr Report Id

Information has been received from a registered nurse concerning an approximately 18 year old female who was vaccinated in her thigh, with a second dose of
Gardasil. Three to four weeks post vaccination the patient developed a "quarter size" raised and tender area in the vicinity of the injection site. Unspecified
medical attention as sought. On an unspecified date, the patient recovered. Additional information has been requested. This is one of two reports from the
same source.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

289911-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Incorrect route of drug administration, Injection site pain, Injection site swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4359
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Jul-2007

Vaccine Date
Unknown

Onset Date Days
13-Sep-2007
Status Date

IN
State

WAES0708USA00003
Mfr Report Id

Information has been received from a licensed practical nurse concerning a 15 year old female, with no pertinent medical history, who on 26-JUL-2007 was
vaccinated IM in the right deltoid with a second dose of Gardasil. There was no concomitant medication. Several hours after receiving the vaccination, the
patient experienced red, raised and itchy rash. The patient sought medical attention. At the time of the report, the outcome was unknown. It was reported that it
may be possible that the patient developed a rash after the initial vaccination but can bot be confirmed. The patient's mother recalled the patient had a very
mild rash around the time of the first vaccination but could not be certain of the arm or the time frame. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

289912-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash erythematous, Rash pruritic

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4360
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Sep-2007
Status Date

LA
State

WAES0708USA00005
Mfr Report Id

Information has been received from a registered nurse concerning an 18 or 19 year old female with sulfonamide allergy who on an unspecified date recently
was vaccinated with a first dose of Gardasil (lot # 657868/0523U) deltoid. On an unspecified date 3 to 4 weeks post first dose the patient developed a quarter-
size raised and tender area in the vicinity of the injection site after vaccination. Medical attention was sought. At the time of reporting the patient had not
recovered. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Sulfonamide allergyPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

289913-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Injection site swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0523U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4361
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Sep-2007
Status Date

IN
State

WAES0708USA00011
Mfr Report Id

Information has been received from a physician concerning a female (age not reported) who on an unspecified date was vaccinated with a first dose of
Gardasil. On an unspecified date the patient was vaccinated with a second dose of Gardasil (lot # unknown) injection. After receiving the second dose the
patient developed a rash at the injection site. Medical attention was sought. At the time of reporting it is unknown if the patient had recovered. No further
adverse event information was given. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

289914-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site rash

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4362
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jul-2007

Vaccine Date
18-Jul-2007
Onset Date

0
Days

13-Sep-2007
Status Date

TN
State

WAES0708USA00030
Mfr Report Id

Information has been received from a 21 year old female licensed practical nurse who on 18-JUL-2007 was vaccinated with Gardasil (lot# unknown). On 18-
JUL-2007 she developed dry spots and itching around injection site after receiving the Gardasil. Medical attention was not sought. On 23-JUL-2007 she
recovered. No other information was reported. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

289915-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site dryness, Injection site pruritus

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0525U Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4363
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Jun-2007
Vaccine Date

04-Jun-2007
Onset Date

0
Days

13-Sep-2007
Status Date

OH
State

WAES0708USA00031
Mfr Report Id

Information has been received from a physician concerning a 16 year old female with no pertinent medical history who on 04-JUN-2007 was vaccinated
intramuscularly with a 0.5 ml first dose of Gardasil. Concomitant therapy included Ortho-Tri-Cyclen and Zyrtec. On 04-JUN-2007 the patient developed an
injection site reaction. The physician reported that the injection site was "a 2 centimeter tall and a 2-3 centimeters wide area that was bruised, swollen, and
tender to the touch and looked like the pointy end of an egg". There were no laboratory or diagnostic tests performed. No medical attention was sought. On
approximately 04-JUN-2007 the patient recovered from the reaction. Additional information has been requested.

Symptom Text:

ZYRTEC, ORTHO-TRI-CYCLENOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

289916-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site bruising, Injection site pain, Injection site reaction, Injection site swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0523U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4364
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Jun-2007
Vaccine Date

15-Jun-2007
Onset Date

0
Days

13-Sep-2007
Status Date

--
State

WAES0708USA00033
Mfr Report Id

Information has been received from a physician's assistant concerning a 15 year old female who on an unspecified date was vaccinated with a first dose of
Gardasil (lot # unknown). On 15-JUN-2007 the patient was vaccinated with a second dose of Gardasil (lot # unknown) injection. On 15-JUN-2007 the patient
experienced syncope one hour after the second dose. Subsequently, the patient recovered from syncope. Medical attention was sought. On an unspecified
date the patient recovered. No additional information was provided. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

289917-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4365
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jun-2007
Vaccine Date

20-Jun-2007
Onset Date

2
Days

13-Sep-2007
Status Date

NY
State

WAES0708USA00037
Mfr Report Id

Information has been received from a registered nurse concerning a 26 year old female with no pertinent medical history who on 17-APR-2007 was vaccinated
intramuscularly in the right arm with a pre-filled syringe of Gardasil (655503/0012U). On 18-JUN-2007  the patient was vaccinated with a second dose of
Gardasil (Lot #657737/0522U). On approximately, 20-JUN-2007 the patient developed a "small lump bump" on the right arm at the injection site. The patient
reported that it was "achy similar to a bruise". It was described as a small moveable bump under the skin at the injection site. There were no laboratory or
diagnostic tests performed. Unspecified medical attention was sought. At the time of the report the patient was recovering. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

289918-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site bruising, Injection site mass, Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0522U 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4366
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Jul-2007

Vaccine Date
16-Jul-2007
Onset Date

0
Days

13-Sep-2007
Status Date

MA
State

WAES0708USA00069
Mfr Report Id

Information has been received from a registered nurse concerning a 24 year old female with a history of asthma who on 16-JUL-2007 was vaccinated with the
first dose of Gardasil (lot #654272/0319U), 0.5ml, IM. Concomitant medication was reported as none. On 16-JUL-2007 within five minutes of receiving the dose
of Gardasil, the patient experienced lightheadness while she was still at the physician's office. It was reported that the patient did not faint and she recovered
after a few minutes. On 30-JUL-2007, the patient called to report that she experienced pain in arm that the vaccine was administered and that she can not raise
her arm. The patient's pain in the arm that vaccine was administered and can not raise arm persisted. No product quality complaint was reported. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

289919-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Immediate post-injection reaction, Injected limb mobility decreased, Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Aug-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0319U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4367
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Mar-2007
Vaccine Date

07-Mar-2007
Onset Date

0
Days

07-Sep-2007
Status Date

--
State

WAES0705USA05076
Mfr Report Id

Information has been received from an agency concerning a 20 year old female with a tetracycline allergy and a history of dry skin who on 07-MAR-2007 was
vaccinated intramuscular into the left arm with a dose of Gardasil (Lot # 656049/0187U). Concomitant therapy included ethinyl estradiol/ethynodiol diacetate
(DEMULEN), telithromycin (KETEK) and dextromethorphan hydrobromide (+) guaifenesin (+) phenylpropanolamine hydrochloride (AQUATAB C). on 07-MAR-
2007, within 1 hour of receiving the vaccination, the patient developed whole body hives, diffuse urticaria, itching and her chest felt heavy. A physical exam was
performed and was within normal limits with the exception of confluent hives on arms. No laboratory diagnostic studies were performed. The patient responded
to injected diphenhydramine hydrochloride (BENADRYL) and methylprednisolone acetate (DEPONMEDROL). At the time of this report, the outcome was
unknown. Whole body hives, diffuse urticaria and chest felt heavy were considered to be immediately life-threatening. The original reporting source was not
indicated.   A standard lot check investigation was performed. All in-process quality checks for the lot number in question were satisfactory. In addition, an
expanded lot check investigations was performed. The testing performed on the batch prior to release met all release specifications. The lot met the
requirements of the Center for Biologics Evaluation and Research and was released. No further information is available.

Symptom Text:

Aquatab C, Demulen, KetekOther Meds:
Lab Data:
History:

Allergic reaction to antibioticsPrex Illness:

None
Dry skin

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

289936-1 (S)

07-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chest discomfort, Pruritus, Urticaria

 ER VISIT, LIFE THREATENING, SERIOUS

Other Vaccine
06-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0187U Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4368
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-May-2007
Vaccine Date

18-May-2007
Onset Date

0
Days

07-Sep-2007
Status Date

--
State

WAES0708USA04041
Mfr Report Id

Information has been received from a registered nurse concerning a 23 year old female with asthma who on 12-MAR-2007 was vaccinated with a first dose of
Gardasil. On 18-MAY-2007, the patient was vaccinated with a second dose of Gardasil. Concomitant therapy included hormonal contraceptives (unspecified).
The nurse reported that the patient was given the second dose of Gardasil when she was possibly pregnant. Date of LMP was 06-MAY-2007. On 04-JUN-2007,
a pregnancy test was positive. Subsequently, a small amount of bleeding was noted. On 30-JUL-2007, an ultrasound was performed (results not reported). At
the time of the report on 21-AUG-2007, the patient was still pregnant. The patient's bleeding was considered an other important medical event by the registered
nurse. Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP=5/6/2007) AsthmaPrex Illness:

ultrasound 07/30/07, beta-human chorionic 06/0407 positive

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

289939-1

07-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Haemorrhage

 ER VISIT, NOT SERIOUS

Other Vaccine
06-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4369
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Dec-2006
Vaccine Date

08-Dec-2006
Onset Date

1
Days

07-Sep-2007
Status Date

--
State

WAES0612USA01370
Mfr Report Id

Information has been received from a nurse practitioner through a Merck pregnancy registry regarding a 16 year old female who on 07-DEC-2006 was
vaccinated IM with the first dose of Gardasil (Lot# not reported). On 08-DEC-2006 the patient had a positive pregnancy test result (test not specified).
Unspecified medical attention was sought. At the time of this report no symptoms were reported and the outcome of the event was unknown. Follow up
information was received from the nurse practitioner which stated that on an unspecified date the patient experienced a miscarriage at 13 weeks. Upon internal
medical review the spontaneous abortion was considered to be an other important medical event. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = Unknown)Prex Illness:

beta-human chorionic 12/08/06 - positive

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

289940-1

07-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Abortion spontaneous complete, Drug exposure during pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
06-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4370
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Aug-2007
Vaccine Date

Unknown
Onset Date Days

07-Sep-2007
Status Date

--
State

WAES0708USA05255
Mfr Report Id

Information has been received from a physician concerning a 16 year old female with penicillin allergy who on 14-AUG-2007 was vaccinated intramuscularly
(IM) with the first dose of Gardasil (Lot #654702/0011U). Subsequently, the patient experienced peeling of the skin on the palms of both hands and the soles of
both feet. The physician felt that this incident had caused a significant disability because it was very painful for the patient to walk with the skin on the soles of
her feet peeling off. As of 28-AUG-2007, the patient had not recovered from the peeling of the skin on the palms of both hands and the soles of both feet.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Penicillin allergyPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

289947-1 (S)

07-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Skin exfoliation

 PERMANENT DISABILITY, SERIOUS

Other Vaccine
06-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0011U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4371
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Jul-2007

Vaccine Date
20-Jul-2007
Onset Date

0
Days

07-Sep-2007
Status Date

--
State

WAES0708USA04640
Mfr Report Id

Information has been received from a healthcare worker concerning a 14 year old female with a history of ankle surgery (May 2006) who on 20-JUL-2007 was
vaccinated with the first dose of Gardasil (lot #656051/0244U). On 20-JUL-2007 the patient felt fine before and during the administration of Gardasil, but within
5 minutes of receiving it she experienced seizure-like activity and diaphoresis. The healthcare worker indicated that the patient felt lightheaded and blacked out
and then experienced muscle spasms for 2-3 minutes. The patient was shaky initially but recovered completely the same day. Her blood pressure after
receiving Gardasil was 94/60 and later that day it was 108/72. Upon internal review, seizure-like activity was determined to be an other important medical event.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Ankle operation

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

289948-1

07-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Dizziness, Hyperhidrosis, Loss of consciousness, Muscle spasms, Tremor

 ER VISIT, NOT SERIOUS

Other Vaccine
06-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0244U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4372
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Aug-2007
Vaccine Date

29-Aug-2007
Onset Date

1
Days

11-Sep-2007
Status Date

WA
State Mfr Report Id

Fever -99 2 day after shot 5x6 cm area induration warm red tender with surrounding erythema whole deltoidSymptom Text:

AdvilOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

289963-1

11-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site induration, Injection site pain, Injection site warmth, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
06-Sep-2007

Received Date

Prex Vax Illns:

VARCEL
TDAP

HPV4

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

0642U
AC52B0BAA

0524U

Left arm
Left arm

Right arm

Subcutaneously
Intramuscular

Intramuscular



10 JUN 2008 06:27Report run on: Page 4373
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Aug-2007
Vaccine Date

30-Aug-2007
Onset Date

1
Days

11-Sep-2007
Status Date

TX
State Mfr Report Id

Pt presents with red, warm to touch site on LA approx. 25 mm in diameter.Symptom Text:

noneOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

289969-1

11-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site warmth

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
06-Sep-2007

Received Date

Prex Vax Illns:

VARCEL
TDAP

MNQ
HEPA

HPV4

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
SANOFI PASTEUR
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

0854U
AC52B015A

U2171AA
AHAVB175AA

01872U

1
0

0
0

0

Left arm
Left arm

Right arm
Left arm

Right arm

Subcutaneously
Intramuscular

Intramuscular
Intramuscular

Intramuscular



10 JUN 2008 06:27Report run on: Page 4374
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Aug-2007
Vaccine Date

29-Aug-2007
Onset Date

0
Days

11-Sep-2007
Status Date

PA
State Mfr Report Id

Patient received PPD test 1st on left arm; received Gardasil - rt. arm # :30 PM - 8-29-07. Almost passed out immed. upon injection. Body went limp, pale,
clammy skin, jerked for a second. Came to very quickly. Rested with feet elevated - cool compress to forehead. BP 100/56 and 94/56. Rested approx. 20 min.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

289973-1

12-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cold compress therapy, Cold sweat, Dyskinesia, Hypotonia, Pallor, Presyncope, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
06-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1061U 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4375
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Aug-2007
Vaccine Date

23-Aug-2007
Onset Date

0
Days

11-Sep-2007
Status Date

OH
State Mfr Report Id

Multiple phone calls made after occurrence without response.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

289974-1

12-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Unevaluable event

 ER VISIT, NOT SERIOUS

Other Vaccine
06-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0469U 2 Right arm Unknown



10 JUN 2008 06:27Report run on: Page 4376
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Aug-2007
Vaccine Date

28-Aug-2007
Onset Date

1
Days

11-Sep-2007
Status Date

IA
State Mfr Report Id

Varivax given in (L) upper arm on 8/27/07. 14.5cm x 9cm area of erythema with 4.5x2cm raised red, blistery area central to area of erythema.Symptom Text:

SeasonaleOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

289976-1

12-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blister, Erythema

 ER VISIT, NOT SERIOUS

Other Vaccine
06-Sep-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
MNQ

MERCK & CO. INC.
MERCK & CO. INC.
SANOFI PASTEUR

1008U
1060U
U2383BA

1
0
0

Left arm
Right arm
Left arm

Subcutaneously
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4377
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Aug-2007
Vaccine Date

21-Aug-2007
Onset Date

0
Days

11-Sep-2007
Status Date

MN
State Mfr Report Id

red, itchy rash started on face, gradually spread to arms and chest.Symptom Text:

Alesse OCP Zyrtec Centrum MVOther Meds:
Lab Data:
History:

NonePrex Illness:

None
Pharyngitis

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

289982-1

12-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Rash pruritic

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
06-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0530U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4378
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Aug-2007
Vaccine Date

29-Aug-2007
Onset Date

2
Days

11-Sep-2007
Status Date

MA
State Mfr Report Id

pt rec'd 2 days after injection of Menactra and Gardasil c/o increased redness, swelling and area warm to touch. S/B Dr-dx with localized reaction-Benadryl and
ice compresses c/o return in AM.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Asthma, allergic rhinitis

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

289985-1

12-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site swelling, Injection site warmth, Local reaction

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
06-Sep-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2277AA
0187U

0
0

Left arm
Left arm

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 4379
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Aug-2007
Vaccine Date

Unknown
Onset Date Days

11-Sep-2007
Status Date

MI
State Mfr Report Id

Localized erythema, swelling, tenderness from left deltoid to elbow. Ice, Benadryl 25mg TID, Motrin prn.Symptom Text:

Other Meds:
Lab Data:
History:

NoPrex Illness:

None
No

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

289993-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Swelling, Tenderness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
06-Sep-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2339AA
0428U

Right arm
Right arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4380
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Sep-2007
Vaccine Date

05-Sep-2007
Onset Date

1
Days

11-Sep-2007
Status Date

PA
State Mfr Report Id

(R) arm red, swollen, hot to touch. Bruised, and blisteredSymptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

289996-1

12-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blister, Contusion, Erythema, Skin warm, Swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
06-Sep-2007

Received Date

Prex Vax Illns:

VARCEL
MNQ
HEPA

HPV4
TDAP

MERCK & CO. INC.
SANOFI PASTEUR
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

1018U
U2138AA
AHAVB186CA

1060U
AC52B021CB

1
0
0

0
0

Right arm
Left arm

Right arm

Left arm
Left arm

Unknown
Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 4381
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Sep-2007
Vaccine Date

04-Sep-2007
Onset Date

0
Days

11-Sep-2007
Status Date

MO
State Mfr Report Id

One hour after IM injection, pt with c/o weak legs, headache, nausea. Pt ate lunch and symptoms improved.Symptom Text:

N/AOther Meds:
Lab Data:
History:

N/APrex Illness:

N/A
Allergy = codeine

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

290000-1

12-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Muscular weakness, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
06-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1061U 2 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4382
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Aug-2007
Vaccine Date

31-Aug-2007
Onset Date

1
Days

11-Sep-2007
Status Date

FL
State Mfr Report Id

Numbness of (L) chest wall, (L) axillary area. No local reaction at injection site (L) deltoid.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

N/A
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

290002-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia

 NO CONDITIONS, NOT SERIOUS

Related reports:   290002-2

Other Vaccine
06-Sep-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

42394BA
1060U

0
0

Right arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4383
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Aug-2007
Vaccine Date

31-Aug-2007
Onset Date

1
Days

12-Sep-2007
Status Date

--
State

WAES0709USA00040
Mfr Report Id

Information has been received from a nurse practitioner concerning a female who on 30-AUG-2007 was vaccinated IM in the left arm with Gardasil (lot #
658556/1060U). That same day she was also vaccinated with MENACTRA in her other (right) arm. On 31-AUG-2007 the patient woke up and her left arm and
left chest wall axilla area were numb. No problems were reported at the Gardasil injection site. As of 31-AUG-2007 she had not recovered. The nurse
practitioner considered the events to be "minimal" disabilities. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

290002-2 (S)

18-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia

 PERMANENT DISABILITY, SERIOUS

Related reports:   290002-1

Other Vaccine
11-Sep-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
1060U

Right arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4384
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Aug-2007
Vaccine Date

24-Aug-2007
Onset Date

1
Days

11-Sep-2007
Status Date

MA
State Mfr Report Id

The next morning after the vaccine, patient woke up with hives mostly on her trunk ,back and legs and was itchy all over.She had these symptoms until 2days
ago.They did not worsen but did persist.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

290006-1

11-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus generalised, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
06-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4385
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Aug-2007
Vaccine Date

09-Aug-2007
Onset Date

0
Days

07-Sep-2007
Status Date

FL
State Mfr Report Id

Patient came to office for 3rd Gardasil Vaccine.  The vaccine was not due until 10/19/2007.  Vaccine was given 2 months early.  Manufacture contacted and
they stated that there should be no adverse reaction. Merck recommended giving regular due dose in 2 months.

Symptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

290023-1

07-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
06-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0181U 2 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4386
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Aug-2007
Vaccine Date

29-Aug-2007
Onset Date

0
Days

07-Sep-2007
Status Date

OR
State Mfr Report Id

Child received her second Gardasil vaccine at around nine in the morning.  By 6pm she had an itchy rash all over and by the next day the rash had intensified
(darker red) in the original spots (trunk and face and neck) and was spreading to extremities.  Benadryl helped somewhat by mouth as did topical pramoxine.
Rash was deeply erythematous macules, 5-7 mm diam widely spaced on extremities (3 cm apart) to closely spaced and confluent on neck and trunk.  Face
involved as well.  No respiratory distress.

Symptom Text:

Amoxicillin for throat s/p tonsillectomy - given by ENT and was on day 8/10.  Continued amox with no change in rashOther Meds:
Lab Data:
History:

see 17Prex Illness:

None
History of allergic rhinitis and conjunctivitis.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

290025-1

07-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Rash, Rash generalised, Rash macular, Rash pruritic

 ER VISIT, NOT SERIOUS

Other Vaccine
06-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1061U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4387
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Aug-2007
Vaccine Date

31-Aug-2007
Onset Date

1
Days

11-Sep-2007
Status Date

TX
State Mfr Report Id

Numbness, tingling of both hands, fingertips although worse on the right side where one of the vaccines was administered.  Also with fever to 99, myalgias
beginning the day after.

Symptom Text:

Other Meds:
Lab Data:
History:

nonePrex Illness:

seen 9/6/2007 in the office with nonfocal neurologic exam, normal reflexes.
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

290036-1

11-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Myalgia, Paraesthesia, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
07-Sep-2007

Received Date

Prex Vax Illns:

HPV4
HEP

MERCK & CO. INC.
MERCK & CO. INC.

0263U
0672R

0
0

Right arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4388
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Sep-2007
Status Date

NH
State Mfr Report Id

pt felt faint and passed out immediately after injection, approx 5 sec. 10:15 am BP 117/65 P: 59 O2 Sat 100% 10:16 BP 102/58 P: 74 O2 Sat 100:-Juice given
once 10:20 BP 108/68 P: 70 O2 Sat 1005-pt allowed to sit up 10:25 BP 103/68 P: 80 O2 Sat 100% 10:30 BP 96/66 P: 72 O2 Sat 100%

Symptom Text:

CymbaltaOther Meds:
Lab Data:
History:

NonePrex Illness:

BP wnl O2 Sat wnl (100%) Pulse WNL
Depression/Anxiety

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

290077-1

12-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Immediate post-injection reaction, Loss of consciousness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
06-Sep-2007

Received Date

Faint~HPV (Gardasil)~1~19~In PatientPrex Vax Illns:

HPV4 MERCK & CO. INC. 0929U 1 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 4389
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Jun-2007
Vaccine Date

15-Jun-2007
Onset Date

0
Days

10-Sep-2007
Status Date

FL
State

WAES0708USA02241
Mfr Report Id

Information has been received from a physician concerning a 16 year old female with no pertinent medical history and drug reactions/allergies who on 15-JUN-
2007 was vaccinated with Gardasil (lot# 657617/0384U) "single dose" in the left arm IM. There was no concomitant medication. The patient is currently
pregnant. The date of the last menstrual period was in "early June 2007". Medical attention was sought. On an unspecified date the patient had a urine beta-
human chorionic gonadotropin test performed and the results were positive. No symptoms have been reported. No further information was available. The
estimated date of delivery is 07-MAR-2008. Follow-up information was received from the physician via telephone. The physician reported that the patient was
going to be terminating her pregnancy. No further information was provided. Follow up information was received from a registered nurse via telephone. The
patient was a white female who was seen in the office on 15-JUN-2007 at which time she was menstruating. The patient reported that she was not sexually
active. The patient was vaccinated with Gardasil. On 10-AUG-2007 the patient returned to the office at which time she reported that she had become sexually
active. A urine beta-human chorionic gonadotropin test sample was taken which was positive for pregnancy. The patient did not receive the vaccination. On 24-
AUG-2007 a telephone call was placed to the patient and the physician's office was told that the pregnancy had been terminated electively. The patient was
reported to be doing well. The nurse reported that the series of vaccinations will be continued when the patient returns to the office. Upon internal review
elective abortion is considered to be an other important medical event. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 6/1/2007)Prex Illness:

urine beta-human 08/10/07 - positive

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

290108-1

10-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion induced, Drug exposure during pregnancy, Pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
07-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0384U Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4390
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Aug-2007
Vaccine Date

06-Aug-2007
Onset Date

0
Days

10-Sep-2007
Status Date

CT
State

WAES0708USA04948
Mfr Report Id

Information has been received from a physician concerning a 14 year old female with a history of seizure which the patient was put on medication for until the
seizures were under control and had been off the medication for one year, since approximately August 2006, and who on 06-AUG-2007 was vaccinated with
her first dose of the series with Gardasil, injection. On 16-AUG-2007 the patient experienced seizures and has had problems since, including tremors in her
hand. It was reported that as of 27-AUG-2007, the patient was recovering. Unspecified medical attention was sought by the patient. Patient Quality Complaints
(PQC) was not involved. Seizures and tremors in hand were considered disabling by the reporting physician. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Convulsion

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

290109-1 (S)

10-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Tremor

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Other Vaccine
07-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4391
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Aug-2007
Vaccine Date

Unknown
Onset Date Days

10-Sep-2007
Status Date

RI
State

WAES0708USA05504
Mfr Report Id

Information has been received from a registered nurse concerning a 22 year old female, who on 08-AUG-2007 was vaccinated with a first dose of Gardasil
(Lot# 658282/0929U). Concomitant therapy included Effexor. Subsequently, the patient experienced severe pain in her deltoid and she was unable to move her
arm. The patient was seen in the emergency room but she was not admitted to the hospital. At the time of the report the patient was recovering. No product
quality complaint was involved. The severe pain in her deltoid was considered to be disabling. Additional information has been requested.

Symptom Text:

EFFEXOROther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

290110-1 (S)

10-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injected limb mobility decreased, Pain in extremity

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Other Vaccine
07-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0929U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4392
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Aug-2007
Vaccine Date

13-Aug-2007
Onset Date

0
Days

10-Sep-2007
Status Date

AL
State

WAES0708USA05685
Mfr Report Id

Information has been received from a physician and a licensed practical nurse concerning a 13 year old female with no drug allergies and no medical history,
who on 06-OCT-2006 was vaccinated intramuscularly into the right deltoid with a 0.5mL first dose of Gardasil. On 13-AUG-2007 the patient was vaccinated with
a second dose of Gardasil. There was no concomitant medication. On 25-AUG-2007 the patient experienced pain that started in both arms, progressed to her
legs, and then to her whole body. On 26-AUG-2007 the patient went to the emergency room. She was treated with over the counter analgesics and released.
On 29-AUG-2007 she was seen at the office because the pain had not stopped. The patient had since been hospitalized, and the symptoms have continued to
the present. It was also reported by the nurse that the patient received the injection in her left arm and that the left arm was more painful then the right arm.
Laboratory diagnostics were performed but details were not available. At the time of the report the patient had not recovered. No product quality complaint was
involved. The reporting physician considered pain that started in both arms, progressed to her legs and her whole body as an other important medical event.
Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

290111-1 (S)

10-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, Pain, Pain in extremity

 ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, SERIOUS

Other Vaccine
07-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4393
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Aug-2007
Vaccine Date

14-Aug-2007
Onset Date

0
Days

12-Sep-2007
Status Date

IL
State Mfr Report Id

Intermittent pain (R) shoulder after 3rd HPV injection for less than 14 days. Continues at present time.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

MRI (R) shoulder - mild degree of rotator cuff tendinopathy.
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

290114-1

12-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Musculoskeletal pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
07-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 03886 2 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4394
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Sep-2007
Vaccine Date

05-Sep-2007
Onset Date

0
Days

12-Sep-2007
Status Date

NC
State Mfr Report Id

The patient returned 45 min. after injection c/o feeling shaky and increased heart rate. Episode lasted for one hour. Hx of allergy shots with no problem. O - BP
150/60 (pt's norm 110/70), P-120. Pt was shaking. No respiratory involvement. No rash. No treatment; observation only. Does not remember coming to health
services after shot.

Symptom Text:

Concerta; Ortho-tricyclenOther Meds:
Lab Data:
History:

NoPrex Illness:

EKG - normal
Sulfa, Vicodin, Seasonal allergies (dust, weeds)

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

290129-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Amnesia, Blood pressure increased, Heart rate increased, Tremor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
07-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0927U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4395
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Aug-2007
Vaccine Date

30-Aug-2007
Onset Date

0
Days

12-Sep-2007
Status Date

NY
State Mfr Report Id

patient had a Gardasil injection on 8/30/07 at 10:30 am, at 6:00 pm developed sinus headache. No other symptoms. 8/31/07 Headache resolved without
medication-9/6/07 headache took Tylenol with no relief went to sleep. Awoke on 9/7/07 with headache. No complaint of headache or any other symptoms
9/7/07. Pt has hx of headaches at intervals before Gardasil vaccine.

Symptom Text:

Trinessa (BCP)Other Meds:
Lab Data:
History:

NonePrex Illness:

Antibiotic

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

290130-1

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Sinus headache

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
07-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0469U 1 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4396
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Sep-2007
Vaccine Date

06-Sep-2007
Onset Date

0
Days

11-Sep-2007
Status Date

IL
State Mfr Report Id

Approximately 10 minutes following administration of Gardisil vaccine, pt became cyanotic, syncopal, and c/o dizziness.  Pulse rate was 50 initially then
increased to 100.  BP 122/90.  She then felt like her throat was closing off and was having some shortness of breath.  We administered oxygen, gave Benadryl
25mg IM, and patient did recover within 15 minutes.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

290133-1

11-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cyanosis, Dizziness, Dyspnoea, Syncope, Throat tightness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
07-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0927U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4397
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Sep-2007
Vaccine Date

07-Sep-2007
Onset Date

0
Days

11-Sep-2007
Status Date

IL
State Mfr Report Id

Passed out within 3 minutes of receiving injection. Hit her head on the wall as she passed out and fell to the floor . Ambulance called - refused transport to
hospital.  Mother stated she would take her to the ER.

Symptom Text:

Antibiotic for acneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None known

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

290142-1

11-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Fall, Head injury, Immediate post-injection reaction, Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
07-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0384U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4398
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Aug-2007
Vaccine Date

23-Aug-2007
Onset Date

1
Days

11-Sep-2007
Status Date

AZ
State Mfr Report Id

Per visit w/ Dr. 9-6-2007 - Pt complaint of dizzy/weak onset 2 weeks ago. Severity is moderate. The problem is unchanged. It occurs intermittently. The patient
describes it as an light-headed and spinning. Symptom is aggravated by getting out of bed, rapid rise, turning head to left and turning head to right. Reliving
factors included medication and tylenol. Pertinent negatives include chest pain, ear ache, fever, eharing loss, nausea, slurred speech and vision loss.
Additional information; pt had HPV vaccine 8/22/07. Started after she got the HPV vaccine. developed symptoms 1 day after it. Eating fine, drinks enough
fluids. No none allergies - positive for headaches and light headed / dizziness. Neuro exam normal

Symptom Text:

Other Meds:
Lab Data:
History:

None notedPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

290146-1

11-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Dizziness, Headache, Vertigo

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
07-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0802U 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4399
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Aug-2007
Vaccine Date

28-Aug-2007
Onset Date

1
Days

11-Sep-2007
Status Date

VT
State Mfr Report Id

Pt began to feel fatigue and anorexic the day after administration.  This became progressively worse and then developed chills and rash on day 4. On day 5
awoke with swollen face, temp 101.3 in office and erythematous rash on face and slight on left upper arm and upper chest. Was seen in the office at that point
and recommended to initiate Benadryl 50mg every 6 hrs for 48 hrs.  Her fever was gone the next day and the swelling and rash subsided within 2-3 days.

Symptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

290148-1

11-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anorexia, Chills, Fatigue, Pyrexia, Rash erythematous, Swelling face

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
07-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1061U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4400
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Sep-2007
Vaccine Date

06-Sep-2007
Onset Date

1
Days

11-Sep-2007
Status Date

CA
State Mfr Report Id

PT DEVELOPED A 3 INCH  ACROSS WELT REDDNESS WITH 2 BLISTERS. ON LEFT OUTER ASPECT OF ARM WHERE CHICKEN POX WAS GIVEN ICE
PACK RECOMMEND AND HYDORCORTISONE.

Symptom Text:

Other Meds:
Lab Data:
History:

NONEPrex Illness:

N/A
NKA

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

290149-1

11-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blister, Erythema, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
07-Sep-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
HEPA

MERCK & CO. INC.
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

0782U
0243U
AHAVB175AA

1
2
1

Left arm
Right leg
Left arm

Subcutaneously
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4401
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Aug-2007
Vaccine Date

30-Aug-2007
Onset Date

0
Days

11-Sep-2007
Status Date

MN
State Mfr Report Id

Vaccinated on 09/30/07 at 2:30 pm in left upper arm.  Began experiencing extreme burning in left hand at 6:30 pm and extreme pain on touch.  Ice was applied
but did not ease symptoms.  Hand started tightening and spasming.  Unable to relax hand and unable to grip.  This was followed by headache, dizziness, chills
and nausea.  Called and spoke to nurse in ER. Admitted to emergency room at 9:00 pm and was given morphine and cortisol IV.  Began hyperventillating.
Zanax given orally. Left arm went numb from the shoulder to the wrist.  Also began experiencing burning in the left foot along with pain to touch.  Outer ears
started hurting.  Extreme itchiness over whole body.  Given benedryl IV.  Was sent home at 10:30 pm.  Told to follow up with own doctor in am.  Was still
experiencing burning, pain, numbness and itchiness which continued for 3 days.

Symptom Text:

Wellbutrin XL 150 mgs bid Wellbutrin 75 mg in am Minocycline 100 mgs bid    Lexapro 20 mgs in am     Trazadone 50 mgs HSOther Meds:
Lab Data:
History:

NonePrex Illness:

None
Depression

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

290151-1

11-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Burning sensation, Chills, Dizziness, Headache, Hyperventilation, Hypoaesthesia, Muscle spasms, Nausea, Pain, Pruritus

 ER VISIT, NOT SERIOUS

Other Vaccine
07-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. UNKNOWN 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4402
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Jul-2007

Vaccine Date
05-Jul-2007
Onset Date

0
Days

11-Sep-2007
Status Date

OH
State Mfr Report Id

Patient was given vaccine while seated in venipuncture chair by medical assistant who then stepped away from patient for a minute.  A thump was heard, pt
was found slumped in corner of room next to chair - was unresponsive to voice.  Laid out onto floor & legs elevated.  Had strong pulse at radial artery of 60.
Pupils were dilated.  After a minute or two, patient was noted to have twitching of lips; limbs were flaccid.  Intermittently followed commands; then seemed to
hyperventilate and did not respond to commands anymore.  Rescue squad was called & arrived within 10 minutes of onset of symptoms.  Pt was taken to ER;
ER staff thought symptoms were psychiatric.  Pt says she does not recall anything up til point she was in ER.

Symptom Text:

NuvaringOther Meds:
Lab Data:
History:

Sick for 24 hrs with sore throat.  Sore throat, fever, ear pain and headache.  Exam showed exudative pharyngitis/tonsillitis.  TPrex Illness:

allergic rhinitis; questionable seizure in early childhood; Detrol caused headache - not sure why it was given - old records not available

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

290154-1

11-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hyperventilation, Hypotonia, Muscle twitching, Mydriasis, Unresponsive to stimuli

 ER VISIT, NOT SERIOUS

Other Vaccine
08-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0525U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4403
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Sep-2007
Vaccine Date

07-Sep-2007
Onset Date

0
Days

19-Sep-2007
Status Date

PA
State Mfr Report Id

Pt received HepA and HPV vaccines at approx. 2pm on 9/7/07. pt developed hives at approx. 9pm the same day. No difficulty breathing/No fainting/No difficulty
swallowing. Benadryl given by parent.Home care provided by parent. No further course of treatment needed at this time.

Symptom Text:

Other Meds:
Lab Data:
History:

nonePrex Illness:

none
none known

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

290155-2

25-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 NO CONDITIONS, NOT SERIOUS

Related reports:   290155-1

Other Vaccine
12-Sep-2007

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

1061U
AHAVB186BA

0
0

Right arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4404
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Aug-2007
Vaccine Date

29-Aug-2007
Onset Date

0
Days

11-Sep-2007
Status Date

VA
State

WAES0708USA05659
Mfr Report Id

Information has been received from a physician concerning a 13 year old female with a history of atrial septal defect repair who on 29-AUG-2007 was
vaccinated IM with a first dose of Gardasil. On 29-AUG-2007 within 5 minutes post vaccination, the patient fainted. Subsequently, the patient recovered from
fainting. The patient then sat up, but then started "seizure like jerking motion". The patient was "kept in the office" for an additional 15 minutes to 20 minutes.
The patient then passed out again. The patient was admitted to the emergency room. At the time of the report, the patients status was unknown. Upon internal
review, "seizure like jerking motion" was considered to be an other important medical event. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Atrial septal defect repair

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

290182-1

11-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Dyskinesia, Immediate post-injection reaction, Loss of consciousness, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
10-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4405
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
11-Sep-2007
Status Date

--
State

WAES0709USA00083
Mfr Report Id

Information has been received from a physician concerning a colleague who on an unspecified date was vaccinated with a dose of Gardasil. The next day, the
colleague experienced liver failure. The reporting physician implied that liver failure was related to therapy with Gardasil. Upon internal review, hepatic failure
was considered to be an other important medical event. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

290183-1

11-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hepatic failure

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
10-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4406
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Aug-2007
Vaccine Date

29-Aug-2007
Onset Date

0
Days

11-Sep-2007
Status Date

--
State

WAES0708USA05789
Mfr Report Id

Information has been received from a Registered Nurse (RN) concerning a 12 year old female patient who was currently being examined for juvenile
rheumatoid arthritis due to leg pain who on 29-AUG-2007 was a first dose of Gardasil. On 29-AUG-2007, concomitant therapy included Menactra, DTaP. On
29-AUG-2007 the patient experienced syncope, nausea, and developed vomiting after getting her first injection. She also had impaired vision and difficulty
hearing. She reported feeling hot and her temperature was checked and recorded as 99.1 degrees. In less than a minute, temperature went up to 99.8 degrees
and then back down to 99.3 degrees. The office called 911 and the paramedics arrived. The outcome was unknown. The reporter believed calling 911 and
paramedics and arrival of paramedics was an intervention to prevent a serious criteria and it was reported as an other medical event. Additional information has
been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Pain in leg

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

290184-1

28-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Body temperature increased, Feeling hot, Hearing impaired, Nausea, Syncope, Visual acuity reduced, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
10-Sep-2007

Received Date

Prex Vax Illns:

MNQ
DTAP
HPV4
HEPA

SANOFI PASTEUR
UNKNOWN MANUFACTURER
MERCK & CO. INC.
MERCK & CO. INC.

NULL
NULL
NULL
NULL

0

Unknown
Unknown
Unknown
Unknown

Unknown
Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 4407
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Aug-2007
Vaccine Date

29-Aug-2007
Onset Date

12
Days

11-Sep-2007
Status Date

--
State

WAES0708USA05676
Mfr Report Id

Information has been received from a physician concerning a 13 year old female with eczema and peanut allergy who, on 19-FEB-2007, was vaccinated with
the first dose of Gardasil (Lot #655126/0087U). Concomitant therapy included triamcinolone. On an unspecified date, she was vaccinated with the second dose
of Gardasil (Lot #654741/1208F). The patient, who had completed the Gardasil (Lot #657622/0388U) series on 17-AUG-2007 had developed Type I diabetes
(diagnosed on 29-AUG-2007). When the patient was initially seen at the office on 19-FEB-2007, she weighed 166 lbs and was 5 feet 3 inches. She informed
the office that she would try to lose some weight. She presented to the office on 29-AUG-2007 at 122 lbs with a random blood glucose (finger stick) of 479
mg/dl and an A1c >14. A urine test found sugar and ketones present. The patient was admitted to the hospital on 29-AUG-2007 where she remained as of 30-
AUG-2007 (not recovered). The patient sought medical attention. The physician considered the Type I diabetes to be immediately life-threatening. Additional
information has been requested.   9/18/07 Reviewed hospital medical records which reveal patient experienced abdominal pain intermittently x 2-3 months,
diarrhea for 2-3 weeks & incidental finding of elevated BS & glycosuria.  Admitted 8/29-8/31/2007.   W/u for celiac disease was neg. FINAL DX: newly detected
diabetes.

Symptom Text:

TriamcinoloneOther Meds:
Lab Data:

History:

Eczema; Peanut allergyPrex Illness:

Serum glucose 08/29/07 479 mg/d, whole blood hemoglobin 08/29/07 >14, urinalysis 08/29/07 - sugar and ketones present.  LABS: Fingerstick BS 479.  HA1C
14.  Monospot (+).  LFTs WNL.
PMH: eczema, weight loss x 40 pounds in 6 mos. Family HX: grandfather w/NIDDM & MS. other family members on both sides w/thyroid dysfunction.  2 aunts
w/MS.  2 family members w/RA

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

290185-1 (S)

04-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Diabetes mellitus insulin-dependent, Diarrhoea, Weight decreased

 HOSPITALIZED, LIFE THREATENING, SERIOUS

Other Vaccine
10-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0388U 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4408
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jun-2007
Vaccine Date

01-Jun-2007
Onset Date

0
Days

11-Sep-2007
Status Date

WV
State

WAES0708USA05339
Mfr Report Id

Information has been received from a registered nurse concerning a female with no pertinent medical history who on 01-JUN-2007 was vaccinated
intramuscularly in the right deltoid with a second dose of Gardasil (Lot #0210U). There was no illness at the time of vaccination. The patient's mother reported
the patient's arm had been sore since injection 01-JUN-2007 and the pain extended to the elbow. A small induration could be felt at the site. The patient was
treated with ADVIL, gabapentin, LIDODERM patches, prednisone, and ice. On 06-JUL-2007 and 16-JUL-2007 the patient was seen in the physician's office. On
05-AUG-2007 an magnetic resonance imaging (MRI) was performed on the right humerus findings of the proximal humerus are nonspecific and can be related
to trauma, infection or neoplasm and should be correlated with clinical findings. There is synovitis of the Glenohumeral joint, which again could be reactive,
post-traumatic, or infectious in etiology. On 30-AUG-2007, it was noted that the patient was doing "much better." It was reported that the patient had no
problems with the first injection of Gardasil. It was reported that the patient's sister had the Gardasil injections with no problems. The nurse considered the
painful arm and injection site induration to be persistent and significant disabling events. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Magnetic resonance 08/05/2007 - of right humerus revealed, "Synovitis of glenohumeral joint"
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

290186-1 (S)

11-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site induration, No reaction on previous exposure to drug, Pain in extremity, Synovitis

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Other Vaccine
10-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0210U 1 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4409
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Aug-2007
Vaccine Date

08-Aug-2007
Onset Date

0
Days

11-Sep-2007
Status Date

VA
State

WAES0708USA05286
Mfr Report Id

Information has been received from a physician concerning a 16 year old female who on 08-AUG-2007 was vaccinated with a dose of Gardasil. On 08-AUG-
2007 the patient experienced bilateral knee pain and knee swelling. The physician aspirated fluid from the patient's knee and reported there was no infection.
However the physician states he saw pyrophosphate crystals in the fluid from the knee which he stated "is rare in younger people". At the time of the report the
patient was recovering from bilateral knee pain and knee swelling. It was noted that lab test were performed. The reporting physician considered bilateral knee
pain and knee swelling to be disabling. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Diagnostic laboratory - results not reported, aspiration biopsy - pyrophosphate crystals.
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

290187-1 (S)

11-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Joint swelling

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Other Vaccine
10-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4410
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Aug-2007
Vaccine Date

21-Aug-2007
Onset Date

0
Days

11-Sep-2007
Status Date

--
State

WAES0708USA05267
Mfr Report Id

Information has been received from a registered nurse concerning a 13 year old female who was vaccinated with the first dose of Gardasil, intramuscularly (IM)
on 16-FEB-2007, the second dose of Gardasil on 19-APR-2007, both lot numbers 654702/0011U, with no adverse reaction. She received the third dose of
Gardasil on 21-AUG-2007, lot number 658222/0927U. "Four days later", on 26-AUG-2007, she had a seizure for 3 1/2 minutes. The patient also complained of
headaches within a short duration after the third dose of Gardasil. It is not known what treatment or interventions were given in the ambulance on transport to
the Emergency Room (ER). She was seen and examined in the ER. All lab tests, computerized tomography (CT) scan, and neck x-ray were normal. The
patient saw a Neurologist on 27-AUG-2007 with no neurological findings for seizure. As of 28-AUG-2007, the patient had recovered from the headaches and
the seizure. Upon internal review, seizure was determined to be an other important medical event. This is one of several reports from the same source/siblings.
Additional information has been requested.

Symptom Text:

ZYRTECOther Meds:
Lab Data:
History:

Seasonal allergyPrex Illness:

Computed axial 08/26/07 - Normal, neck X-ray 08/26/07 - Normal, diagnostic laboratory 08/26/07 - Normal

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

290188-1

11-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Headache, No reaction on previous exposure to drug

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
10-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0927U 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4411
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-May-2007
Vaccine Date

15-Jun-2007
Onset Date

31
Days

11-Sep-2007
Status Date

CA
State

WAES0708USA04775
Mfr Report Id

Information has been received from a 23 year old female patient with allergic reaction to an unknown antibiotic (hives, rash) and asthma who on 15-MAY-2007
was vaccinated with a first dose of Gardasil. Concomitant therapy included ORTHO TRI-CYCLEN, prednisone, FLOVENT, SEREVENT, and albuterol. On 15-
JUN-2007 the patient began to feel very sweaty, experienced dizziness and convulsions and lost consciousness. She was taken to a hospital and treated by
the emergency department. She was not admitted as an inpatient. On 22-JUN-2007 she again became very dizzy, experienced convulsions, her hands and
arms were tingling, her arms felt numb, and again she lost consciousness. She was taken to the hospital again and was treated by the emergency department.
She was not admitted as an in-patient. On 30-JUN-2007 same thing occurred. She felt a "weird rush to her head," felt tingling and dizzy, and again lost
consciousness. She went to a hospital again and treated by the emergency department. Again, she was not admitted as an in-patient. She reported that the
only diagnoses made were "inappropriate sinus tachycardia and syncope". Since these three trips to the hospital, she had episodes of her hands beginning to
tingle, "rushes to her head," and dizziness. She did not lose consciousness again. She still has dizziness all the time. It was reported the following tests were
done: magnetic resonance imaging (MRI), electroencephalography (EEG), electrocardiogram (EKG), sonogram and heart monitor diagnostic tests were done
but the results not available. At the time of this report the patient was recovering. Upon internal review, convulsion was determined to be an other important
medical event. Additional information has been requested.

Symptom Text:

albuterol; ORTHO TRI-CYCLEN; FLOVENT; SEREVENT; prednisoneOther Meds:
Lab Data:
History:

Allergic reaction to antibiotics; AsthmaPrex Illness:

magnetic resonance 06/15/07; electroencephalography 06/15/07; electrocardiogram 06/15/07; ultrasound 06/15/07; cardiac monitoring 06/15/07

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

290189-1

11-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Dizziness, Feeling abnormal, Hyperhidrosis, Hypoaesthesia, Loss of consciousness, Paraesthesia, Sinus tachycardia, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
10-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4412
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Apr-2007
Vaccine Date

13-Apr-2007
Onset Date

0
Days

11-Sep-2007
Status Date

--
State

WAES0708USA03354
Mfr Report Id

Initial and follow-up information has been received from a physician and a certified nurse midwife concerning an 18 year old female who on 13-APR-2007 was
vaccinated intramuscularly with a first dose of Gardasil (655324/0089U). Concomitant therapy included ORTHO TRI CYCLEN. On 13-APR-2007 the patient,
"felt her throat closing and tightening". It was reported by the physician that the patient is not going to finish the series. The patient did not seek medical
attention. Subsequently, the patient recovered. On 13-JUL-2007 the patient was vaccinated with a second dose of Gardasil. Two hours after vaccination the
patient started "feeling funny", and her throat was constricted. On 14-JUL-2007 the next day the patient took BENADRYL and one hour later the symptoms
subsided. Additional information has been requested.

Symptom Text:

ORTHO TRI-CYCLENOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

290190-1

11-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Feeling abnormal, Throat tightness, Vaccine positive rechallenge

 ER VISIT, NOT SERIOUS

Other Vaccine
10-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4413
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Aug-2007
Vaccine Date

31-Aug-2007
Onset Date

0
Days

18-Sep-2007
Status Date

NY
State Mfr Report Id

-Nausea/vomiting -Fainting episodeSymptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

290200-1

05-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Nausea, Syncope, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
10-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0245U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4414
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Aug-2007
Vaccine Date

31-Aug-2007
Onset Date

0
Days

18-Sep-2007
Status Date

NY
State Mfr Report Id

Nausea, vomited.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

N/A
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

290201-1

18-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Nausea, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
10-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0524U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4415
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Jun-2007
Vaccine Date

20-Jun-2007
Onset Date

0
Days

18-Sep-2007
Status Date

MS
State Mfr Report Id

Passed out briefly-when came around c/o of tightness in throat-lasting approx 5-6 minSymptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

290203-1

05-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness, Throat tightness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
10-Sep-2007

Received Date

Prex Vax Illns:

TDAP

HEP

HPV4

GLAXOSMITHKLINE
BIOLOGICALS
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

AC52B014AA

AHBVB319AA

0962F

0

0

0

Right arm

Right arm

Left arm

Intramuscular

Intramuscular

Intramuscular



10 JUN 2008 06:27Report run on: Page 4416
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Apr-2007
Vaccine Date

09-May-2007
Onset Date

23
Days

18-Sep-2007
Status Date

--
State Mfr Report Id

Pt received boostrix and gardasil vaccines on april 16th 2007. on 5/9 pt was seen in ED with seizure activity - no prior hx of seizured. Mother called MD office to
inquire as to whether vaccines could be responsible for the seizure.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

290206-1

18-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
10-Sep-2007

Received Date

Prex Vax Illns:

TDAP

HPV4

GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

NULL

NULL

Unknown

Unknown

Unknown

Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Aug-2007
Vaccine Date

30-Aug-2007
Onset Date

0
Days

11-Sep-2007
Status Date

WA
State Mfr Report Id

Child developed a fever of 104.6 F, nausea and vomitting during the night of 8/30/2007. Parent attempted to administer ibuprofen, but child was unable to keep
it down due to the vomitting. On the 31st the child felt "wiped out and lousy, although the fever, nausea and vomitting was improving, but still occurring.  Mother
reports child had low grade fever for three days and child did not feel better until 9/1/2007.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

290247-1

11-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Fatigue, Malaise, Nausea, Pyrexia, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
10-Sep-2007

Received Date

Prex Vax Illns:

VARCEL
HEPA
TDAP

MNQ
HPV4

MERCK & CO. INC.
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
SANOFI PASTEUR
MERCK & CO. INC.

0834U
0799U
AC52B013AA

U2404AA
0171U

1
0
0

0
0

Right arm
Right arm
Left arm

Left arm
Right arm

Subcutaneously
Intramuscular
Intramuscular

Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Sep-2007
Vaccine Date

10-Sep-2007
Onset Date

0
Days

11-Sep-2007
Status Date

UT
State Mfr Report Id

5 seconds after vaccines, patient had 30 second seizure, eyes rolled back, hit head on wall, and had upper body jerking for < 30 seconds, was then responsive,
had some facial sweating.  Subsequent normal neuro exam with perrl, eomi, normal gait, and alert and oriented x 3.

Symptom Text:

none at the time of eventOther Meds:
Lab Data:
History:

Left Eye Stye, URI, sinusitisPrex Illness:

no

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

290263-1

11-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Dyskinesia, Gaze palsy, Head injury, Hyperhidrosis, Immediate post-injection reaction

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
10-Sep-2007

Received Date

Prex Vax Illns:

VARCEL
HEPA

HPV4
MNQ

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
SANOFI PASTEUR

1022U
AHAVB211AA

0181U
U2376BA

1
1

0
0

Left arm
Right arm

Right arm
Left arm

Subcutaneously
Intramuscular

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-May-2007
Vaccine Date

21-May-2007
Onset Date

13
Days

12-Sep-2007
Status Date

--
State

WAES0705USA05455
Mfr Report Id

Information has been received from a Merck pregnancy registry for Gardasil via a nurse practitioner concerning a 17 year old female with a history of 1
pregnancy and 1 live birth with drug reactions/allergies reported as none known who on 08-MAY-2007 was vaccinated with the first dose of Gardasil (lot
#656372/0243U), 0.5 ml, IM in the left deltoid. On the same day, the patient received concomitant therapy which included HAVRIX in the right deltoid, Dtap in
the right arm and Varivax in the right tricep. On 21-MAY-2007, the patient came to the office since she missed her period. A urine pregnancy test was
performed with results positive for pregnancy. The patient's last menstrual period (LMP) was 17-APR-2007 and expected delivery date was 22-JAN-2008. The
nurse practitioner stated that the patient initially thought that she may want to obtain an abortion, but she changed her mind. This was the second pregnancy for
the patient who had a 9 month old daughter. Follow-up information has been received from the nurse practitioner who reported that the patient elected to
terminate the pregnancy at 12 weeks gestation. The patient's decision was not related to any medical reason. Elected to terminate the pregnancy was
considered to be an other important medical event. Additional information is not expected.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

urine beta-human 05/21/07 posit
Pregnancy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

290265-1

12-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion induced, Drug exposure during pregnancy, Inappropriate schedule of drug administration

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
11-Sep-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
HEPA

DTAP

MERCK & CO. INC.
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
UNKNOWN MANUFACTURER

NULL
0243U
NULL

NULL

0
Right arm
Left arm

Right arm

Right arm

Unknown
Intramuscular

Unknown

Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Sep-2007
Vaccine Date

05-Sep-2007
Onset Date

0
Days

18-Sep-2007
Status Date

DE
State Mfr Report Id

Patient given vaccine, was okay, talking and walking normal about 12 minutes after shot patient complained to mom very dizzy. Patient went unconscious.
Patient was layed on floor. approx. 1 min began to rouse, legs were elevated prior to this. She was "in and out" for few minutes. Patient was given sips of coke.
40 minutes after all this, till too dizzy to stand. Sent to ER.

Symptom Text:

PrevacidOther Meds:
Lab Data:
History:

NonePrex Illness:

GERD

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

290274-1

18-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
11-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1061U 0 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
10-Sep-2007
Vaccine Date

10-Sep-2007
Onset Date

0
Days

18-Sep-2007
Status Date

TX
State Mfr Report Id

Child was administered w/wrong vax HPv at 7:00 pm 9/10/05 Right after received Hep A-Since 7:30 pm till dev. feverSymptom Text:

Iron vitaminOther Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
2.0

290275-1

19-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pyrexia, Wrong drug administered

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
11-Sep-2007

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
UNKNOWN MANUFACTURER

NULL
NULL

Unknown
Unknown

Unknown
Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Sep-2007
Vaccine Date

05-Sep-2007
Onset Date

0
Days

12-Sep-2007
Status Date

GA
State Mfr Report Id

Chest pain, shortness of breath, headache, dizziness, nausea, fever.  09/12/2007 MR received for DOS 9/6-7/2007 for admitting DX of allergic reaction MCV,
dyspepsia, tachycardia.  Consult reports possible allergic reaction to meningococcal vaccine.  Diagnostic Impression:  MDD. Pt with agoraphobia.  Possible
reaction to MCV.  Generalized anxiety.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Hospital admission. Given SoluMedrol and Benadryl IV in office. O2 2L/nic. labs and Diagnostics: CXR WNL.
None - NKDA or food allergy. PMH: symptoms of depression and anxiety with SI on and off.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

290294-1 (S)

12-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Agoraphobia, Chest pain, Dizziness, Dyspepsia, Dyspnoea, Generalised anxiety disorder, Headache, Hypersensitivity, Major depression, Nausea, Pyrexia,
Tachycardia

 HOSPITALIZED, SERIOUS

Other Vaccine
11-Sep-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2394BA
0181U

0
0

Right arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4423
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Sep-2007
Status Date

--
State Mfr Report Id

urticarial lesions on cheeksSymptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

290295-1

18-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
11-Sep-2007

Received Date

Prex Vax Illns:

TDAP

MNQ
HPV4

GLAXOSMITHKLINE
BIOLOGICALS
SANOFI PASTEUR
MERCK & CO. INC.

AC526013

U2370AA
0524U

0

0
0

Left arm

Left arm
Left arm

Intramuscular

Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Sep-2007
Vaccine Date

11-Sep-2007
Onset Date

0
Days

18-Sep-2007
Status Date

CA
State Mfr Report Id

pt fainted after vacc. and recovered after 5 minSymptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

290296-1

18-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
11-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 10634 0 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Aug-2007
Vaccine Date

13-Aug-2007
Onset Date

0
Days

12-Sep-2007
Status Date

IL
State Mfr Report Id

Within 5 minutes of receiving injection, patient became faint- Mom caught her and eased her to the floor.  When nurse arrived patient was responsive, but very
pale and diaphoretic.  B/P 70/40.  Was transported to exam room and observed for 20 minutes.  Became fully alert and oriented, color pink and B/P 112/72 at
discharge.  Dr examined her-felt that it was a vaso-vagal reaction.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

B/P 70/40 when incident first happened.  After 20 minutes, B/P 112/72.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

290313-1

12-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hyperhidrosis, Pallor, Syncope, Syncope vasovagal

 ER VISIT, NOT SERIOUS

Other Vaccine
11-Sep-2007

Received Date

Prex Vax Illns:

TDAP
MNQ
HPV4

SANOFI PASTEUR
SANOFI PASTEUR
MERCK & CO. INC.

C2638AA
U2061AA
0384U

0
0
0

Left arm
Right arm
Right arm

Intramuscular
Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Aug-2007
Vaccine Date

14-Aug-2007
Onset Date

0
Days

12-Sep-2007
Status Date

IL
State Mfr Report Id

Within 5 minutes of receiving injection, she became  pale, clammy and complained of dizziness and nausea.  Her B/P was 60/40.  She was transported by
wheelchair to exam room and layed down with feet elevated.  Dr examined her and she was observed for 20 moinutes.  at discharge her B/P was 110/70, color
pink skin warm & dry, and she was alert and oriented.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

B/P 60/40 at on set of incident, and was 110/70 by discharge 20 minutes later.
None known

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

290315-1

12-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cold sweat, Dizziness, Nausea, Pallor

 ER VISIT, NOT SERIOUS

Other Vaccine
11-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0384U 1 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Aug-2007
Vaccine Date

29-Aug-2007
Onset Date

0
Days

13-Sep-2007
Status Date

FR
State

WAES0709USA00698
Mfr Report Id

Information has been received from a physician concerning a 15 year old female patient with a history of pollinosis who on 29-AUG-2007 at 11:00 am, was
vaccinated IM into the right upper arm with a second dose of Gardasil. The same day at about 17:00, the patient experienced the beginning of Bell's palsy on
the left side, worsening quickly to a complete peripheral paresis of her left face. The patient was hospitalized. Laboratory diagnostic studies performed were
HSV IgG (1:13000), IgM (negative), lyme disease IgG (<6.9), and a lumbar puncture. It was reported that in serum, IgM was negative for Borrelia and herpes
simplex virus. It was also reported that CSF exams and cranial CT showed no pathologies. At the time of this report, the patient had not yet recovered. To be
noted, the patient's father and uncle had experienced Bell's palsy in the past. The reporter considered the causal relationship with Gardasil as unlikely. Other
business partner numbers include: E200705754. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Prex Illness:

spinal tap; head computed axial tomography Comment: no pathologies; Lyme disease assay (ELISA) Comment: < 6.9; serum Herpes simplex virus IgG
antibody Comment: 1:13000; serum immunoglobulin M test Comment: negative for Borrelia and herpes s
Pollinosis

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

290322-1 (S)

13-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Facial palsy, Facial paresis

 HOSPITALIZED, SERIOUS

Other Vaccine
12-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Right arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Aug-2007
Vaccine Date

14-Aug-2007
Onset Date

7
Days

13-Sep-2007
Status Date

MA
State Mfr Report Id

This was pt's second Gardasil vaccine on 8/7/07. She developed symptoms 8/14 and was seen at hospital 8/20, 8/21, 8/22/07. She was suffering from
myalgias, trismus, "lockjaw" and slight neck adenopathy. Her neck CT was normal.  9/18/07 Received hospital medical records which reveal patient
experienced severe neck pain & swelling w/inability to open her mouth.  After 1st vax 6/07 had tenderness in right clavicle & neck area.  Saw pcp & dx
w/reaction to vax.  Resolved over approx 1-2 mos.  Received 2nd vax in 8/07.  Approx 1 week later developed severe pain in right neck & axilla w/enlarged
lymph nodes.  States pain was so severe that she could not open her mouth.  Saw pcp who again dx w/reaction to vax but referred to ER due to severity.  Exam
revealed full ROM of neck w/tenderness & palpable tender lymph nodes of neck & right axillary.  D/C to home.  No improvement & returned to ER on 9/21.  Tx
w/IVF, pain med & IV steroids.  Improved in ER & d/c to home.  Returned to ER on 8/22 for repeat labs & recheck of symptoms.  CPK improved but continued
w/same symptoms but no adenopathy noted on exam.  Right arm exam WNL but w/increased tone to bicep/tricep area w/good ROM, strength & sensation.  Tx
w/pain med & benzodiazapam w/excellent relief.  D/C to home & f/u w/pcp.   Final ER DX: 8/20/07 reactive lymphadenopathy, probable viral illness, ? TMJ
syndrome, questionable AE to vaccine. Final ER DX: 8/21/07 myalgias w/extremely low grade rhabdomyolysis & ? serum immune complex type hypersensitivity
reaction to vaccine. Final ER DX: 8/22/07 myalgias w/low grade rhabdomyalisis.

Symptom Text:

Allegra, Zoloft, Flonase, Albuterol, BCPOther Meds:
Lab Data:

History:
None knownPrex Illness:

Sed rate = nl; CPK - was 471 (8/21) - 179 (8/30/07) LABS: WBC 8.2, lymphs # (H) 3.2.  CT scan of neck revealed slightly enlarged bilateral lymph nodes. CPK
500.  Monospot & strep screen neg.
Celexa= nightmares  PMH: mono, allergic rhinitis, asthma, hx of suppressed immune system.  TMJ tx w/night guard.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

290331-1 (S)

04-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Axillary pain, Hypersensitivity, Hypertonia, Lymphadenopathy, Myalgia, Neck pain, Rhabdomyolysis, Trismus, Vaccination complication, Vaccine positive
rechallenge, Viral infection

 ER VISIT, LIFE THREATENING, SERIOUS

Related reports:   290331-2

Other Vaccine
12-Sep-2007

Received Date

Developed lymph swelling in neck~HPV (Gardasil)~1~23~In PatientPrex Vax Illns:

HPV4 MERCK & CO. INC. 0525U 1 Right arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Aug-2007
Vaccine Date

14-Aug-2007
Onset Date

7
Days

05-Nov-2007
Status Date

--
State

WAES0710USA02027
Mfr Report Id

Information has been obtained on request by the Company from the FDA under the Freedom of Information Act concerning a 23 year old female patient with
allergic rhinitis, asthma, and TMJ treatment with night guard and a history of nightmares with CELEXA, "lymph swelling in neck post Gardasil (June, 2007),
mono, and suppressed immune system who on 07-AUG-2007, was vaccinated IM in right arm with a second dose of Gardasil, lot #658100/0525U).
Concomitant therapy included ALLEGRA, ZOLOFT, FLONASE, BCP and albuterol. The report was as follows: "This was pt's second GARDASIL vaccine on
8/7/07. She developed symptoms 8/14 and was seen at hospital 8/20, 8/21, 8/22/07. She was suffering from myalgias, trismus, 'lockjaw', and slight neck
adenopathy. Her neck CT was normal. 9/18/07 Received hospital medical records which reveal patient experienced severe neck pain and swelling w/inability to
open her mouth. After 1st vax 6/07 had tenderness in right clavicle and neck area. Saw pcp and dx w/reaction to vax. Resolved over approx 1-2 mos. Received
2nd vax on 8/07. Approx 1 week later developed severe pain in right neck and axilla w/enlarged lymph nodes. States pain was so severe that she could not
open her mouth. Saw pcp who again dx w/reaction to vax but referred to ER due to severity. Exam revealed full ROM of neck w/tenderness and palpable tender
lymph noes of neck and right axillary. D/C to home. No improvement and returned to ER on 9/21. Tx w/IVF, pain med and IV steroids. Improved in ER and d/c
to home. Returned to ER on 8/22 for repeat labs and recheck of symptoms. CPK improved but continued w/same symptoms but no adenopathy noted on
exam. Right arm exam WNL but w/increased tone to bicep/tricep area w/good ROM, strength and sensation. Tx w/pain med and benzodiazepam w/excellent
relief. D/C to home and f/u w/pcp. Final ER DX: 8/20/07 reactive lymphadenopathy, probable viral illness, ? TMJ syndrome, questionable AE to vaccine. Final
ER DX: 8/21/07 myalgias w/extremely low grade rhabdomyalisis and ? serum immune complex ty

Symptom Text:

albuterol; ALLEGRA; FLONASE; hormonal contraceptives; ZOLOFTOther Meds:
Lab Data:

History:
Rhinitis allergic; Asthma; Temporomandibular joint syndromePrex Illness:

computed axial slightly enlarged bilateral lymph nodes, erythrocyte nl, serum creatine kinase 08/21/07 471, serum creatine kinase 08/30/07 179, Epstein-Barr
virus neg. , Streptococcus oralis neg., serum creatine kinase 500, WBC count 8.2, l
Nightmares; Infectious mononucleosis; Immune system disorder

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

290331-2 (S)

06-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dyskinesia, Hypersensitivity, Hypertonia, Immune system disorder, Lymphadenopathy, Myalgia, Neck pain, Rhabdomyolysis, Swelling, Temporomandibular
joint syndrome, Tenderness, Trismus, Viral infection

 ER VISIT, LIFE THREATENING, SERIOUS

Related reports:   290331-1

Other Vaccine
02-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0525U 1 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Aug-2007
Vaccine Date

31-Aug-2007
Onset Date

1
Days

18-Sep-2007
Status Date

OH
State Mfr Report Id

Day after Gardasil and Adacel (R) arm (deltoid). Numbness/tingling in right forearm/index finger and right lower leg/foot.Symptom Text:

Seraquil; Depakote; Concerta; LevothyroxineOther Meds:
Lab Data:
History:

Stepped on nail (RTFT)Prex Illness:

PTSD, Bipolar, History of sex abuse

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

290335-1

19-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Paraesthesia

 ER VISIT, NOT SERIOUS

Other Vaccine
12-Sep-2007

Received Date

Prex Vax Illns:

TDAP
HPV4
MNQ

SANOFI PASTEUR
MERCK & CO. INC.
SANOFI PASTEUR

C2488AA
0188U
U2327AA

0
0
0

Right arm
Right arm
Left arm

Unknown
Unknown
Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Aug-2007
Vaccine Date

24-Aug-2007
Onset Date

1
Days

18-Sep-2007
Status Date

MA
State Mfr Report Id

9 1/2 x 6 1/2 cm area of redness, warmth and tenderness (R) tricepSymptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

290340-1

19-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Skin warm, Tenderness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
12-Sep-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

0842F
1060U

1
0

Right arm
Left arm

Unknown
Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Sep-2007
Vaccine Date

06-Sep-2007
Onset Date

0
Days

18-Sep-2007
Status Date

MA
State Mfr Report Id

Approx 5  mins after administering Immunx pt dizzy saw white and lost consciousness falling to floor. Under for approx 15 secs Awoke up- VS stable remained
sitting x 5 mins then ambulated out of office

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

290345-1

19-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Fall, Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
12-Sep-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2393BA
1061U

0
0

Right arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4433
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Aug-2007
Vaccine Date

30-Aug-2007
Onset Date

13
Days

18-Sep-2007
Status Date

PA
State Mfr Report Id

Abscess formation at injection site on (R) deltoid muscleSymptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

290348-1

19-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site abscess

 ER VISIT, NOT SERIOUS

Other Vaccine
12-Sep-2007

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

0389U
AHAVB186BD

0
0

Left arm
Right arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4434
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Jan-2007
Vaccine Date

25-Jan-2007
Onset Date

3
Days

20-Sep-2007
Status Date

TN
State Mfr Report Id

Paresthesias following Gardasil #2 beginning within a few days of administration. Intermittent sting, tingle and pain in various areas of body. Labs negative. B12
trial not helpful.

Symptom Text:

Flonase, Singulair occasional useOther Meds:
Lab Data:
History:

AllergiesPrex Illness:

CBC with diff, B12, Folate - normal
Allergies, Sinusitis

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

290359-1

20-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pain, Paraesthesia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
12-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0961F 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4435
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Aug-2007
Vaccine Date

13-Aug-2007
Onset Date

0
Days

20-Sep-2007
Status Date

NM
State Mfr Report Id

Sudden onset insomnia, hypomania, anxiety and panic attacks followed by 5 days of psychosis with mental status change.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Neg. lab test, neg. MRI
Allergy to penicillin, seasonal allergies

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

290364-1

20-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anxiety, Hypomania, Insomnia, Mental status changes, Mood altered, Panic attack, Psychotic disorder

 ER VISIT, NOT SERIOUS

Other Vaccine
12-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0389U 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 4436
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Aug-2007
Vaccine Date

30-Aug-2007
Onset Date

0
Days

19-Sep-2007
Status Date

PA
State Mfr Report Id

Patient fainted approx 5 minutes after receiving Gardasil vaccine. Pt. recovered and was checked by doctor. Normal blood pressure, normal temperature.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

N/A
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

290366-1

19-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
12-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1060U 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4437
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Sep-2007
Vaccine Date

06-Sep-2007
Onset Date

0
Days

19-Sep-2007
Status Date

IA
State Mfr Report Id

Near fainting episode after receiving vaccine. Red patches noted on hands, forearms, chest and back with pt. c/o itching approx. 20 min. after vaccine.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
Reported by pt: mild facial swelling after ibuprofen 1 mo. ago and hx of "hive-like reaction to exercise and drastic temperature changes.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

290372-1

19-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Presyncope, Pruritus, Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
12-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0802U 1 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 4438
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Aug-2007
Vaccine Date

25-Aug-2007
Onset Date

1
Days

19-Sep-2007
Status Date

KS
State Mfr Report Id

Headache, fatigue, nausea, low abdominal cramping, bloating abdomen, back ache, muscle pain, fever 100 on day 12 post-vaccine.Symptom Text:

Aviane (BC Pill); ZoloftOther Meds:
Lab Data:
History:

none per pt reportPrex Illness:

None
Asthma (no medications), migraine with aura

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

290374-1

19-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal distension, Abdominal pain, Back pain, Fatigue, Headache, Myalgia, Nausea, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
12-Sep-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 4439
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Aug-2007
Vaccine Date

25-Aug-2007
Onset Date

3
Days

19-Sep-2007
Status Date

CT
State Mfr Report Id

Patient was injected with Menactra and Gardasil on 8-22-07. On 8-25-07, she started with fatigue, epigastric pain, nausea, and decreased appetite. She
vomited twice before seeing me on 09-01-07. She had lost 5 1/2 lbs and was treated with Zofran.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
Acne vulgaris

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

290375-1

19-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain upper, Decreased appetite, Fatigue, Nausea, Vomiting, Weight decreased

 ER VISIT, NOT SERIOUS

Other Vaccine
12-Sep-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2343AA
0181U

0
0

Right arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4440
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Aug-2007
Vaccine Date

31-Aug-2007
Onset Date

0
Days

19-Sep-2007
Status Date

OH
State Mfr Report Id

Gardasil vaccine administered 0900am. Pt was seen in ER same day at 2120 c/o nausea, arm pain and was hyperventilating. Pt was tx'd with NS IV for
dehydration and released. No temp, no other s/s.

Symptom Text:

LoestrinOther Meds:
Lab Data:
History:

NonePrex Illness:

CBC and BMP normal; HCG neg, BSS 95
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

290376-1

19-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dehydration, Hyperventilation, Nausea, Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
12-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1060U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4441
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Aug-2007
Vaccine Date

11-Aug-2007
Onset Date

1
Days

21-Sep-2007
Status Date

KY
State Mfr Report Id

Approximately 2 days after given Gardasil inj. pt developed a rash on trunk, back, and arms. Pt was given Benadryl and Hydrocort cream daily.Symptom Text:

Ritalin SR 20 mg/dayOther Meds:
Lab Data:
History:

NonePrex Illness:

None
ADHD

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

290383-1

24-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
12-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0680U 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4442
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Aug-2007
Vaccine Date

08-Sep-2007
Onset Date

35
Days

19-Sep-2007
Status Date

VA
State Mfr Report Id

Patient reported right arm at site of injection was tender, warm to touch and formed a "lump" under the skin approximately 5 days after immunization given. No
local/topical treatment. Patient took ibuprofen with symptom improvement. Examination by HP today 9/11/2007. Area with mild erythema, indurated local arm,
mildly tender to

Symptom Text:

Allegra and Singulair; EntexOther Meds:
Lab Data:
History:

NonePrex Illness:

None
asthma; obesity; fertility

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

290384-1

19-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Induration, Injection site erythema, Injection site mass, Injection site pain, Injection site warmth

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
12-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1061U 1 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4443
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Aug-2007
Vaccine Date

Unknown
Onset Date Days

19-Sep-2007
Status Date

PA
State Mfr Report Id

Breaking out in hives. The first time was on Sept. 2nd in the afternoon, the hives were around the injection site. Second time was later that evening - hives in
various areas all over body. Third time, Sept 3rd late afternoon on face and neck. Fourth time on Sept 16th in evening on back of leg. Each time hives have
broken out after eating chicken, except for the first time.

Symptom Text:

Other Meds:
Lab Data:
History:

NoPrex Illness:

N/A
Abnormal pap smear, GGPD deficiency

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

290385-1

05-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site urticaria, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
12-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0530U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4444
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Sep-2007
Vaccine Date

12-Sep-2007
Onset Date

0
Days

19-Sep-2007
Status Date

MO
State Mfr Report Id

Patient fainted, treated by lying down for 10 minutes after vaccinationSymptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

290391-1

19-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
12-Sep-2007

Received Date

Prex Vax Illns:

MNQ
HEPA

HPV4

SANOFI PASTEUR
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

U2324AA
AHAVB186BA

0927U

0
0

0

Unknown
Unknown

Unknown

Intramuscular
Intramuscular

Intramuscular



10 JUN 2008 06:27Report run on: Page 4445
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Sep-2007
Vaccine Date

12-Sep-2007
Onset Date

2
Days

19-Sep-2007
Status Date

IN
State Mfr Report Id

Two days post vaccination patient experienced swelling, slight reddening, and warmth at injection site. Size of swelling described as " baseball-size" lump.
Afebrile, or any other adverse effects.

Symptom Text:

Other Meds:
Lab Data:
History:

Patient in office for a sport physicalPrex Illness:

N/A
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

290394-1

19-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site swelling, Injection site warmth

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
12-Sep-2007

Received Date

Prex Vax Illns:

VARCEL
HEPA
MNQ
HPV4

MERCK & CO. INC.
MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.

0854U
0495U
U2338AA
0929U

Unknown
Unknown
Unknown
Unknown

Subcutaneously
Intramuscular
Intramuscular

Subcutaneously



10 JUN 2008 06:27Report run on: Page 4446
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Sep-2007
Vaccine Date

06-Sep-2007
Onset Date

0
Days

14-Sep-2007
Status Date

--
State

WAES0709USA01028
Mfr Report Id

Information has been received from the mother of a 15 year old female with acne and no history of drug reactions/allergies who on 06-SEP-2007 was
vaccinated with the first dose of 0.5 ml Gardasil intramuscularly. Concomitant therapy included unspecified acne medication. On 06-SEP-2007 the patient
experienced a seizure while in the physician's office. Subsequently, the patient recovered from seizure on 07-SEP-2007. No lab testing was performed.
Additional information is not expected. Upon internal review, seizure was considered to be an other important medical event.

Symptom Text:

[therapy unspecified]Other Meds:
Lab Data:
History:

AcnePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

290454-1

14-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4447
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Sep-2007
Vaccine Date

05-Sep-2007
Onset Date

1
Days

19-Sep-2007
Status Date

AZ
State Mfr Report Id

got vaccine on 9/4/07 (Gardasil #2) started with itching 9/5/07 @ 4 pm and swelling of arm on 9/6/07Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

290469-1

20-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pruritus, Injection site swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
13-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1060U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4448
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Aug-2007
Vaccine Date

28-Aug-2007
Onset Date

1
Days

20-Sep-2007
Status Date

TX
State Mfr Report Id

myalgias, fever, nauseaSymptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

290471-1

20-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Myalgia, Nausea, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Sep-2007

Received Date

Prex Vax Illns:

TDAP
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

10604
NULL

Left arm
Unknown

Intramuscular
Unknown



10 JUN 2008 06:27Report run on: Page 4449
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Sep-2007
Vaccine Date

06-Sep-2007
Onset Date

0
Days

19-Sep-2007
Status Date

OH
State Mfr Report Id

Headache, myalgia, papular lesion bilateral forearms flushed cheeks. Lesion firm, tender to touch. No fever no SOB, weakness, Sx occurred 24 hours after
vaccines.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Polycystic Ovarian Syndrome

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

290476-1

20-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Flushing, Headache, Myalgia, Rash papular, Skin lesion, Tenderness

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Sep-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2395BA
0929U

0
1

Left arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4450
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Aug-2007
Vaccine Date

08-Sep-2007
Onset Date

8
Days

19-Sep-2007
Status Date

VA
State Mfr Report Id

Patient diagnosed with Erythema multiforme 8 days after Gardasil dose #2 was administerd.  On day 8 following injection patient developed urticaria and
respiratory difficulty which resulted in an emergency room visit.  The next day the child was taken to her family doctor who diagnosed the condition as being
related to the Gardasil injection.  Patient received Valtrex from her family physician for treatment.  She had been given an injection of steroid in the emergency
room.  When I saw the patient on day 3 following the urticarial eruption she had widespread hive like lesions covering her entire body including scalp.  She also
had a cough and sore throat but no other respiratory involvement.

Symptom Text:

Other Meds:
Lab Data:
History:

nonePrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

290494-1

19-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cough, Dyspnoea, Erythema multiforme, Pharyngolaryngeal pain, Rash, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1061U 1 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4451
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Aug-2007
Vaccine Date

17-Aug-2007
Onset Date

0
Days

19-Sep-2007
Status Date

IN
State Mfr Report Id

Shortly after receiving vaccines, patient walked out to front desk of office. While standing at front desk, patient fell to floor, hitting head on counter & floor.
Witnesses noted brief (10-15 seconds) of tonic/clonic activity of right arm & leg. Patient became responsive but was confused for 10-15 minutes afterward.

Symptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

CT HEAD NEGATIVE, CBC/CMP ESSENTIALLY NORMAL IN EMERGENCY DEPARTMENT
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

290534-1

19-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Confusional state, Fall, Head injury, Tonic clonic movements

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Sep-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2226AA
0389U

0
0

Right arm
Right arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4452
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Sep-2007
Vaccine Date

07-Sep-2007
Onset Date

0
Days

19-Sep-2007
Status Date

CA
State Mfr Report Id

patient fainted after vaccination and bump his head.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

290563-1

19-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Head injury, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Sep-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2382BA
0524U

0
0

Left arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4453
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Aug-2007
Vaccine Date

29-Aug-2007
Onset Date

0
Days

17-Sep-2007
Status Date

FR
State

WAES0709TWN00002
Mfr Report Id

Information has been received from a physician concerning a 16 year old  female who on 29-AUG-2007 was vaccinated with Gardasil. After 5-10 mins, the
patient experienced dizziness, pale, bradycardia, hypotension and can not stand up. The BP was 60/40 mmHg at 16:24. She was diagnosed as cardiac shock
and was treated O2 5L/min. SpO2 was 99% and HR was 43 bpm at that time. Then at 16:30, she was treated Atropine 1 mg, Lactated Ringer's Injection 500 ml
and dexamethasone 8 mg. At 16:35, her BP was 72/54 mmHg. At 16:45, her BP was 80/62 mmHg and she felt better. At 17:00, BP was 107/71 mmHg, HR was
72 bpm and SpO2 was 99-100%. She left the hospital at 17:50. Subsequently, the patient recovered from cardiac shock. The reporter felt that cardiac shock
was related to therapy with Gardasil. The reporter felt this is an Other Medical Event. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Prex Illness:

blood pressure measurement 29Aug07 60/40 mmHg 16:24, cardiac monitoring 29Aug07 43 bpm 16:24, blood pressure measurement 29Aug07 72/54 mmHg
16:35, blood pressure measurement 29Aug07 107/71 mmHg 17:00, cardiac monitoring 29Aug07 72 bpm 17:00
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

290575-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure decreased, Bradycardia, Cardiogenic shock, Dizziness, Dysstasia, Fluid replacement, Hypotension, Oxygen supplementation, Pallor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4454
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Sep-2007
Status Date

MA
State

WAES0709USA00586
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with a 0.5 ml first dose of Gardasil (date not reported). There was no
concomitant medication. Subsequently, the patient "experienced dizziness and fainted" after receiving Gardasil. While in the physician's office it was reported
that the patient also experienced "hypotensiveness". The office called 911. The patient went to the hospital and was released after four hours. Subsequently,
the patient recovered. The reporting physician considered dizziness, hypotensiveness and fainting to be immediately life-threatening events. Additional
information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

290576-1 (S)

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Hypotension, Syncope

 ER VISIT, LIFE THREATENING, SERIOUS

Other Vaccine
14-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4455
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-May-2007
Vaccine Date

04-May-2007
Onset Date

0
Days

17-Sep-2007
Status Date

FR
State

WAES0709USA00654
Mfr Report Id

Information has been received from a health authority concerning a 13 year old female patient with no medical history who on 04-MAY-2007, was vaccinated IM
with a first dose of Gardasil (Batch# NE63200). One hour after vaccination, the patient experienced dizziness and visual disturbance. Another hour later she
experienced tachypnoea and a stinging feeling in the throat. The patient went to the emergency room and was admitted to the hospital (duration not reported).
The patient was treated with prednisolone and DIMETINDEN IV. It was reported that the patient recovered completely within 5 hours. Other business partners
numbers include: E200705808 and PEI2007007878. Additional information is not expected. The file is closed.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

290577-1 (S)

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Tachypnoea, Throat irritation, Visual disturbance

 HOSPITALIZED, SERIOUS

Other Vaccine
14-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NE63200 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4456
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-May-2007
Vaccine Date

07-Aug-2007
Onset Date

70
Days

17-Sep-2007
Status Date

FR
State

WAES0709USA00695
Mfr Report Id

Information has been received from a health authority concerning a 15 year old female who on 29-MAY-2007 was vaccinated with a first dose of Gardasil. The
first dose was well tolerated. On 06-AUG-2007 the patient was vaccinated with a second dose of Gardasil (Batch #NF27880). On 07-AUG-2007 the patient
experienced transient labyrinthine disorder with vertigo. On an unspecified date the patient was admitted to the hospital. A cranial magnetic resonance imaging
(MRI), audiometry and nystagmography supported the diagnosis, the exact results were not reported. Subsequently the patient recovered within 10 days. No
further information is available. This case is closed. Other business partner numbers included E2007-05813 and PEI2007007976.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Prex Illness:

magnetic resonance imaging Cranial, Exact results not reported, auditory evoked potential Results not reported, electronystagmography Exact results not
reported
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

290578-1 (S)

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Inner ear disorder, Vertigo

 HOSPITALIZED, SERIOUS

Other Vaccine
14-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NF27880 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4457
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Aug-2007
Vaccine Date

16-Aug-2007
Onset Date

0
Days

17-Sep-2007
Status Date

FL
State

WAES0709USA00798
Mfr Report Id

Information has been received from a physician concerning a 14 year old female with no pertinent medical history or drug reactions/allergies who on 16-AUG-
2007 was vaccinated with a first dose of Gardasil (lot# 0469U) 0.5mL IM in the gluteus. There was no concomitant medication. On 16-AUG-2007 the patient
had a short seizure and then fainted shortly after being vaccinated with Gardasil series for approximately 20 seconds. Medical attention was sought. The
patient was treated with an ammonia inhalant and oral fluid (Gatorade). On 16-AUG-2007, the patient had fully recovered. Follow-up information was received
from the medical assistant. The patient had no injection site reaction. The patient was adopted so a medical history of the patient was not available. Upon
internal review, short seizure is considered to be an other medical event. Additional information is not expected.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

290579-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Drug administered at inappropriate site, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
14-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0469U 0 Gluteous maxima Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-May-2007
Vaccine Date

23-Aug-2007
Onset Date

99
Days

17-Sep-2007
Status Date

--
State

WAES0709USA00835
Mfr Report Id

Information has been received from a nurse concerning a 15 year old female who on 16-MAY-2007 was vaccinated with a first dose of Gardasil (lot
657622/0388U). On 16-MAY-2007, the patient was concomitantly vaccinated with hepatitis A vaccine (inactive) (manufacturer unknown). The nurse reported
that the patient stated that she received a second dose of Gardasil, but the nurse noted that there was no documentation that the patient received a second
dose of Gardasil. On 23-AUG-2007 the patient experienced fatigue, altered mental status and weakness. On 25-AUG-2007, the patient was brought to the
emergency room. The patient was hospitalized (details and length of hospitalization not provided). The patient was visited by her physician on 25-AUG-2007,
26-AUG-2007, and 28-AUG-2007. At the time of this report, the outcome was unknown. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

290580-1 (S)

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Fatigue, Mental status changes

 ER VISIT, HOSPITALIZED, SERIOUS

Other Vaccine
14-Sep-2007

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
UNKNOWN MANUFACTURER

0388U
NULL

0 Unknown
Unknown

Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Aug-2007
Vaccine Date

03-Aug-2007
Onset Date

0
Days

17-Sep-2007
Status Date

--
State

WAES0709USA01361
Mfr Report Id

Information has been received from a health professional concerning an 18 year old female who on 03-AUG-2007 was vaccinated with first dose of Gardasil
(lot# 09294). Concomitant therapy included several psychiatric medications [therapy unspecified]. On 03-AUG-2007 within minutes of receiving the vaccine the
patient went into grandmal seizure. It was stated that the patient's mother has seizures all the time as well: Medical attention was sought. The patient was
referred to a neurologist. The patient's outcome was unknown. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

[therapy unspecified]Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

290581-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Familial risk factor, Grand mal convulsion, Immediate post-injection reaction

 ER VISIT, NOT SERIOUS

Other Vaccine
14-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Jul-2007

Vaccine Date
31-Jul-2007
Onset Date

0
Days

17-Sep-2007
Status Date

FR
State

WAES0709USA01406
Mfr Report Id

Information has been received from a healthcare professional, concerning a 17 year old female patient who was unknowingly pregnant when vaccinated on 31-
JUL-2007 with the first dose of Gardasil (lot # not provided). On 03-AUG-2007, it was determined that she was pregnant. On 14-AUG-2007 she had a
spontaneous abortion. She completely recovered (date, duration and details not provided). The event of spontaneous abortion was considered to be serious as
an other important medical event. This file is closed. Other business partner numbers included: E2007-05931.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = Unknown)Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

290582-1

17-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4461
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Aug-2007
Vaccine Date

06-Aug-2007
Onset Date

0
Days

20-Sep-2007
Status Date

NY
State Mfr Report Id

Black out, fainting spell after vaccination of HPV. Rash around the inj site.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

290591-1

20-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site rash, Loss of consciousness, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-Sep-2007

Received Date

Prex Vax Illns:

TDAP

MMR
HPV4
MNQ

GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
MERCK & CO. INC.
SANOFI PASTEUR

AC52801AA

NULL
0171U
U2224AA

Left arm

Unknown
Right arm
Left arm

Intramuscular

Unknown
Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Sep-2007
Vaccine Date

11-Sep-2007
Onset Date

1
Days

20-Sep-2007
Status Date

SD
State Mfr Report Id

Red, swollen, hot, painful at site of injection on Rt hip. Started Keflex 500mg and BenadrylSymptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

290593-1

20-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site pain, Injection site swelling, Injection site warmth

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-Sep-2007

Received Date

Prex Vax Illns:

TD
MNQ
HPV4

SANOFI PASTEUR
SANOFI PASTEUR
MERCK & CO. INC.

U1933DA
U2328AA
0522U

1
0
0

Left leg
Right leg
Right leg

Intramuscular
Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Sep-2007
Vaccine Date

13-Sep-2007
Onset Date

0
Days

20-Sep-2007
Status Date

MD
State Mfr Report Id

Immediately after receiving 1st Gardasil vaccine, student had "seizure-like"  movements for approximately 15-20 seconds then passed out. Per student, no
history of seizures no activity even no ppeng with other vaccines. Does "feel faint" when has blood drawn.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
allergy to sulfa drugs

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

290597-1

20-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Dizziness, Loss of consciousness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0388U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4464
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Sep-2007
Vaccine Date

07-Sep-2007
Onset Date

0
Days

20-Sep-2007
Status Date

MA
State Mfr Report Id

Given vaccine mid afternoon, 2 hours later - hives at site of injection, 4 hours later dizzy. Next day - very pale, nausea, dizziness, headache lasted 48 hours.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Spring pollen allergies, past RAD - with Albuterol x couple years

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

290601-1

20-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Headache, Injection site urticaria, Nausea, Pallor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1062U 0 Left arm Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Aug-2007
Vaccine Date

24-Aug-2007
Onset Date

0
Days

20-Sep-2007
Status Date

AL
State Mfr Report Id

Severe body pain, paresthesia, dyspneaSymptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Ceclor, Tramadol, Doxycline

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

290605-1

20-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dyspnoea, Pain, Paraesthesia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-Sep-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2391BA
1060U

0
0

Unknown
Unknown

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Aug-2007
Vaccine Date

28-Aug-2007
Onset Date

0
Days

19-Sep-2007
Status Date

CA
State Mfr Report Id

Extensive swelling left arm - red/tender and indurated. Rx: Pain meds and warm compressSymptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

Infrequent asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

290634-1

19-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Heat therapy, Induration, Injection site swelling, Tenderness

 ER VISIT, NOT SERIOUS

Other Vaccine
14-Sep-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
HEPA

MERCK & CO. INC.
MERCK & CO. INC.
MERCK & CO. INC.

1025U
1060U
0801U

1
1
1

Unknown
Unknown
Unknown

Subcutaneously
Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Sep-2007
Vaccine Date

13-Sep-2007
Onset Date

0
Days

19-Sep-2007
Status Date

VA
State Mfr Report Id

sick stomach, headache, sudden severe drop in blood pressure, ashen skin color. BP went to 70/50. took 40 minutes to regain strength and pressureSymptom Text:

Prozac 40mg, Adderral 30 MG XROther Meds:
Lab Data:
History:

noPrex Illness:

no

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

290639-1

19-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure decreased, Headache, Pallor, Stomach discomfort

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-Sep-2007

Received Date

Prex Vax Illns:

TDAP
HPV4

UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL 0

Unknown
Unknown

Unknown
Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Aug-2007
Vaccine Date

27-Aug-2007
Onset Date

11
Days

19-Sep-2007
Status Date

MI
State Mfr Report Id

Patient recieved Varicella on 08/16/2007 right leg SQ, ON 08/27/2007 Patient called office 08/27/2007 c/o redness and swelling at sightSymptom Text:

OrthonovumOther Meds:
Lab Data:
History:

nonePrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

290643-1

19-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-Sep-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
TDAP

MERCK & CO. INC.
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

0592U
1062U
C2610AA

0
1
6

Right leg
Left arm

Right arm

Subcutaneously
Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Apr-2007
Vaccine Date

16-Apr-2007
Onset Date

0
Days

18-Sep-2007
Status Date

TN
State

WAES0709USA00784
Mfr Report Id

Information has been received from a registered nurse concerning a 25 year old female with a history of drug abuse who on 07-AUG-2006 was vaccinated
intramuscularly with a 0.5 ml first dose of Gardasil (Lot #653937/0637F). On 11-OCT-2006 the patient was vaccinated with a second dose of Gardasil. On 16-
APR-2007 the patient was vaccinated with a third dose of Gardasil. Concomitant therapy included prenatal vitamins (unspecified). Subsequently the patient
became pregnant. The patient's last menstrual period was on 11-JUN-2007 and the estimated date of delivery was 17-MAR-2008. On unspecified dates a urine
drug screen, ultrasound, pap test, and a prenatal screen was performed. The patient contacted the physician by telephone. On 09-JUL-2007 the patient was
hospitalized for substance abuse. At the time of the report the patient's outcome was unknown. Additional information has been requested.

Symptom Text:

vitamins (unspecified)Other Meds:
Lab Data:
History:
Prex Illness:

ultrasound; urine drug screen - positive; Pap test - Results not reported; laboratory test - Unspecified, Results not reported
Substance abuse

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

290659-1 (S)

18-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Substance abuse

 ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, SERIOUS

Other Vaccine
17-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Sep-2007
Vaccine Date

08-Sep-2007
Onset Date

4
Days

20-Sep-2007
Status Date

VA
State Mfr Report Id

Patient reported right arm at site of injection was tender, warm to touch, and formed a "lump" under the skin approximately 5 days AFTER immunization given.
No local/topical treatment. Patient took ibuprofen with symptoms improvement. Examined by me today, 9/11/2007. Area with mild erythema, indurated 10x5
mm, mildly tender to

Symptom Text:

Allegra D; Singulair; Entex; SeasonaleOther Meds:
Lab Data:
History:

NonePrex Illness:

None
Allergic rhinitis; asthma; obesity; fertility

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

290702-1

20-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site induration, Injection site mass, Injection site pain, Injection site warmth

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1061U 1 Right arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Sep-2007
Vaccine Date

10-Sep-2007
Onset Date

0
Days

20-Sep-2007
Status Date

CA
State Mfr Report Id

Evening of 9-10-07 (day of injections) pt mother states pt was running a slight temperature and lt upper became slightly swollen, red, very warm and painful. 9-
12-07 pt here in clinic for PPD reading and advised her to apply cool packs to lt arm.

Symptom Text:

N/AOther Meds:
Lab Data:
History:

N/APrex Illness:

N/A
N/A

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
10.0

290706-1

28-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Body temperature increased, Erythema, Oedema peripheral, Pain, Skin warm

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Sep-2007

Received Date

Prex Vax Illns:

VARCEL
MNQ
HPV4

MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.

0369U
U2221AA
0012U

1
0
0

Left arm
Left arm

Right arm

Subcutaneously
Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Aug-2007
Vaccine Date

20-Aug-2007
Onset Date

12
Days

19-Sep-2007
Status Date

OK
State Mfr Report Id

Patient fainted at cheerleading practice and was transported to ER.  Patient continued to lose consciousness, shake, become extremely agitated and could not
walk.  She complained of prickly feelings in legs.  Patient was admitted to hospital for further tests for 3 days.  Patient gained back use of legs during the last
two days in the hospital.  Patient still is having dizziness and is seeking further treatment.  10/15/2007 MR received for DOS 8/21-23/2007 with D/C DX:
Syncope.  Conversion Disorder.  Child had syncopal episode preceded by dizziness and lightheadedness.  Was passed out for 15 minutes.  (+) anxiety.  Had
several syncopal episodes in the ER.  PE was WNL.

Symptom Text:

Melatonin 2mgOther Meds:
Lab Data:

History:
N/APrex Illness:

EKG-showed possible borderline QT syndrome, EEG-normal, Echocardiagram-normal. Labs and Diagnsotics:  EKG with prolonged QT.  Echo WNL.  CT head
w/ no abnormalities.  EEG normal
ADHD. PMH:  ADD.  Anxiety.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

290711-1 (S)

16-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abasia, Agitation, Conversion disorder, Dizziness, Loss of consciousness, Paraesthesia, Syncope, Tremor

 ER VISIT, HOSPITALIZED, SERIOUS

Other Vaccine
17-Sep-2007

Received Date

Prex Vax Illns:

TDAP

MNQ
HPV4

GLAXOSMITHKLINE
BIOLOGICALS
SANOFI PASTEUR
MERCK & CO. INC.

AC52B0186A

U2391BA
0469U

5

0
0

Left arm

Right arm
Right arm

Unknown

Unknown
Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Sep-2007
Vaccine Date

15-Sep-2007
Onset Date

1
Days

19-Sep-2007
Status Date

ND
State Mfr Report Id

Parent states that child's Left arm is bright red and swollen a half inch round in diameter.  Arm is tender to touch. Child ran fever Saturday and Sunday.  Mom
states that she has been giving her Tylenol.  Parent contated child's doctor and informed her to bring Hayley in if arm size increases.  Instructed her to use cold
compresses.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NoPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

290715-1

19-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cold compress therapy, Erythema, Oedema peripheral, Pyrexia, Tenderness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Sep-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

1004U
0187U

1
0

Left arm
Right arm

Subcutaneously
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Sep-2007
Vaccine Date

11-Sep-2007
Onset Date

0
Days

19-Sep-2007
Status Date

NJ
State Mfr Report Id

POST GARDASIL#2, PT BECAME LIGHTHEADED WHEN WALKING OUT OF OFFICE. CAUGHT BY FATHER. NO SYNCOPE. SUPINE FOR 5 MINUTES,
BLOOD PRESSURE AND PULSE WERE OK. PT RECOVERED WITHOUT INCIDENT. PT IS AVID ATHLETE.

Symptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

ACNE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

290719-1

19-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Sep-2007

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

1425F
AHAVB181AA

1
1

Right arm
Left arm

Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Aug-2007
Vaccine Date

21-Aug-2007
Onset Date

1
Days

20-Sep-2007
Status Date

CA
State Mfr Report Id

Child developed red swellings of both arms where she received vaccination 8/22/07. On exam, there were two 5 x 4 1/2 in red and slightly tender swelling on
(Lt) arm and one 8x5mc on (Rt) arm.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

290720-1

20-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site swelling, Tenderness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Sep-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
MNQ
TDAP

MERCK & CO. INC.
MERCK & CO. INC.
SANOFI PASTEUR
SANOFI PASTEUR

07254
05244
U2359AA
C2771AA

0
0
0
0

Right arm
Left arm
Left arm

Right arm

Unknown
Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 4476
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Sep-2007
Vaccine Date

Unknown
Onset Date Days

21-Sep-2007
Status Date

VA
State Mfr Report Id

DTaP immune given to pt (12 yrs old) instead of Tdap. No reaction to DTaP noted. Consulted with CDC to see if Tdap should still be given, per CDC not
recommended because of possible local reaction

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

290726-1

21-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Wrong drug administered

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Sep-2007

Received Date

Prex Vax Illns:

HPV4
DTAP

MERCK & CO. INC.
SANOFI PASTEUR

1426F
C2651AA

0 Right arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4477
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Aug-2007
Vaccine Date

29-Aug-2007
Onset Date

2
Days

21-Sep-2007
Status Date

WA
State Mfr Report Id

erythema, induration 2 cm diameterSymptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

NKDA/ none known environmental

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

290731-1

21-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Induration

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Sep-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

1249F
0524U

0
0

Left arm
Left arm

Subcutaneously
Intramuscular



10 JUN 2008 06:27Report run on: Page 4478
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Aug-2007
Vaccine Date

11-Aug-2007
Onset Date

2
Days

21-Sep-2007
Status Date

VA
State Mfr Report Id

Patient C/O itching and bumps on abdomen that she at first thought were mosquito bites approximately 48 hours after receiving Tdap, MCG and Gardasil #1
vaccines. By the following morning the rash had spread to include her legs, arms, chest and neck. No report of SOB, HA, Fever or GI symptoms. She was seen
at hospital ER where she was treated with Benadryl, and sent home on a Prednisone taper (20 mg 1 tab PO X 5 days). Symptom: Hives Start: 08/11/2007 End:
08/13/2007 Comment: First appeared on abdomen. Symptom: Rash, pruritic Start: 08/11/2007 End: 08/14/2007

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
Hyperthyroidism, Allergy to Methimazole-urticaria

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

290733-1

26-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus, Rash generalised

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Sep-2007

Received Date

Prex Vax Illns:

TDAP
HPV4
MNQ

SANOFI PASTEUR
MERCK & CO. INC.
SANOFI PASTEUR

AC52B010AA
0688F
U2329AA

0
0
0

Unknown
Unknown
Unknown

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 4479
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Jul-2007

Vaccine Date
11-Jul-2007
Onset Date

0
Days

19-Sep-2007
Status Date

NJ
State

WAES0709USA01084
Mfr Report Id

Information has been received from a mother concerning her 14 year old daughter who on 11-JUL-2007 was vaccinated with a first dose of Gardasil. On 11-
JUL-2007 the patient fainted. On 04-SEP-2007 the patient was vaccinated with a second dose of Gardasil. On approximately 04-SEP-2007, the patient
experienced a seizure. Unspecified medical attention was sought. At the time of the report the patient's outcome was unknown. Upon internal review seizure
was considered an other important medical event. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

290763-1

19-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4480
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Aug-2007
Vaccine Date

29-Aug-2007
Onset Date

0
Days

19-Sep-2007
Status Date

PA
State

WAES0709USA01582
Mfr Report Id

Information has been received from a nurse concerning an 18 year old female with a positive seizure history who on 29-AUG-2007 was vaccinated with a dose
of Gardasil (LOT# 657622/0388U). Three to four minutes after administration, the patient developed a seizure. Unspecified medical attention was sought. That
same day, the patient recovered. No product quality complaint was involved. Upon internal review, seizure was considered to be an other important medical
event. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

290764-1

19-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Condition aggravated, Convulsion

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0388U Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4481
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Aug-2007
Vaccine Date

01-Sep-2007
Onset Date

7
Days

19-Sep-2007
Status Date

FR
State

WAES0709PHL00011
Mfr Report Id

Information has been received from a physician concerning a 24 year old female with diagnosed condyloma who on August 11, 2007 was biopsied and
underwent cauterization of genital warts. Concomitant therapy includes multivitamins, vitamin C and folic acid. On 25-AUG-2007, the patient was vaccinated
with Gardasil, approximately one week after cauterization. In September 2007, approximately, three to five days after first dose vaccination, the patient
experienced reactivated condyloma. It was described as having increased in roughness, number and size. The patient's reactivated condyloma persisted and
repeat cauterization will be conducted after the patient's menstrual period this month. The reporter felt that reactivated condyloma was related to therapy with
Gardasil. Reactivated condyloma was considered to be both a disabling and another important medical event.

Symptom Text:

vitamins (unspecified) Unk - UnkOther Meds:
Lab Data:
History:

CondylomaPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

290765-1 (S)

19-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anogenital warts, Condition aggravated

 PERMANENT DISABILITY, SERIOUS

Other Vaccine
18-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4482
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Aug-2007
Vaccine Date

05-Sep-2007
Onset Date

14
Days

21-Sep-2007
Status Date

CA
State Mfr Report Id

Developed abscess at injection site 2wks after injection. Currently being treated with antibioticsSymptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

290768-1

21-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site abscess

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0522U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4483
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Jul-2007

Vaccine Date
Unknown

Onset Date Days
24-Sep-2007
Status Date

MN
State Mfr Report Id

Tenderness in Lt deltoid x 2 wks nausea/vomiting/dizziness x 2 wks (intermittent) Tx-Meclizine/Valium 1/3 testing @ medical center.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Balance solution-Multiple test for dizziness-all normal

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

290778-1

25-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Nausea, Tenderness, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Sep-2007

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

0927U
AHAVB118AA

1
1

Left arm
Right arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4484
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Apr-2007
Vaccine Date

23-Apr-2007
Onset Date

0
Days

24-Sep-2007
Status Date

PA
State Mfr Report Id

Symptoms: Swollen arm for 1 week couldn't move, back pain, unusual urine smell (chlorine like), hair loss, white discharge, flu like symptoms with vomiting,
fever, soft stool, not feeling good at all. Presented to office 9/18/07, has had 2 HPV vaccines and feels her illness is from vaccines

Symptom Text:

Other Meds:
Lab Data:
History:

sleep apnea, recurrent headaches, lesion in trialanis (ongoing medical issues)Prex Illness:

CBC/Diff TSH & Free t4 done (9/18/07)

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

290795-1

25-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Alopecia, Back pain, Diarrhoea, Hypokinesia, Influenza like illness, Malaise, Oedema peripheral, Pyrexia, Urine analysis abnormal, Vaginal discharge,
Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Sep-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
MNQ

MERCK & CO. INC.
MERCK & CO. INC.
SANOFI PASTEUR

1048F
1208F
62225AA

1
0
0

Right arm
Left arm
Left arm

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 4485
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Sep-2007
Vaccine Date

10-Sep-2007
Onset Date

0
Days

21-Sep-2007
Status Date

MO
State Mfr Report Id

Within 5 minutes after vaccines, pt fainted briefly, had vision abnormalities for 20 minutes. When she arrived some 1hr after vaccinations, she vomited x 5 (also
had hit head with syncope)

Symptom Text:

PPDOther Meds:
Lab Data:
History:
Prex Illness:

Allergic-Sulfa

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

290796-1

21-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Head injury, Syncope, Visual disturbance, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Sep-2007

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

1060U
AHAVB186CA

0
0

Left arm
Right arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4486
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Aug-2007
Vaccine Date

Unknown
Onset Date Days

21-Sep-2007
Status Date

KS
State Mfr Report Id

8-24-07 pt received Gardasil HPV 1st dose patient had neg pregnancy test 8-23-07 pt returned to clinic 9-7-07 for pregnancy test which was pos at this timeSymptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

290799-1

21-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Sep-2007

Received Date

Prex Vax Illns:

TDAP
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

C2770AA
0515U

0
0

Left arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4487
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Aug-2007
Vaccine Date

12-Aug-2007
Onset Date

4
Days

21-Sep-2007
Status Date

WA
State Mfr Report Id

Pt seen 8/19/07 for herpes zoster with several cluster of vesicles on erythematous bases in dermatome pattern on back. Mother of patient is convinced
shingles case was directly caused by vaccine received 8/8/07, due to patients dx of Aspergers

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

290800-1

21-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Aspergers disorder, Erythema, Herpes zoster, Rash vesicular

 NO CONDITIONS, NOT SERIOUS

Related reports:   290800-2

Other Vaccine
18-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0927U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4488
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Aug-2007
Vaccine Date

12-Aug-2007
Onset Date

4
Days

26-Oct-2007
Status Date

WA
State Mfr Report Id

Mom reports that vaccine was direct cause for case of shingles that she reports lasted for two months in length. Pt seen 08.19.07 with clusters of bumps on left
side of body that were reported to be one week old.  Pt treated with Famvir 500 mg tabs.

Symptom Text:

Daytrana 40 mgOther Meds:
Lab Data:
History:

NonePrex Illness:

ADD; Aspergers per Mom

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

290800-2

30-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Herpes zoster

 NO CONDITIONS, NOT SERIOUS

Related reports:   290800-1

Other Vaccine
23-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0927U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4489
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Sep-2007
Vaccine Date

11-Sep-2007
Onset Date

1
Days

27-Sep-2007
Status Date

IL
State Mfr Report Id

received varicella inj 9-10-some local reaction started 9/11-this am arm very sore-4" area of erythema with cluster of blisters in the center-some brusing serrous
fluid. "8cm x 7cm erythema and induration with 1 cm blistered area" Covered with Telfa and paper tape cold pack to area as often as able

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
Asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

290803-1

27-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blister, Contusion, Erythema, Induration, Local reaction, Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Sep-2007

Received Date

Prex Vax Illns:

VARCEL
HEPA

HPV4
TDAP

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

11004
AHAVB144A

1447F
AC52B102AA

1
1

0
0

Right arm
Left arm

Left arm
Right leg

Subcutaneously
Intramuscular

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4490
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Aug-2007
Vaccine Date

29-Aug-2007
Onset Date

8
Days

24-Sep-2007
Status Date

VA
State Mfr Report Id

Aug 29-Fever 103 deg, diarrhea, severe headache and lethargic. Symptoms 8/29-8/30. Sept 1 had hives on body. Improved on Sept 2. Returned to school on
Sept 4.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
Allergic-Amoxicillin

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

290812-1

25-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Diarrhoea, Headache, Lethargy, Pyrexia, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Sep-2007

Received Date

Prex Vax Illns:

TDAP

HPV4

GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

AC52B016BA

05244

0

0

Left arm

Right arm

Intramuscular

Intramuscular



10 JUN 2008 06:27Report run on: Page 4491
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Jul-2007

Vaccine Date
18-Aug-2007
Onset Date

33
Days

19-Sep-2007
Status Date

MO
State Mfr Report Id

After immunization on 7/16, patient developed symptoms of asthma beginning on 8/18 which have continued to this date with no relief. Additional booster
immunizations cancelled.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

Breathing test questionable, additional tests being conducted to possible asthma at this time.
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

290815-1

19-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthma

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Sep-2007

Received Date

Asthma symptoms~HPV (Gardasil)~NULL~21~In PatientPrex Vax Illns:

HPV4 MERCK & CO. INC. UNKNOWN 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4492
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Aug-2007
Vaccine Date

10-Aug-2007
Onset Date

1
Days

19-Sep-2007
Status Date

AZ
State Mfr Report Id

Red hot to touch with cellulitis treated with keflexSymptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

none
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

290823-1

19-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cellulitis, Erythema, Skin warm

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Sep-2007

Received Date

none~ ()~NULL~~In PatientPrex Vax Illns:

VARCEL
TDAP

HPV4
HEPA

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

0516U
AC52B012AA

1424F
AHAVB175AA

3
0

0
0

Left arm
Left arm

Right arm
Right arm

Subcutaneously
Intramuscular

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4493
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Sep-2007
Vaccine Date

12-Sep-2007
Onset Date

0
Days

19-Sep-2007
Status Date

--
State Mfr Report Id

Development of red, pruritic papules and hives beginning on her legs on the day of the immunization and spreading to her arms on the next day.  Pt seen in
clinic 5 days later; pruritis treated with atarax.

Symptom Text:

CelexaOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

290830-1

19-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Pruritus, Rash papular, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Sep-2007

Received Date

Prex Vax Illns:

HPV4
ANTH

MERCK & CO. INC.
UNKNOWN MANUFACTURER

0211U
FAV108

0
4

Left arm
Right arm

Subcutaneously
Subcutaneously



10 JUN 2008 06:27Report run on: Page 4494
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jul-2007

Vaccine Date
Unknown

Onset Date Days
21-Sep-2007
Status Date

--
State Mfr Report Id

Inattention to detail. Multiple patients were being given injections of Anthrax that same day, perhaps leading to this injection being given in the same manner as
the Anthrax.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
27.0

290867-1

28-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Incorrect route of drug administration

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4495
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Aug-2007
Vaccine Date

12-Aug-2007
Onset Date

0
Days

20-Sep-2007
Status Date

--
State

WAES0709USA02075
Mfr Report Id

Information has been received from a health professional concerning a 16 year old female with pollen allergy, house dust allergy and mycotic allergy who on
approximately 12-AUG-2007 was vaccinated with the first dose of Gardasil. Concomitant therapy included mometasone furoate (NASONEX), budesonide
(PULMICORT), loratadine and levalbuterol hydrochloride (XOPENEX). On approximately 12-AUG-2007 the patient experienced throat swelling, tongue swelling
and became congested following vaccination. On 13-AUG-2007, the patient sought medical attention during an office visit. The patient was treated with
diphenhydramine HCl (BENADRYL) and an unspecified inhaler. Subsequently, the patient recovered from throat swelling, tongue swelling and became
congested. The reporting nurse considered the patient's throat swelling, tongue swelling, and congestion to be immediately life-threatening. Additional
information has been requested.

Symptom Text:

Pulmicort, Xopenex, Loratadine, NasonexOther Meds:
Lab Data:
History:

Pollen allergy; House dust allergy; Mycotic allergyPrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

290871-1 (S)

20-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pharyngeal oedema, Respiratory tract congestion, Swollen tongue, Upper respiratory tract congestion

 LIFE THREATENING, SERIOUS

Other Vaccine
19-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4496
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Feb-2007
Vaccine Date

06-Mar-2007
Onset Date

32
Days

20-Sep-2007
Status Date

--
State

WAES0709USA01893
Mfr Report Id

Information has been received from a registered nurse, via a company representative, concerning a 26 year old female patient, who on 11-DEC-2006, was
vaccinated with the first dose of Gardasil, and on 02-FEB-2007 with the second dose of Gardasil (lot # not provided). On approximately 06-MAR-2007 ("on or
about 06-MAR-2007") the patient became pregnant. On approximately 26-JUN-2007 ("approximately 16 weeks later"), she had a miscarriage. At the time of this
report, the outcome of "had a miscarriage" was unknown. Upon internal review, "had a miscarriage" was determined to be serious as an other important
medical event. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 3/6/2007)Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

290872-1

20-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4497
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Jun-2007
Vaccine Date

Unknown
Onset Date Days

20-Sep-2007
Status Date

CA
State

WAES0709USA01883
Mfr Report Id

Information has been received from a physician concerning a 9 year old female who on 14-JUN-2007 was vaccinated with a first dose of Gardasil 0.5 mL IM.
On an unspecified date the patient had been hospitalized three times for seizures, since vaccination. Medical attention was sought. At the time of reporting it
was unknown if the patient had recovered. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
9.0

290873-1 (S)

20-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion

 HOSPITALIZED, SERIOUS

Other Vaccine
19-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0523U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4498
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Aug-2007
Vaccine Date

17-Aug-2007
Onset Date

0
Days

20-Sep-2007
Status Date

FR
State

WAES0709AUS00101
Mfr Report Id

Information has been received from a physician concerning a 25 year old female who on 17-AUG-2007 was vaccinated with Gardasil (Lot No. 655734/0313U,
Batch No. J1022, Expiry date, 08-AUG-2009) in the left deltoid muscle. On 17-AUG-2007, after the vaccination, the patient complained of soreness at left
deltoid, the injection site. Subsequently the patient experienced loss of consciousness for 5 sec followed by fitting for another 5 sec. The patient was
transferred from the chair to the bed at lateral position and offered a cup of water and a cup of tea with sugar. The patient felt better and was accompanied
home by her boyfriend. The reporter felt that fitting and loss of consciousness for 5 sec were not related to therapy with Gardasil. Upon internal review, fitting
was considered to be an other important medical event. Additional information is not expected. This is one of the several reports from the same source.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

290874-1

20-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Injection site pain, Loss of consciousness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0313U Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4499
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Sep-2007
Vaccine Date

10-Sep-2007
Onset Date

0
Days

25-Sep-2007
Status Date

NY
State Mfr Report Id

Pt given 1st dose of HPV and immediately after receiving inj. pt states she felt lightheaded and was put in prone position. Pt became rigid, eyes rolling back
and no response from pt., color pale. Dr summoned to room. No response to smelling salts - pt incontinent of urine. Pt regained consciousness and was taken
by ambulance to hospital.

Symptom Text:

Ortho-cept 28; Proventil HfaOther Meds:
Lab Data:
History:
Prex Illness:

Pt went by ambulance to hospital. Dx: vasovagal syncope

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

290886-1

25-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Gaze palsy, Muscle rigidity, Pallor, Unresponsive to stimuli, Urinary incontinence

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0929U 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4500
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Sep-2007
Vaccine Date

17-Sep-2007
Onset Date

0
Days

25-Sep-2007
Status Date

MD
State Mfr Report Id

Immediately after HPV vaccine given.  Pt developed cyanosis, syncope, & tonic clonic seizure lasting about 5 minutes. Pt was started on IV, labs drawn in
clinic, EMS called and transported to Hospital Peds ER.  Mother reported pt has had 5-6 episodes of tonic clonic seizures during her life and have not been
evaluated. Pt has been referred to Peds neurology at Medical Center.

Symptom Text:

claritin, flonase, Aleese-28, ibuprofen.Other Meds:
Lab Data:
History:
Prex Illness:

Glucose finger stick was 92 in clinic. Glucose via venopuncture was 67. All other labs were WNL.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

290912-1

25-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cyanosis, Grand mal convulsion, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0530U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4501
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Sep-2007
Vaccine Date

19-Sep-2007
Onset Date

8
Days

25-Sep-2007
Status Date

MD
State Mfr Report Id

8 days after shot patient has a large hard lump at infection site - also complains of soreness and it hurting to move arm above head.  Lump is bigger today
9/19/07 then it was two days ago.

Symptom Text:

Other Meds:
Lab Data:
History:

nonePrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

290924-1

25-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injected limb mobility decreased, Injection site mass, Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

none~ ()~NULL~~In Patient|none~ ()~NULL~~In Sibling1|none~ ()~NULL~~In Sibling2Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Right arm Unknown



10 JUN 2008 06:27Report run on: Page 4502
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Sep-2007
Status Date

TX
State

WAES0709USA02125
Mfr Report Id

Information has been received from a physician concerning a 12 year old female with a history of convulsion who on an unspecified date was vaccinated with
Gardasil (lot#unknown) 0.5mL IM. Concomitant therapy included diphtheria toxoid (+) Hib conj vaccine (unspecified carrier) (+) pertussis vaccine (unspecified)
(+) tetanus toxoid administered the same day as the Gardasil. On an unspecified date, after the administration of Gardasil the patient experienced syncope and
brief seizure-like activity. Subsequently, the patient recovered from syncope and brief seizure-like activity prior to leaving the clinic. No further information is
available. Upon internal review, brief seizure-like activity is considered to be an other medical event (OME). Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None
Convulsion

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

290927-1

21-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4
DTPHIB

MERCK & CO. INC.
UNKNOWN MANUFACTURER

NULL
NULL

Unknown
Unknown

Intramuscular
Unknown



10 JUN 2008 06:27Report run on: Page 4503
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Sep-2007
Vaccine Date

20-Sep-2007
Onset Date

0
Days

25-Sep-2007
Status Date

PA
State Mfr Report Id

C/O dizziness, diaphoretic, hives, nausea, and headacheSymptom Text:

Maxalt; Periactin; Nexium; ZyrtecOther Meds:
Lab Data:
History:

(R) hand injuryPrex Illness:

Vital signs taken and Benadryl given
Asthma, allergies

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

290948-1

25-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Headache, Hyperhidrosis, Nausea, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 10634 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4504
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Sep-2007
Vaccine Date

19-Sep-2007
Onset Date

2
Days

25-Sep-2007
Status Date

NY
State Mfr Report Id

9-17-07 pt awoke around 3:30 with hives all over body, getting worse throughout the day. Very large, red, itching. denies difficulty breathing.Symptom Text:

Albuterol inhalerOther Meds:
Lab Data:
History:

NonePrex Illness:

exercise induced bronchospasm, migraines

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

290951-1

25-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dyspnoea, Erythema, Pruritus, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0802U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4505
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Sep-2007
Vaccine Date

19-Sep-2007
Onset Date

0
Days

25-Sep-2007
Status Date

NY
State Mfr Report Id

Patient at check out desk approx. 15 min after her Gardasil injection had syncope episode. Brief loss of consciousness - hit her head knocking the telephone
off the wall. No visible injury from fall. Ambulance responded - pt declined going to Emergency Room.

Symptom Text:

Ortho Cyclen 28Other Meds:
Lab Data:
History:

NonePrex Illness:

None known allergies, Raynauld's Syndrome

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

290954-1

25-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Head injury, Loss of consciousness, Syncope

 NO CONDITIONS, NOT SERIOUS

Related reports:   290954-2

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1061U 2 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4506
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Sep-2007
Vaccine Date

19-Sep-2007
Onset Date

0
Days

17-Apr-2008
Status Date

NY
State

WAES0709USA03801
Mfr Report Id

Initial and follow-up information has been received from a registered nurse concerning a 24 year old female with history of Raynaud's syndrome who on 07-
MAR-2007 was vaccinated intramuscularly into the deltoid with a 0.5 ml first dose of GARDASIL. On an unspecified date the patient was vaccinated with a
second dose of GARDASIL. On 19-SEP-2007 the patient was vaccinated with a third dose of GARDASIL (Lot # "1061U"). Concomitant therapy ORTHO-
CYCLEN. On 19-SEP-2007 at 16:45, approximately 15 minutes after vaccination the patient was at the check out desk she had a syncope episode with brief
loss of consciousness. She hit her head knocking the phone off the wall. There was no visible injury from the fall. The ambulance responded, The patient
declined going to the emergency room. On 19-SEP-2007 after 15-20 minutes of observation, the patient recovered. Additional information has been requested.

Symptom Text:

ORTHO-CYCLENOther Meds:
Lab Data:
History:
Prex Illness:

None
Raynauds

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

290954-2

17-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Fall, Head injury, Loss of consciousness, Syncope

 ER VISIT, NOT SERIOUS

Related reports:   290954-1

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4507
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Sep-2007
Vaccine Date

19-Sep-2007
Onset Date

0
Days

25-Sep-2007
Status Date

VA
State Mfr Report Id

Gave patient dose subcut instead of IM. Patient did not have nay adverse event or irritation at site. T-called to primary care Dr and immunization center. Said to
repeat dose in 1 week.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

290960-1

25-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Incorrect route of drug administration

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1061U 2 Unknown Subcutaneously



10 JUN 2008 06:27Report run on: Page 4508
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Sep-2007
Vaccine Date

20-Sep-2007
Onset Date

0
Days

25-Sep-2007
Status Date

CA
State Mfr Report Id

Within one minute of vaccination with Gardasil, the patient felt nausea, and fell over the side of the bed on which she was sitting with complete loss of
conciousness. She fell on her face and was unresponsive and hypotonic for about one minute. She then became hypertonic and rigid for thirty seconds before
responding. She had post ictal headaches, dizziness and no memory of the event. This episode is in keeping with seizure like activity.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Glucose normal. Vital signs stable. Reffered to ER for head CT and lab work. Will need EEG.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

290988-1

02-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Dizziness, Headache, Hypotonia, Loss of consciousness, Memory impairment, Nausea, Unresponsive to stimuli

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

VARCEL
MNQ
HEPA
HPV4
TDAP

MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

0610U
U217OAA
1281F
1425F
C2689AA 0

Right arm
Left arm
Left arm

Right arm
Left arm

Subcutaneously
Intramuscular
Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4509
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Jun-2007
Vaccine Date

26-Jun-2007
Onset Date

0
Days

05-Oct-2007
Status Date

AL
State

200702369
Mfr Report Id

A case was received from a health professional in the United States on 28 June 2007. A 17-year-old female patient with a medical history of gastric reflux,
migraines, and an enlarged thyroid had received an intramuscular left deltoid injection of Menactra (lot number 02331AA) and an intramuscular right deltoid
injection of Gardasil (lot number 03890) on 26 June 2007. That evening, she developed a temperature of 103 degrees Fahrenheit, nausea, headache, and stiff
neck. Concomitant medications included Yasmin 28 and Nexium; the patient was not ill at the time of vaccination, and had no known allergies. Outcome was
unknown.

Symptom Text:

Yasmin, NexiumOther Meds:
Lab Data:
History:
Prex Illness:

Medical history included gastric reflux, migraines, and enlarged thyroid.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

291015-1

05-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Body temperature increased, Headache, Musculoskeletal stiffness, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
10-Sep-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2331A
0389U

0
2

Left arm
Right arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4510
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Jul-2007

Vaccine Date
06-Jul-2007
Onset Date

0
Days

05-Oct-2007
Status Date

IA
State

200702518
Mfr Report Id

An 18-year-old female patient with a history of bee sting allergy had received a right deltoid intramuscular injection of Menactra (lot number U2228AA) and a
left deltoid intramuscular injection of Gardasil (0522U) on 06 July 2007. Immediately after receiving the vaccines, the patient became dizzy. She also reported
soreness at the injection site. The events subsequently recovered.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Allergic to bee stings.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

291017-1

05-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
10-Sep-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2228A
0522U

Right arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4511
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Jul-2007

Vaccine Date
Unknown

Onset Date Days
05-Oct-2007
Status Date

IA
State

200702518
Mfr Report Id

This case was received from a health professional in the United States on 10 July 2007. An 18-year-old female patient with a history of bee sting allergy had
received a right deltoid intramuscular injection of Menactra (lot number U2228AA) and a left deltoid intramuscularly injection of Gardasil (0522U) on 06 July
2007. Immediately after receiving the vaccines, the patient became dizzy. She also reported soreness at the injection site. The events subsequently recovered.
Follow-up information received on 03 August 2007 from a health care professional. The injection site soreness was experienced in the right arm where
"Menactra was given." The patient's parent was called on 09 July 2007, and it was reported that "everything is OK now." The event did not require a medical
examination.

Symptom Text:

Other Meds:
Lab Data:
History:

Prex Illness:

The patient had a history of allergy to bee stings, acne, exercise induced asthma, recurrent otitis media, and tooth extraction (Jun/2006), and a family history of
heart disease and hypertension.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

291024-1

05-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Immediate post-injection reaction, Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
10-Sep-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U222BA
0552U

Right arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4512
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Aug-2007
Vaccine Date

21-Aug-2007
Onset Date

0
Days

24-Sep-2007
Status Date

FR
State

WAES0709CZE00003
Mfr Report Id

Information has been received from a mother of a 20 year old female with a history of psoriasis who was vaccinated with Gardasil. Concomitant therapy
included dienogest (+) ethinyl estradiol (JEANINE). On 21-August-2007 she received a first dose of Gardasil. After injection intermittent fainting occurred, but
resolved uneventfully after a few minutes. Then on 22-Aug-2007 the patient experienced sore throat, mild dyspnea, neck lymph nodes enlargement and
development of aphthous stomatitis. The patient was examined by her general practitioner and was given Calcium I.V., Dithiaden tbl 1-0-1 and underwent a
throat culture. The following day 23-Aug-2007 all the symptoms resolved uneventfully except for aphthous stomatitis which resolved by 28-Aug-07. The throat
culture was negative. The reporter felt that dyspnea, fainting, sore throat, aphthous stomatitis and neck lymph nodes enlargement were related to therapy with
Gardasil and they were all classified as OME (other medical event). Additional inform-ation is not expected.

Symptom Text:

dienogest (+) ethinyl estradiolOther Meds:
Lab Data:
History:
Prex Illness:

throat culture 27Aug07 Comment: negative
Contraception; Psoriasis

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

291027-1

24-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Aphthous stomatitis, Dyspnoea, Lymphadenopathy, Pharyngolaryngeal pain, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4513
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jul-2007

Vaccine Date
01-Jul-2007
Onset Date

0
Days

24-Sep-2007
Status Date

FR
State

WAES0709USA02307
Mfr Report Id

Information has been received from a gynaecologist concerning a nearly 24 year old female who in July 2007, was vaccinated with a first dose of Gardasil (lot#
unknown) in the left upper arm. Two weeks post-vaccination the patient complained about "furred feeling" in the left arm and face on the left side. She was
admitted to the hospital for 3 days on an unknown date. Evoked potentials (no otherwise specified) and cranial magnetic resonance imaging were without
pathological findings. At the time of reporting the symptoms were ongoing. Other business partners included are: E2007-06060. Additional information not
expected.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

visual evoked potential no otherwise specified, magnetic resonance imaging cranial (without pathological findings)
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

291028-1 (S)

24-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Paraesthesia

 HOSPITALIZED, SERIOUS

Other Vaccine
21-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4514
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Jun-2007
Vaccine Date

Unknown
Onset Date Days

24-Sep-2007
Status Date

FR
State

D0054447A
Mfr Report Id

This case was reported by a physician via a regulatory authority and described the occurrence of lymphocytopenia in a 32-year-old female subject who was
vaccinated with Engerix B for prophylaxis. Co-suspect vaccination included MMR, strain not specified and Gardasil. There was no concurrent medical condition
or concurrent medication or any other risk factors. On 13 July 2007 the subject received an unspecified dose of MMR vaccine (intramuscularly into an unknown
application site). ON 27 June 2007 the subject received an unspecified dose of Engerix B (intramuscularly into an unknown application site), together with an
unspecified dose of Gardasil (intramuscularly into an unknown application site). At an unspecified date approximately in 2007, the subject experienced
lymphocytopenia (Lymphocyte percentage 13%) and autoimmune thyroiditis. ON 24 July 2007, 27 respectively 11 days after vaccination with Engerix B,
Gardasil and MMR vaccine, the subject experienced headache, fatigue and lymphadenopathy (at the right mandibular angle and the left axilla). The subject
was treated with thyroxine sodium (L-thyroxin 75, unknown manufacturer). This case was assessed as medically serious. At the time of reporting the events
were unresolved. The reporting physician considered that the events were not related to the vaccination with Engerix B, but were related to the vaccination with
Gardasil.

Symptom Text:

Other Meds:
Lab Data:

History:
UnknownPrex Illness:

Lymphocyte percentage 2007 13%; Thyroglobulin antibody 2007 453; Thyroid stimulating hormone 2007 4.56; Thyroxine 2007 1.08; Tri-iodothyronine 2007
2.62; Examinations: Lab parameters: Thyroideaperoxidase antibodies: 440

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
32.0

291042-1

05-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Autoimmune thyroiditis, Fatigue, Headache, Inappropriate schedule of drug administration, Lymphadenopathy, Lymphopenia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Sep-2007

Received Date

Prex Vax Illns:

MMR
HEP

HPV4

UNKNOWN MANUFACTURER
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

NULL
NULL

NULL

Unknown
Left leg

Unknown

Intramuscular
Intramuscular

Intramuscular



10 JUN 2008 06:27Report run on: Page 4515
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Sep-2007
Vaccine Date

10-Sep-2007
Onset Date

0
Days

25-Sep-2007
Status Date

CO
State Mfr Report Id

No SOB, no chest pain - brief episode several minutes after IM injection given. Pt was responsive, observed for 15" then discharged with parents. Possible Dx
vasovagal reaction by overseeing MD.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

BP WNL; Pulse Ox WNL
None NKDA Acne tx.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

291072-1

25-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope vasovagal

 NO CONDITIONS, NOT SERIOUS

Related reports:   291072-2

Other Vaccine
21-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1060U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4516
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Sep-2007
Vaccine Date

10-Sep-2007
Onset Date

0
Days

17-Apr-2008
Status Date

--
State

WAES0709USA03482
Mfr Report Id

Information has been received from a nurse practitioner concerning a 17 year old female who on 10-SEP-2007 was vaccinated IM in the left deltoid with a dose
of GARDASIL (658556/1060U). Concomitant therapy included ketoconazole shampoo and clindamycin gel. The nurse reported that the patient has a vasovagal
reaction after vaccination. After the vaccination the patient sat with her parents in the office. Within 5-10 minutes the parents indicated that the patient needed
help. A physician and two medical assistants came to her aid. Her parents mentioned that she had uncontrolled hand movements. The patient was taken inside
and instructed to place her head between he knees. Also she laid down and her blood pressure plus pulse ox were checked. They both were normal. The nurse
reported that the patient was never incoherent and never lost consciousness. After 15 minutes, the patient's symptoms resolved. No product quality complaint
was involved. Additional information has been requested.

Symptom Text:

clindamycin; ketoconazoleOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

291072-2

17-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dyskinesia, Syncope vasovagal

 ER VISIT, NOT SERIOUS

Related reports:   291072-1

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1060U Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4517
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Sep-2007
Vaccine Date

20-Sep-2007
Onset Date

1
Days

25-Sep-2007
Status Date

WY
State Mfr Report Id

Left upper arm with 15cm x 20cm erythema hard to palpation over shot site 4cm x 2cm non-tender.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

N/A
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
10.0

291074-1

25-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site induration

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Sep-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

0724U
0525U

1
0

Left arm
Right arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4518
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
M

Gender
30-Aug-2007
Vaccine Date

30-Aug-2007
Onset Date

0
Days

25-Sep-2007
Status Date

MI
State Mfr Report Id

AFTER RECEIVING HER IMMUNIZATIONS THE PT FELT SICK, SHE WAS SITTING IN THE EXAM ROOM WITH HER HEAD IN HER HANDS LEANING
FORWARD BETWEEN HER KNEES. THE NURSE SAT HER UP AND SHE WAS PALE AND EXTREMITIES COOL.  THE NURSE WAS UNABLE TO FEEL A
RADIAL PULSE, BUT DID GET AN APICAL PULSE.  DR. WAS SUMMONED AND HE WAS ABLE TO FEEL A RADIAL PULSE. THEY BEGAN TO LOWER
HER TO THE FLOOR AND SHE LIFTED HER HEAD AND SMILED.  HER COLOR WAS PINK, SKIN WARM.  SHE WAS ALERT AND ORIENTED.  MOM
WAS SUMMONED FROM THE WAITING ROOM, AND SHE STATES THAT THE SAME THING HAPPENS TO HER WITH ANY NEEDLE.  PT REMAINED IN
THE EXAM ROOM FOR 30 MIN.  BP WERE TAKEN AND THEY WERE AS FOLLOWS.  90/60 LEFT ARM SITTING- 10 MIN POST SYNCOPE,  AND 98/68
LEFT ARM SITTING- 40 MIN POST SYNCOPE.

Symptom Text:

Other Meds:
Lab Data:
History:

PERSISTENT PROTEINURIAPrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

291081-1

26-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Malaise, Pallor, Peripheral coldness, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Sep-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2394BA
0680U

0
0

Left arm
Right arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4519
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Sep-2007
Vaccine Date

10-Sep-2007
Onset Date

0
Days

25-Sep-2007
Status Date

MI
State Mfr Report Id

SHORTLY AFTER RECEIVING THE HPV IMMUNIZATION FOLLOWED ALMOST IMMEDIATELY BY THE MENINGOCOCCAL IMMUNIZATION, THE
PATIENT BECAME LIGHTHEADED, DIZZY AND SLID OFF THE EXAM TABLE TO THE FLOOR. SHE AROUSED WITHIN ONE MINUTE.  SHE WAS
DIAPHORETIC, FELT NAUSEATED AND CLAMMY.  VITAL SIGNS AT THAT TIME WERE PULSE: 88  BP: 110/64.

Symptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

291082-1

25-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cold sweat, Dizziness, Hyperhidrosis, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Sep-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2394BA
0680U

6
0

Right arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4520
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Sep-2007
Vaccine Date

22-Sep-2007
Onset Date

0
Days

25-Sep-2007
Status Date

IL
State Mfr Report Id

Pt. was noted to be holding breath during vaccination, and within 15-30 seconds after administration of vaccine, pt fell backwards from sitting postion. She was
not verbally responsive, and was pale. Pt was laid in a supine postion and then had stiffening of the upper body with a few jerking movements of the upper
extremities. Briefly her eyes rolled backwards. This lasted for approximately 5 sec, upon witch the patient came to, was alert, responsive, sat up briefly and
stated she felt dizzy, sweaty, and tired. There was no loss of bowel/bladder control. Her exam and vital signs were normal. She was observed for approximately
20 min. without further problem and discharged form the office. It was noted by her mother afterwards that she had nothing to eat or drink today, and has had
past pre-syncopal episode, as have multiple siblings associated with blood/blood draw, prolonged standing, and stress.

Symptom Text:

n/aOther Meds:
Lab Data:
History:

nonePrex Illness:

n/a
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

291102-1

25-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Dyskinesia, Fatigue, Gaze palsy, Hyperhidrosis, Musculoskeletal stiffness, Pallor, Unresponsive to stimuli

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0515U 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4521
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Sep-2007
Vaccine Date

14-Sep-2007
Onset Date

1
Days

25-Sep-2007
Status Date

TN
State Mfr Report Id

9-14-07 Pt's mom called and stated (R) arm and hands were swollen after injection on 9-13-07. Pt received Hep A and Menactra in this (R) deltoid. Mom
advised by health department to call physician and come by so nurse to see. Saw PCP - received Benadryl at office, came by HD - nurse stated had some
swelling.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
PCN, Pt reports also ibuprofen

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

291105-1

25-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug hypersensitivity, Oedema peripheral

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Sep-2007

Received Date

Prex Vax Illns:

MNQ
HPV4
HEPA

SANOFI PASTEUR
MERCK & CO. INC.
MERCK & CO. INC.

U2359AA
0524U
0800U

0
0
0

Right arm
Left arm

Right arm

Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4522
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Sep-2007
Vaccine Date

11-Sep-2007
Onset Date

0
Days

26-Sep-2007
Status Date

PA
State Mfr Report Id

Pt rec'd Gardasil in (L) upper arm. Observed x 10 min w/o problem. Left office - returned a short while later c/o pain in forearm and (L) hand; pt had a bruise at
base of thumb. (L) forearm and hard cool to touch. Injection site ok.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

291111-1

26-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Contusion, Induration, Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1162U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4523
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Sep-2007
Vaccine Date

18-Sep-2007
Onset Date

0
Days

26-Sep-2007
Status Date

LA
State Mfr Report Id

Pt had fainting spell while standing in hallway approx 5-10 min after receiving vaccine. Unconscious > 1 min. Pt alert and oriented immediately after episode. Pt
allowed to sit and sip Coke for 5-10 min after episode then sent home with parents.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Viral URIPrex Illness:

None
Allergy to codeine

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
10.0

291114-1

26-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0929U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4524
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Sep-2007
Vaccine Date

18-Sep-2007
Onset Date

0
Days

26-Sep-2007
Status Date

NH
State

NH0736
Mfr Report Id

Within 1 hour of receiving Hepatitis A vaccine and HPV vaccine, mother reported that patient experiencing nausea, vomiting, and fever.Symptom Text:

Chewable FluorideOther Meds:
Lab Data:
History:

NoPrex Illness:

No
Wheezing; Chronic Rhinitis - not allergic

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

291119-1

26-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Nausea, Pyrexia, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Sep-2007

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

0928U
AHAVB182AA

0
0

Left arm
Right arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4525
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Sep-2007
Vaccine Date

11-Sep-2007
Onset Date

0
Days

26-Sep-2007
Status Date

TX
State Mfr Report Id

Numbness, right arm pain after 1 week.Symptom Text:

Other Meds:
Lab Data:
History:

Fever/URIPrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

291121-1

26-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Sep-2007

Received Date

Prex Vax Illns:

TDAP
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

AC52B015AA
0188U

0
0

Left arm
Right arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4526
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Sep-2007
Vaccine Date

16-Sep-2007
Onset Date

1
Days

26-Sep-2007
Status Date

CA
State Mfr Report Id

Induration, redness of both injection sites on left deltoid area.Symptom Text:

TylenolOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

291125-1

26-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site induration

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Sep-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
HEPA

MNQ
TDAP

MERCK & CO. INC.
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
SANOFI PASTEUR
SANOFI PASTEUR

0641U
1062U
AHAVB186CA

U2171AA
C2638AA

0
0
1

0
0

Left arm
Right arm
Right leg

Left arm
Left arm

Unknown
Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 4527
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Sep-2007
Vaccine Date

06-Sep-2007
Onset Date

0
Days

01-Oct-2007
Status Date

MA
State Mfr Report Id

Had not felt well all day, nauseous, dizzy and diarrhea - all sx subsided in 5 days.Symptom Text:

Lo-estron 1.5/30Other Meds:
Lab Data:
History:

NonePrex Illness:

None
Leukemia ALL - age 5

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

291128-1

01-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Diarrhoea, Dizziness, Malaise, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0929U 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 4528
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
25-Sep-2007
Status Date

FR
State

WAES0709USA02306
Mfr Report Id

Information has been received from a physician concerning a female (demographics not provided) who on an unspecified date was vaccinated with Gardasil
(Lot# not reported). Subsequently on an unspecified date the patient experienced Miller Fisher Syndrome. Miller Fisher Syndrome was considered an other
important medical event. Other business partners include #E2007-06071. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

291163-1

25-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Miller Fisher syndrome

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
24-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4529
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Sep-2007
Vaccine Date

20-Sep-2007
Onset Date

1
Days

25-Sep-2007
Status Date

TN
State Mfr Report Id

Pt had flu like symptoms the day after the injection. Two days after the injection she broke out in hives. Hives are controlled by Benadryl. Currently still needs
benadryl.

Symptom Text:

Necon 1/35Other Meds:
Lab Data:
History:

NonePrex Illness:

none
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

291201-1

25-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Influenza like illness, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
24-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1063U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4530
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Sep-2007
Vaccine Date

17-Sep-2007
Onset Date

0
Days

25-Sep-2007
Status Date

OK
State Mfr Report Id

fatigue, chills, headache, nausea started 4 hours after receiving vaccineSymptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

291205-1

25-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chills, Fatigue, Headache, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
24-Sep-2007

Received Date

Prex Vax Illns:

MEN
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2405AA
0384U

0
0

Left arm
Right arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4531
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Sep-2007
Vaccine Date

21-Sep-2007
Onset Date

1
Days

26-Sep-2007
Status Date

IA
State Mfr Report Id

varicella vaccine administered in RUE on 9/20/07. Family reports swelling, redness, and warmth at site on 09/21/07. Phone call from parent on 9/24/07 reports
decreased redness and increased swelling. Parent reports arm looks "hive like" is larger than silver dollar and beginning to wrap around arm. I instructed parent
to call and inform physician of this vaccine response as to keep medical provider aware of child's symptoms.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None known

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

291208-1

26-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site swelling, Injection site warmth, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
24-Sep-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
TDAP

MERCK & CO. INC.
MERCK & CO. INC.
SANOFI PASTEUR

0824V
0181V
AC52B012AA

1
0
5

Right arm
Left arm

Right arm

Subcutaneously
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4532
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Sep-2007
Vaccine Date

21-Sep-2007
Onset Date

0
Days

26-Sep-2007
Status Date

TX
State Mfr Report Id

Pt was given vaccines; was very nervous at the time - walked out clinic and fainted before getting in her car. Pt. brought into clinic very pale, weak. Given
alcohol to breathe fresh air fanned on her. Suggested she drink O.J. or a Coke.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

N/A
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

291211-1

26-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Nervousness, Pallor, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
24-Sep-2007

Received Date

Prex Vax Illns:

VARCEL
TDAP
MNQ
HPV4
HEPA

MERCK & CO. INC.
SANOFI PASTEUR
SANOFI PASTEUR
MERCK & CO. INC.
MERCK & CO. INC.

1121U
C2572AA
U2342CA
0263U
0017U

1
0
0
0
1

Right arm
Right arm
Left arm
Left arm
Left arm

Subcutaneously
Intramuscular
Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4533
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Aug-2007
Vaccine Date

17-Sep-2007
Onset Date

20
Days

26-Sep-2007
Status Date

OH
State Mfr Report Id

Pt dx'd + HCG on 9/17/07.Symptom Text:

Other Meds:
Lab Data:
History:

Unknown pregnancyPrex Illness:

Pt found to be approx 6 4/7 weeks gest.
Allergic to latex

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

291215-1

26-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pregnancy test positive

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
24-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0515U 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4534
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Aug-2007
Vaccine Date

30-Aug-2007
Onset Date

0
Days

26-Sep-2007
Status Date

GA
State Mfr Report Id

Fainted about 40 minutes after vaccine administered. Had not eaten but became nauseated and could not eat. 300 PM Temp 102. Passed out 2-3 times during
day. Went to sleep late afternoon, woke up at 9 PM. Temp resolved; no further fainting. Went to school next morning.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

291222-1

26-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Body temperature increased, Loss of consciousness, Nausea, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
24-Sep-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

0847U
0522U

1
0

Left arm
Left arm

Subcutaneously
Intramuscular



10 JUN 2008 06:27Report run on: Page 4535
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Sep-2007
Vaccine Date

05-Sep-2007
Onset Date

0
Days

01-Oct-2007
Status Date

TN
State Mfr Report Id

Instant HA within 2 minutes of administration of vaccine. Pressure behind left eye and trouble focusing. Lasting day of injection. HA continues to linger now 7
days post injection. Left neck and left inner ear pain still ongoing not as severe. Burning with injection. Left arm pain x 4 days. Chest tightening and heaviness
for past 6 days. Has hx of sports induced asthma.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Sports induced asthma, mitral valve prolapse, allergies: Codeine, Ceclor, Lortab

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

291224-1

01-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chest discomfort, Ear pain, Headache, Immediate post-injection reaction, Injection site irritation, Neck pain, Pain in extremity, Vision blurred

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
24-Sep-2007

Received Date

Prex Vax Illns:

TDAP
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

C2631AA
1061U

0
2

Right arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4536
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Sep-2007
Vaccine Date

19-Sep-2007
Onset Date

10
Days

26-Sep-2007
Status Date

WA
State Mfr Report Id

About 10 minutes after receiving Gardasil vaccine - while patient sitting in waiting room she drew her Rt arm up to face and became rigid and fainted. She was
immediately placed supine on floor. Appeared alert, but weak and pale. B/P 110/62 - O2 Sat 100% - Remained in office for 1 hour then home with mom - B/P
back to normal, color pink. Doctor attended to patient.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

291228-1

26-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Muscle rigidity, Pallor, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
24-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0171U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4537
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Aug-2007
Vaccine Date

12-Aug-2007
Onset Date

5
Days

01-Oct-2007
Status Date

FL
State Mfr Report Id

Inguinal adenopathySymptom Text:

Loestrin 24Other Meds:
Lab Data:
History:

NonePrex Illness:

CBC-WNL Sed rate: WNL HIV, RAR: Neg, GG, CT: Neg U/S: inguinal lymph nodes, bilat, largest 3.7 cm
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

291236-1

01-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Lymphadenopathy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
24-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 4538
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Sep-2007
Vaccine Date

06-Sep-2007
Onset Date

1
Days

01-Oct-2007
Status Date

KS
State Mfr Report Id

New onset ankle, knee, elbow, shoulder, back pain, no fever. Diagnosed arthralgia vs arthritis symptoms thus labs drawn.Symptom Text:

Zithromax - acne meds topicalOther Meds:
Lab Data:
History:

NONEPrex Illness:

CBC, ASO, Anti Drasi B, sed rate, CRP normal, lymes negative, ANA positive
Acne/has had elbow pain/surgery

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

291240-1

01-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Back pain, Musculoskeletal pain

 ER VISIT, NOT SERIOUS

Other Vaccine
24-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0525U 2 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4539
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Sep-2007
Vaccine Date

Unknown
Onset Date Days

01-Oct-2007
Status Date

WV
State

WV0729
Mfr Report Id

Pt seemed well without nervousness. Given Tdap, Menactra and HPV #1. 3-4 min. later standing at front desk waiting and lost consciousness, hit head and
back. BP - 110/60, P = 100. Started responding 2-3 min. later. Pale, diaphoretic. Taken TO ER 20 min later. Called 5 hrs later - client ok. Went to school next
day.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

291242-1

01-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Back injury, Head injury, Hyperhidrosis, Loss of consciousness, Pallor

 ER VISIT, NOT SERIOUS

Other Vaccine
24-Sep-2007

Received Date

Prex Vax Illns:

TDAP
HPV4
MNQ

SANOFI PASTEUR
MERCK & CO. INC.
SANOFI PASTEUR

C2770AA
0525U
V2357AA

5
0
0

Left arm
Left arm

Right arm

Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4540
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Aug-2007
Vaccine Date

Unknown
Onset Date Days

01-Oct-2007
Status Date

WV
State

WV0724
Mfr Report Id

None. Vaccine given too soon - was 3rd dose HPV. 2nd dose 5/29/07, 3rd 8/16/07.Symptom Text:

AtenololOther Meds:
Lab Data:
History:

NonePrex Illness:

None
HTN

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

291244-1

01-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
24-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0181U 2 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4541
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
26-Sep-2007
Status Date

NJ
State

WAES0709USA02008
Mfr Report Id

Information has been received from a Nurse Practitioner concerning a 23 year old female who on an unspecified date was vaccinated by injection with the first
dose of with Gardasil. The Nurse Practitioner reported that the patient was diagnosed with cancer. The patient was in the office to receive her second dose at
the time of the diagnosis. The patient had sought unspecified medical attention. The patient had a Papanicolaou test ("pap smear"). At the time of the report,
the patient had not recovered and Gardasil had not been reintroduced. Upon internal review, it was determined that cancer was an other important medical
event. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Pap test
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

291283-1

26-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Neoplasm malignant

 ER VISIT, NOT SERIOUS

Other Vaccine
25-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4542
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
26-Sep-2007
Status Date

AL
State

WAES0709USA02034
Mfr Report Id

Information has been received from the Merck pregnancy registry via a nurse concerning a 16 year old female who was vaccinated into the buttock with a dose
of Gardasil at six weeks of gestation. Concomitant therapy included prenatal vitamins. The last menstrual period was 14-FEB-2007. Estimated date of delivery
was 21-NOV-2007. On 12-SEP-2007 the patient reported that she was given the vaccine in her buttock during a intake examination with the obstetrician. The
patient was currently being monitored for a fetal abnormality (hydrocephalus). Unspecified medical attention was sought. At the time of the report the patient
was thirty weeks plus two days into gestation. The nurse reported that the hydrocephalus is not related to Gardasil. Additional information has been requested.

Symptom Text:

vitamins (unspecified)Other Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 2/14/2007)Prex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

291284-1

26-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug administered at inappropriate site, Drug exposure during pregnancy, Foetal disorder

 ER VISIT, NOT SERIOUS

Other Vaccine
25-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4543
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
26-Sep-2007
Status Date

--
State

WAES0709USA02009
Mfr Report Id

Information has been received through a Merck Pregnancy registry from an office manager concerning a female (age not reported) who on an unspecified date
was vaccinated with a second dose of Gardasil. It was reported that the patient had a miscarriage after being vaccinated with a second dose of Gardasil. Upon
internal review, the patient's miscarriage was considered an other important medical event. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = Unknown)Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

291285-1

26-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
25-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4544
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Jul-2007

Vaccine Date
11-Jul-2007
Onset Date

0
Days

26-Sep-2007
Status Date

AZ
State

WAES0709USA02505
Mfr Report Id

Information has been received from a consumer concerning her 14 year old daughter with seasonal allergies and a history of concussion (January 2007) who
on 11-JUL-2007 was vaccinated with the first 0.5 mL dose of Gardasil. There was no concomitant medication. On approximately 11-JUL-2007, "soon after
beginning therapy," the patient experienced migraines and developed a low grade fever. On 28-AUG-2007 and 01-SEP-2007, the patient went to an emergency
room. On 12-SEP-2007, the patient was vaccinated with the second 0.5 mL dose of Gardasil. The patient continued to experience migraines and a low grade
fever. On 04-SEP-2007, the patient was hospitalized. On an unspecified date, magnetic resonance imaging (MRI) and unspecified blood work were performed
on the patient. It was reported that the patient was hospitalized for a total of five days. At the time of this report, the patient's migraines and low grade fever
persisted. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Seasonal allergyPrex Illness:

magnetic resonance 09/04?/07 - not reported, diagnostic laboratory 09/04?/07 - not reported
Concussion

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

291286-1 (S)

26-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Migraine, Pyrexia

 ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, SERIOUS

Other Vaccine
25-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4545
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-May-2007
Vaccine Date

06-Sep-2007
Onset Date

122
Days

26-Sep-2007
Status Date

FR
State

WAES0709USA03288
Mfr Report Id

Information has been received from a health professional concerning a 19 year old female who on 07-MAY-2007 was vaccinated intramuscularly into the upper
right arm with the first dose of Gardasil (Lot # 655671/1024F). On 02-Jul-2007 the patient was vaccinated intramuscularly into the upper right arm with the
second dose of Gardasil (Lot # 655671/1024F). On 06-SEP-2007 the reporting physician received the information about pregnancy (29.+3 gestation week). The
physician expressed suspicion of foetal abnormality. The reporting physician considered drug exposure during pregnancy and foetal damage (NOS) to be other
important medical events. Other business partners number E2007-06142. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = Unknown)Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

291287-1

26-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Foetal damage

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
25-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1024F 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4546
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
26-Sep-2007
Status Date

--
State

WAES0709USA02709
Mfr Report Id

Information has been received from a licensed practical nurse (LPN) concerning a female who on unspecified dates was vaccinated with a first, second and
third dose of Gardasil. After vaccination with the second dose, the patient developed a "reaction." No symptoms were described for the patient's reaction.
Subsequently, the patient recovered. Due to this information, the patient was monitored for any reaction after the third vaccination. Subsequently, after the third
vaccination, the patient developed a seizure while in the physician's office. The patient's symptoms were reported as follows:"arms went stiff and out"; "pupils
were fixed and dilated." Unspecified medical attention was provided. The patient's symptoms resolved during the appointment. Upon internal review, seizure
was considered to be an other important medical event. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

291288-1

26-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Muscle rigidity, Pupil fixed

 ER VISIT, NOT SERIOUS

Other Vaccine
25-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4547
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Sep-2007
Vaccine Date

11-Sep-2007
Onset Date

0
Days

27-Sep-2007
Status Date

MA
State Mfr Report Id

Pt developed abd. pain, vomiting within 1 hr of vaccine administration. Also was lightheaded (dizzy) - evaluated in ER and admitted for IV hydration
(dehydrated) 11/6/07-records received for DOS 9/11-9/12/07-DC DX: Vomiting resolved. Dehydration resolved. Admitted with complaint of vomiting and
abdominal pain which began yesterday suddenly.

Symptom Text:

Rx prescribed by pts. GYN to moderate periods.Other Meds:
Lab Data:

History:
NonePrex Illness:

Abd/pelvic CT - small amt fluid in cul-de-sac - o/w negative; - KUB; - CXR; CBC; WBC 21,600 with 87 polys/4 bands 10/4/07-diagnostic reports received for
DOS 9/11-9/12/07-WBC 21.6, Poly 87, Glucose 170, Bilirubin total 1.45, urine ketones
Idiopathic lower extremity edema

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

291301-1 (S)

07-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Dehydration, Dizziness, Vomiting

 ER VISIT, HOSPITALIZED, SERIOUS

Other Vaccine
25-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1062U 2 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4548
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Jul-2007

Vaccine Date
16-Jul-2007
Onset Date

0
Days

01-Oct-2007
Status Date

NJ
State Mfr Report Id

Headache, fever, dizziness x 2-3 daysSymptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

291307-1

01-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Headache, Pyrexia

 ER VISIT, NOT SERIOUS

Related reports:   291307-2

Other Vaccine
25-Sep-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2377BA
0927U

0
0

Right arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4549
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Jul-2007

Vaccine Date
16-Jul-2007
Onset Date

0
Days

17-Apr-2008
Status Date

NJ
State

WAES0709USA04601
Mfr Report Id

Information has been received from a health professional concerning an 18 year old white female who on 16-JUL-2007 at 14:30 PM was vaccinated IM left arm
with a first dose of GARDASIL (Lot # 658222/0927U). Concomitant therapy included an IM dose on right arm of MENACTRA (Lot # U2377BA). On 16-JUL-2007
at 18:00 PM the patient experienced headache, fever and dizziness for 2-3 days. At the time of report the patient recovered. Unspecified medical attention was
sought. There were no adverse events following prior vaccination for the patient or her sibling. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

291307-2

17-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Headache, No reaction on previous exposure to drug, Pyrexia

 ER VISIT, NOT SERIOUS

Related reports:   291307-1

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2377BA
0927U

0
0

Right arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4550
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Sep-2007
Vaccine Date

20-Sep-2007
Onset Date

2
Days

01-Oct-2007
Status Date

CO
State Mfr Report Id

Injection site red and tender and swollen, afebrile.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

291317-1

01-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site pain, Injection site swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
25-Sep-2007

Received Date

Prex Vax Illns:

VARCEL
HEPA

HPV4

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

1001U
AHAVB182AA

1063U

1
1

0

Left arm
Left arm

Right arm

Subcutaneously
Unknown

Unknown



10 JUN 2008 06:27Report run on: Page 4551
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Aug-2007
Vaccine Date

21-Aug-2007
Onset Date

1
Days

01-Oct-2007
Status Date

TX
State

TX0781
Mfr Report Id

Mother noticed swelling of left upper arm 8-21-07 at 8:30 pm. She applied an ice gel pack to arm. On 8-22-07, at 10:00 am, she came to the health department
where nurses noted a swollen, raised, reddened area 4.5 x 2.5 " below deltoid muscle.

Symptom Text:

NoOther Meds:
Lab Data:
History:

NoPrex Illness:

No

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
9.0

291323-1

01-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Oedema peripheral

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
25-Sep-2007

Received Date

Prex Vax Illns:

VARCEL
HEPA
HPV4

MERCK & CO. INC.
MERCK & CO. INC.
MERCK & CO. INC.

0456U
0246U
0188U

1
1
0

Left arm
Left arm
Left arm

Subcutaneously
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4552
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Sep-2007
Vaccine Date

02-Sep-2007
Onset Date

1
Days

01-Oct-2007
Status Date

TX
State

TX0783
Mfr Report Id

Hives to body and itching.Symptom Text:

Other Meds:
Lab Data:
History:

N/APrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

291328-1

01-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
25-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0188U 1 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 4553
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Aug-2007
Vaccine Date

24-Aug-2007
Onset Date

1
Days

01-Oct-2007
Status Date

CT
State Mfr Report Id

Headache, vomiting, leg painSymptom Text:

NoneOther Meds:
Lab Data:
History:

NoPrex Illness:

None
No

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

291329-1

01-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Pain in extremity, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
25-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4554
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Sep-2007
Vaccine Date

11-Sep-2007
Onset Date

0
Days

01-Oct-2007
Status Date

MO
State Mfr Report Id

Inj given 9:30 AM (9/11/07) - 3rd inj. Temp 99.3 - abd pn, diarrhea (2:30 pm)Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

291332-1

01-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Body temperature increased, Diarrhoea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
25-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Right arm Unknown



10 JUN 2008 06:27Report run on: Page 4555
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Aug-2007
Vaccine Date

29-Aug-2007
Onset Date

8
Days

26-Sep-2007
Status Date

VA
State

VA07:013
Mfr Report Id

Aug. 29 - Fever 103, diarrhea, severe headache and lethargic.  Symptoms 8/29-8/30.  Sept 1 had hives on body.  Improved on Sept. 2.  Returned to school on
Sept. 4.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
allergic to Amoxicillin

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

291335-1

26-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Diarrhoea, Headache, Lethargy, Pyrexia, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
25-Sep-2007

Received Date

Prex Vax Illns:

TDAP

HPV4

GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

AC52B016BA

05244

0

0

Left arm

Right arm

Intramuscular

Intramuscular



10 JUN 2008 06:27Report run on: Page 4556
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Sep-2007
Vaccine Date

24-Sep-2007
Onset Date

0
Days

27-Sep-2007
Status Date

PA
State Mfr Report Id

15 minutes after vaccines were administered pt experienced lightheadedness, headache and nausea.  Pt vital signs were stable, but she was pale and clammy,
unable to keep pretzel or water down, pt vomited multiple times.  Complained of headache (severe).  30 min after administration pt c/o muscle and joint aches.
pt was transferred to local emergency department.  There she had head CT (normal), electrolytes/CBC eval (normal), bolus of IV fluid, given demerol and
valium and discharged to home. Pt today (one day later) still c/o headache, but body aches and nausea are resolved.

Symptom Text:

OTC cold preparations - none that dayOther Meds:
Lab Data:
History:

Cough off and on for 3 weeksPrex Illness:

head CT, electrolytes, CBC all normal
In the process of attempting to diagnose exercise induced asthma.  otherwise no medcial conditions.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

291341-1

27-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Cold sweat, Dizziness, Headache, Myalgia, Nausea, Pallor, Vomiting

 ER VISIT, NOT SERIOUS

Related reports:   291341-2

Other Vaccine
25-Sep-2007

Received Date

Prex Vax Illns:

VARCEL
TDAP

HPV4
MNQ

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
SANOFI PASTEUR

0835U
AC52B021CB

10624
V2393BA

1
0

0
0

Right arm
Left arm

Right arm
Left arm

Intramuscular
Intramuscular

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4557
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Sep-2007
Vaccine Date

01-Sep-2007
Onset Date

0
Days

20-Nov-2007
Status Date

PA
State

WAES0711USA01939
Mfr Report Id

Information has been received from a physician concerning a 11 year old female with cold symptoms at the time of vaccination and no known drug
reaction/allergies or concomitant medication use, was vaccinated (route and site not reported) at the end of September 2007 with Gardasil (dose and lot# not
reported). On the same day, the patient was concomitantly vaccinated with Varivax (dose not specified), MENACTRA and BOOSTRIX. Ten minutes post
vaccination the patient experienced lightheadedness, nausea and a headache. The patient became dehydrated and was hospitalized and stayed overnight.
The patient was given IV fluids and IV pain medication for the headache. A CT scan and diagnostic lab test (electrolytes) were performed and results were
normal. The patient had recovered 2 days post vaccination. The physician felt that the patient's lightheadedness, nausea, headache and dehydration were
considered disabling and other important medical events. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:

Cold symptomsPrex Illness:

computed axial - Normal; serum electrolytes test - Normal
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

291341-2 (S)

20-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dehydration, Dizziness, Headache, Nausea

 ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, PERMANENT DISABILITY, SERIOUS

Related reports:   291341-1

Other Vaccine
16-Nov-2007

Received Date

Prex Vax Illns:

VARCEL
TDAP

HPV4
MNQ

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
SANOFI PASTEUR

NULL
NULL

NULL
NULL

Unknown
Unknown

Unknown
Unknown

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 4558
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-May-2007
Vaccine Date

08-Jun-2007
Onset Date

18
Days

27-Sep-2007
Status Date

FR
State

WAES0709USA03646
Mfr Report Id

Information has been received from a physician concerning a 14 year old female with no pertinent medical history who on 21-MAY-2007 was vaccinated
intramuscularly into the upper arm with a first dose of Gardasil (Lot#654884/0902F) and (Batch #NE24240). On 08-JUN-2007 the patient experienced viral
meningitis. On 17-JUN-2007 the patient recovered completely. Viral meningitis was considered to be another important medical event. No further information is
available. Other business partner numbers included E2007-06059.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

291369-1

27-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Meningitis viral

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
26-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0902F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4559
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Jan-2007
Vaccine Date

01-Feb-2007
Onset Date

1
Days

27-Sep-2007
Status Date

FR
State

WAES0704PER00006
Mfr Report Id

Information has been received from a physician concerning a 26 year old female who on 31-JAN-2007 was vaccinated with Gardasil. In February 2007, the
patient experienced vaccine exposure during pregnancy and no adverse effect (Patient had two previous pregnancies). No action was taken regarding the
therapy with Gardasil but schedule for the second dose was interrupted. Patient was in good conditions. On 17-APR-2007 patient experienced spontaneous
abortion. The reporter considered the spontaneous abortion an OME. The reporter felt that vaccine exposure during pregnancy was not related and
spontaneous abortion was probably not related to therapy with Gardasil. No further information is expected. This is a consolidation of two reports concerning
the same patient.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 12Feb07)Prex Illness:

urine beta-human chorionic gonadotropin 30Mar07 positive

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

291370-1

27-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
26-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4560
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Sep-2007
Vaccine Date

26-Sep-2007
Onset Date

0
Days

03-Oct-2007
Status Date

CA
State Mfr Report Id

Post HPV (1st dose), Menactra (2nd dose), HEP A (2nd dose) Petite mal seizure occurred-clenched teeth no fists x 30 seconds-post sobbing, no vomiting or
defraction following impact.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

291397-1

03-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Bruxism, Crying, Petit mal epilepsy

 ER VISIT, NOT SERIOUS

Other Vaccine
26-Sep-2007

Received Date

Prex Vax Illns:

MNQ
HPV4
HEPA

SANOFI PASTEUR
MERCK & CO. INC.
MERCK & CO. INC.

U2419AA
1062U
0017U

1
0
1

Right arm
Left arm

Right arm

Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4561
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Sep-2007
Vaccine Date

26-Sep-2007
Onset Date

1
Days

02-Oct-2007
Status Date

AK
State Mfr Report Id

Reportedly woke up in the night with headache. Went to school in the morning-school nurse took temp of >101 "almost 102" per mother. No other allergic type
symptoms, no nausea or vomiting. Taking Tylenol for headache and fever

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
Mother reports patient had allergic type reactions to "acutane" yrs before

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

291400-1

02-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Body temperature increased, Headache

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
26-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 14254 0 Right arm Unknown



10 JUN 2008 06:27Report run on: Page 4562
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Aug-2007
Vaccine Date

Unknown
Onset Date Days

02-Oct-2007
Status Date

NH
State

NH0739
Mfr Report Id

see ER note of 8/25/07 and office note of 9/18/07.  9/27/07 Case closed as complete w/medical records which accompanied report.  ER note of 8/25/07 reveals
patient experienced headache, fever, vomiting & generally feeling unwell since received 2nd HPV vax on 8/21.  Developed left side ear ache & facial weakness
8/24 w/difficulty smiling & closing left eye.  Tx w/prednisone & antiviral meds.  D/C to home.  PCP office visit 9/19/07 reveals patient had continued mild left
facial droop otherwise improved.  Warts had improved on antiviral & that med was continued. FINAL DX: Bell's palsy; viral syndrome.

Symptom Text:

Vit AOther Meds:
Lab Data:
History:

NonePrex Illness:

None
Simple hand warts

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

291405-1

05-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Ear pain, Facial palsy, Facial paresis, Headache, Malaise, Pyrexia, Skin papilloma, Viral infection, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
26-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0927U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4563
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Sep-2007
Vaccine Date

10-Sep-2007
Onset Date

0
Days

02-Oct-2007
Status Date

NJ
State Mfr Report Id

dizziness, bradycardia, change of mental status no loss of consciousness, no anaphylactic vasovagal O2 given and IVF referred to ER recovered successfully.Symptom Text:

Claritin prn onlyOther Meds:
Lab Data:
History:

NonePrex Illness:

None
Motrin

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

291407-1

02-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Bradycardia, Dizziness, Mental status changes

 ER VISIT, NOT SERIOUS

Other Vaccine
26-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1425F 2 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 4564
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Sep-2007
Vaccine Date

14-Sep-2007
Onset Date

0
Days

02-Oct-2007
Status Date

KS
State Mfr Report Id

Pt was sitting up on exam table. Was given immun. x 2. Started c/o arm pain with numbness in (R) arm. Pale with diaphoresis. Pt was layed down with cool
compress forehead. Pt was monitored and sent home with mom

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

vital signs-blood sugar

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

291411-1

02-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hyperhidrosis, Hypoaesthesia, Pain in extremity, Pallor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
26-Sep-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

0851U
02456

0
0

Left arm
Right arm

Subcutaneously
Intramuscular



10 JUN 2008 06:27Report run on: Page 4565
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Aug-2007
Vaccine Date

20-Aug-2007
Onset Date

0
Days

27-Sep-2007
Status Date

FL
State Mfr Report Id

(I'm a FP Physician).  My daughter had the Gardisil vaccine twice, six months apart. The first time she had mild numbness and very mild weakness of her arm
starting withing 5 minutes of vaccine admin. and continuing for several hours.  Otherwise she felt fine.  The second time (this time admin. with the
Meningococcal vaccine), she had onset moderate numbness within 5 minutes of both her arm and leg on the affected side, and had difficulty using her arm (felt
weak. No leg weakness, just numbness and some mild difficulty coordinating movements.  It was much worse than the first time she had the shot (and we won't
be giving her the third shot!).  This lasted for about 2-3 hours and resolved, but was worrisome at the time. The second vaccine was about a month ago.  She's
had no problems since or in-between shots.  She's very healthy and never had any problems with any vaccines before.  No fever, headache, dizziness, or other
sxs assoc.  I wouldn't have reported it, but I saw the blurb about it on the FP news and thought you should know of this case too.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

291444-1

27-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Coordination abnormal, Hypoaesthesia, Injected limb mobility decreased, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
27-Sep-2007

Received Date

None~ ()~NULL~~In Patient|None~ ()~NULL~~In Sibling1Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL

0
1

Left arm
Right arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4566
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Jul-2007

Vaccine Date
04-Sep-2007
Onset Date

63
Days

28-Sep-2007
Status Date

FR
State

WAES0709USA03530
Mfr Report Id

Information has been received from an agency concerning a 16 year old female with congenital mental and motor retardation and severe scoliosis who on 04-
SEP-2007 in the afternoon was vaccinated with a second dose of Gardasil (Batch NE29660). The same day in the evening, the patient experienced generalized
convulsion with moaning, tonic flexion of the arms and staring upwards and was hospitalized. The symptoms lasted for about 3-5 minutes. An EEG showed
mild unspecified functional disorder, no epileptiform disorder or signs of a focus. Cranial MRI was normal. Laboratory routine findings showed normal results.
During the hospital stay, the patient complained about severe back pain. This was assumed to be due to preexisting severe scoliosis. Analgesics were
administered. The patient was discharged on 07-SEP-2007. It was noted that the first vaccination with Gardasil on 03-JUL-2007 was well tolerated. At the time
of this report, the outcome was unknown. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Mental retardation severity unspecified; Motor activity retarded; ScoliosisPrex Illness:

electroencephalography Comment: mild unspecific disorder; magnetic resonance imaging Comment: normal; diagnostic laboratory test Comment: normal

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

291481-1 (S)

05-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Back pain, Condition aggravated, Convulsion, Dyskinesia, Gaze palsy, Moaning, Scoliosis, Staring

 HOSPITALIZED, SERIOUS

Other Vaccine
27-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NE9660 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4567
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Aug-2007
Vaccine Date

30-Aug-2007
Onset Date

0
Days

28-Sep-2007
Status Date

PA
State

WAES0709USA03386
Mfr Report Id

Information has been received from a licensed practical nurse (LPN) concerning a 17 year old female with no drug allergies or medical history who on 30-AUG-
2007 was vaccinated IM with the second 0.5 mL dose of Gardasil (lot #658556/1060U). The patient was vaccinated with the first dose on 21-JUN-2007
(lot#658556/1060U). Concomitant therapy included hormonal contraceptives (unspecified). On 30-AUG-2007, approximately three hours after vaccination, the
patient developed a fine, red rash all over her body. The patient was seen in the physician's office and treated with methylprednisolone (MEDROL DOSEPAK).
Subsequently, the patient recovered. The reporter considered the erythematous rash to be an other important medical event. Additional information has been
requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

291484-1

28-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash erythematous, Rash generalised

 ER VISIT, NOT SERIOUS

Other Vaccine
27-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1060U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4568
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-May-2007
Vaccine Date

25-May-2007
Onset Date

11
Days

29-Oct-2007
Status Date

CO
State

WAES0709USA03419
Mfr Report Id

Information has been received from a nurse concerning a 16 year old female patient who was vaccinated with a first dose of Gardasil, and subsequently
developed flu-like symptoms. The patient also developed flu-like symptoms after getting the second dose of Gardasil. After getting the third dose of Gardasil,
the patient developed kidney failure and underwent respiratory arrest resulting in hospitalization. At the time of the report the patient had not recovered.
Additional information has been requested.  10/8/07 Patient demographics provided by CDC. 10/19/07 Reviewed hospital medical records which reveal patient
experienced neck swelling, difficulty swallowing, cough, bloody sputum, facial pressure/pain, fatigue.  Admitted 5/25-5/31/2007.  ID & ENT consults done.  Tx
w/IV antibiotics & developed red man syndrome, antibiotics changed.  Improved & d/c to home on continued IV antibiotics via PICC line.  To f/u w/ENT & ID, &
have repeat CT scan done.  Records do not have evidence of respiratory arrest or renal failure reported by manufacturer. FINAL DX: Sinusitis, lymphadenitis,
parotitis & Epstein-Barr virus. 11/16/07 Reviewed vax records from provider.  VAERS database updated w/same.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Prex Illness:

Unknown LABS: CT revealed chronic extensive multifocala sinusitis.  Repeat CT of neck & chest revealed diffuse lymphadenopathy including spleen.  Sed rate
31 (H).  RA 95 (H).  Monospot (+).  CMV (-).  EBV (H).  Needle aspiration of lymph n
Unknown PMH: recurrent sinusitis (allergic) & tonsillar lymphadenopathy, lymphadenitis, 11/2006.  Recurrent ear infections.  PE tubes x 2.   Allergy: PCN.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

291485-1 (S)

15-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cough, Dysphagia, Epstein-Barr virus infection, Facial pain, Fatigue, Haemoptysis, Local swelling, Lymphadenitis, Parotitis, Red man syndrome, Sinusitis

 ER VISIT, HOSPITALIZED, SERIOUS

Other Vaccine
27-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0011U 2 Gluteous maxima Unknown



10 JUN 2008 06:27Report run on: Page 4569
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Apr-2007
Vaccine Date

19-Jun-2007
Onset Date

79
Days

28-Sep-2007
Status Date

FR
State

WAES0709USA02976
Mfr Report Id

Information has been received from a gynecologist concerning a 16 year old female who on 12-JUN-2007 was vaccinated IM in the deltoid (unspecified) with a
second dose of Gardasil (lot #654948/0903F/ batch #NE35170). On 19-JUN-2007, the patient complained of abdominal pain and throat pain and had
developed lymphadenopathy in her neck and groin. Subsequently, the patient was hospitalized. Appendicitis was ruled out. The patient's outcome was
unknown. It was reported that the first vaccination of Gardasil in April 2007 was well tolerated. No further information is available. Other business partner
numbers included E2007-06150.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

291486-1 (S)

28-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Lymphadenopathy, Pharyngolaryngeal pain

 HOSPITALIZED, SERIOUS

Other Vaccine
27-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4570
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-May-2007
Vaccine Date

17-Aug-2007
Onset Date

78
Days

28-Sep-2007
Status Date

FR
State

WAES0709USA02570
Mfr Report Id

Information has been received from a gynecologist concerning an 18 year old female who on 26-JUL-2007 was vaccinated intramuscularly into the deltoid with
a second dose of Gardasil. On 17-AUG-2007 the patient experienced left-sided headache and paraesthesia at the whole right side of the body, especially the
arm and leg with "changing feeling of warmth and cold." On 24-AUG-2007, the patient was admitted to the hospital. She recovered from the headache (duration
not reported). Paraesthesia had remarkably improved (no complaints in the area of the leg). Tentative diagnoses were "vaccine adverse reaction" and
"suspicion of multiple sclerosis." A follow-up neurological check-up was scheduled for December 2007. It was noted that previous vaccination with Gardasil on
31-MAY-2007 was well tolerated. At the time of this report, the patient was recovering. Other business partner numbers included E2007-06133. No further
information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

291487-1 (S)

28-Sep-2007
VAX Detail:

Last Edit Date

Seriousness:

 Feeling hot and cold, Headache, Paraesthesia

 HOSPITALIZED, SERIOUS

Other Vaccine
27-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4571
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Sep-2007
Vaccine Date

25-Sep-2007
Onset Date

0
Days

03-Oct-2007
Status Date

SC
State Mfr Report Id

Patient c/o of being dizzy 5 minute after immunization sat quickly due to feeling light headed. Patient shaking. Patient allowed to rest in a dim lit room approx 20
minutes. Patient up to bathroom, no complaints allowed to leave.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

291498-1

03-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Tremor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
27-Sep-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2357AA
0188U

0
0

Left arm
Right arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4572
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Mar-2007
Vaccine Date

Unknown
Onset Date Days

03-Oct-2007
Status Date

MO
State Mfr Report Id

Eruptions, red and scabbed on Rt and Lt deltoid started after first injection was given 3-21-07 Did not report until 3 rd inj.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

291500-1

22-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site rash, Rash, Rash erythematous

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
27-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 02244U Left arm Unknown



10 JUN 2008 06:27Report run on: Page 4573
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Sep-2007
Vaccine Date

25-Sep-2007
Onset Date

0
Days

03-Oct-2007
Status Date

NY
State Mfr Report Id

Patient became lightheaded after Gardasil and Flu vaccinations, BP lying down was 137/90, pulse 70, after 15 minutes, BP 132/88, patient c/o headache.
Patient stated she felt better, after sitting up initially, BP 133/89, pulse 64, final BP 128/86. Pediatric vaccine information sheets given

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

291501-1

03-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Headache

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
27-Sep-2007

Received Date

Prex Vax Illns:

HPV4
FLU

MERCK & CO. INC.
SANOFI PASTEUR

1062U
U2436AA

2
0

Left arm
Right arm

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Sep-2007
Vaccine Date

25-Sep-2007
Onset Date

0
Days

01-Oct-2007
Status Date

NJ
State Mfr Report Id

patient came to office for second Gardasil injection on 9/25/07 at 11:00 am. The injection was administered to the patient IM Left deltoid without difficulty by
Registered Medical Assistant. Patient was advised to wait 10 minutes in the waiting area after the injection as per protocal after receiving the gardasil injection.
Five minutes later triage nurses were paged to the front desk by office staff, patient was found on the floor awake but slightly disoriented, diaphoretic and
stating that she felt lightheaded. Front desk staff reports that patient was in the process of checking out and asked for orange juice because she felt a bit dizzy
but then immediately passed out, fell forward onto front desk and then fell to the floor. At which time front desk staff called nurses for help. Nurses and Medical
Assistants immediately used ammonia salts to help awaken patient and monitored vital signs, which were stable at BP-100/70 P-80 office staff  also
immediately called 911. Ems arrived less than 10 minutes later and patient was transported to the ER.

Symptom Text:

nortrell oral contraceptive, zoloft 100mgOther Meds:
Lab Data:
History:

nonePrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

291509-1

01-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Disorientation, Dizziness, Fall, Hyperhidrosis, Loss of consciousness

 ER VISIT, NOT SERIOUS

Related reports:   291509-2

Other Vaccine
27-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0742U 1 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Jul-2007

Vaccine Date
25-Sep-2007
Onset Date

63
Days

10-Apr-2008
Status Date

NJ
State

WAES0709USA04278
Mfr Report Id

Information has been received from a Registered Nurse (R.N.) concerning a 23 year old female patient who on 24-JUL-2007 was vaccinated IM with a first
dose of Gardasil lot #654539/0742U and on 25-SEP-2006 she received the second dose of Gardasil.  The nurse reported that the patient fainted after receiving
the second injection.  The patient passed out about 5 minutes after the vaccination and hit her head on the wall.  The patient was made conscious with smelling
salt.  She was sent to an emergency room for evaluation for a head injury.  She did not have a reaction on her first injection.  No further information was
available.  The patient was recovering.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

291509-2

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Head injury, Loss of consciousness, No reaction on previous exposure to drug, Syncope

 ER VISIT, NOT SERIOUS

Related reports:   291509-1

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4576
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Jul-2007

Vaccine Date
13-Jul-2007
Onset Date

2
Days

01-Oct-2007
Status Date

MA
State

WAES0709USA03194
Mfr Report Id

Information has been received from a nurse practitioner concerning an 18 year old female with conjunctivitis at the time of vaccination who on 11-JUL-2007
was vaccinated intramuscularly with a 0.5 ml first dose of Gardasil (Lot #654535/0960F). There was no concomitant medication. On 13-JUL-2007 the patient
developed a headache, nausea, vomiting and dehydration. The patient was evaluated in the emergency room and treated with unspecified intravenous fluids.
Blood chemistry and complete blood count were within normal limits. Subsequently, the patient recovered. The physician considered headache, nausea,
vomiting, and dehydration to be other important medical events. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

ConjunctivitisPrex Illness:

Complete blood cell - Within normal limits, blood chemistry - Within normal limits
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

291579-1

01-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dehydration, Headache, Nausea, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
28-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0960F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4577
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Aug-2007
Vaccine Date

31-Aug-2007
Onset Date

0
Days

01-Oct-2007
Status Date

--
State

WAES0709USA02232
Mfr Report Id

Information has been received from a nurse concerning a 14 year old female who on approximately 31-AUG-2007 was vaccinated with a 0.5 ml first dose of
Gardasil. It was reported that after the patient received her first dose of Gardasil she experienced a minor seizures and fainting. Unspecified medical attention
was sought. Subsequently, the patient recovered. Upon internal review, minor seizures was considered to be other important medical event. No further
information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

291580-1

01-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
28-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4578
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Mar-2007
Vaccine Date

01-Mar-2007
Onset Date

0
Days

01-Oct-2007
Status Date

FR
State

WAES0709AUS00111
Mfr Report Id

Information has been received from a physician, as part of a business agreement (manufacturers control No. GARD 2007 09 12 001), with follow-up information
received from the physician, concerning a 26 year old female who in March 2007, was vaccinated with her first dose of Gardasil. Subsequently, in March 2007,
the patient experienced mild pain at site of administration of Gardasil. In April 2007, the patient was vaccinated with her second dose of Gardasil,
intramuscularly (Lot No. 655154/0512F, Batch No. NE13110, expiry date 27-APR-2009) (inappropriate schedule of drug administration). Subsequently,
overnight, the patient's whole left arm swelled up with a burning feeling over the entire arm, reported by the physician in follow up as lymphadenitis and
lymphoedema. There were red, blotchy areas over the entire length of the arm, from the shoulder to the hand, which the patient's doctors believed to be
extensive haemorrhaging - "a very lymphatic reaction", described in follow up as "haemorrhagic patches - look like clotting areas". The patient's lymphadenitis,
lymphadenitis, lymphoedema, burning feeling of arm and extensive haemorrhage from shoulder to hand resolved spontaneously over 7-10 days with rest. The
reporter considered that lymphadenitis, lymphoedema, burning feeling of arm and extensive haemorrhage from shoulder to hand were related to therapy with
Gardasil. The reporter considered that lymphadenitis, lymphoedema and haemorrhagic patches were considered to be disabling (for one week). Additional
information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

291581-1 (S)

01-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Burning sensation, Erythema, Haemorrhage, Inappropriate schedule of drug administration, Injection site pain, Lymphadenitis, Lymphoedema, Oedema
peripheral, Rash macular

 PERMANENT DISABILITY, SERIOUS

Other Vaccine
28-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0512F 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4579
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Sep-2007
Vaccine Date

13-Sep-2007
Onset Date

2
Days

01-Oct-2007
Status Date

MI
State Mfr Report Id

Child received Tdap, Varicella, Menactra and HPV #1 on 09/11/07. On 09/13/07 she woke up with angioedema of face. There was no difficulty breathing or
swallowing. There was no seafood or nut ingestion. She took Motrin the night before and was hospitalized. Received IV steroids and discharged home the next
day. 10/15/07-records received for DOS 9/13-9/14/07. DC DX: Angioedema. On day of admission noticed face swollen, with significant swelling of lips and
lower face causing disfiguration and drooling.  Self treated with Motrin. DC instructions include avoid Motrin and follow up with allergist

Symptom Text:

took Motrin night beforeOther Meds:
Lab Data:
History:

NonePrex Illness:

None
History of hematuria records received 10/15/07-PMH: born 32 weeks premature. Microscopic hematuria secondary from hypercalcemia. Poison ivy dermatitis.
Cyst removed

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

291585-1 (S)

17-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Angioedema, Drooling, Lip swelling, Swelling face

 HOSPITALIZED, SERIOUS

Other Vaccine
28-Sep-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
MNQ
TDAP

MERCK & CO. INC.
MERCK & CO. INC.
SANOFI PASTEUR
SANOFI PASTEUR

0851U
0962F
U2226AA
C2492BA

1
0
0
0

Right arm
Right arm
Left arm
Left arm

Subcutaneously
Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4580
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Sep-2007
Vaccine Date

06-Sep-2007
Onset Date

0
Days

03-Oct-2007
Status Date

MA
State Mfr Report Id

Did not feel well all day, nauseous - dizzy and diarrhea - all sx subsided in 5 days.Symptom Text:

Loestrin 1.5/30Other Meds:
Lab Data:
History:

NonePrex Illness:

None
Leukemia ALL - age 5

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

291604-1

03-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Diarrhoea, Dizziness, Malaise, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
28-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0929U 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 4581
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Sep-2007
Vaccine Date

27-Sep-2007
Onset Date

0
Days

03-Oct-2007
Status Date

TX
State Mfr Report Id

Swelling and redness with pain to both hands also rash to body; symptoms started at 7:00pm - 9/27/07. Treatment: Benadryl 25mg tab 1 PO q hour.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

291608-1

03-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Pain in extremity, Rash generalised, Swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
28-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0188U 0 Right arm Unknown



10 JUN 2008 06:27Report run on: Page 4582
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Sep-2007
Vaccine Date

18-Sep-2007
Onset Date

1
Days

02-Oct-2007
Status Date

--
State Mfr Report Id

Started with itchy sensation on 9/18/07 and noted swelling on 9/19/07. Sore throat 1 day swelling left upper outer arm 5" x 3" with an indurated area 2" x 3" with
an indurated area 2" x 1". Further redness on the forearm, 4 x 3 1/2". Rise of temp upper arm.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

291613-1

02-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Induration, Oedema peripheral, Pharyngolaryngeal pain, Pruritus, Skin warm

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
28-Sep-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

1121U
0389U

1
0

Right arm
Right arm

Subcutaneously
Intramuscular



10 JUN 2008 06:27Report run on: Page 4583
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Sep-2007
Vaccine Date

27-Sep-2007
Onset Date

3
Days

01-Oct-2007
Status Date

OH
State Mfr Report Id

Mother called the health department yesterday to report that patient's right arm was reddened, swollen, warm to touch, and painful at the site of the Varivax that
was administered on 9/24.  The reaction did not appear until yesterday morning.  Denies fever.  She was referred to pediatrician for advice.  PCP would not
give advice over the phone without an appointment with the physician.   Patient is a student.  A nurse there looked at the site yesterday and determined that it
appeared to be a normal but pronounced inflammation from the vaccine.  According to mother this morning the area appeared much less reddened, much less
swollen.  Patient reported to her that it is also much less painful today.

Symptom Text:

Vitamin C, CalciumOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
10.0

291651-1

01-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site inflammation, Injection site pain, Injection site swelling, Injection site warmth

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
28-Sep-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

0823U
1427F

1
1

Right arm
Left arm

Subcutaneously
Intramuscular



10 JUN 2008 06:27Report run on: Page 4584
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Sep-2007
Vaccine Date

27-Sep-2007
Onset Date

0
Days

01-Oct-2007
Status Date

AZ
State Mfr Report Id

Client fainted following administration of vaccines.  Client was cold and clammy upon examination, with a short period of apnea, and no palpable pulse.  A cold
cloth was placed on forehead and client feet were elevated.  Several seconds later client responded to questions, stating she felt weak.  Client also stated she
hadn't eaten anything at all that day.  She was given a can of gatorade after being placed in a sitting position.  Approximately 2:50 client was in stable condition
and able to walk to car.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

History of Asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

291655-1

01-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Apnoea, Asthenia, Cold sweat, Peripheral coldness, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
28-Sep-2007

Received Date

Prex Vax Illns:

VARCEL
HEPA
HPV4
TDAP

MNQ

MERCK & CO. INC.
MERCK & CO. INC.
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
SANOFI PASTEUR

0724U
0724U
0524U
AC52B016BA

U2357AA

0
0
0
0

0

Left arm
Right arm
Right arm
Left arm

Left arm

Subcutaneously
Intramuscular
Intramuscular
Intramuscular

Intramuscular



10 JUN 2008 06:27Report run on: Page 4585
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Sep-2007
Vaccine Date

22-Sep-2007
Onset Date

1
Days

01-Oct-2007
Status Date

CA
State Mfr Report Id

Patient developed severe large hives over entire body. Also she developed fever of 102. She was treated with Benadryl 50mg for 2 days without resolution of
her symptoms. Prednisone 80mg was started on the night of the 2nd day in the ER. Hydroxazine 25mg was given instead of the Benadryl on the 3rd day. The
symptoms resolved and treatment was stopped on day 7.

Symptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

Labs on 09/24/2007 CBC: WBC 15.8,RBC 5.21,Plt 456, Nuet 84%, Band 7%, Lymph 7%. Chem: NA 133, Cloride 98, Glucose 117 (on prednisone).
Allergies to Amoxicillin and Ceclor

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

291657-1

01-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pyrexia, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
28-Sep-2007

Received Date

Prex Vax Illns:

TDAP

HPV4

GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

AC52B002AA

0171U

0

0

Right arm

Left arm

Intramuscular

Intramuscular



10 JUN 2008 06:27Report run on: Page 4586
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
20-Sep-2007
Vaccine Date

23-Sep-2007
Onset Date

3
Days

01-Oct-2007
Status Date

--
State Mfr Report Id

headache, vomitingSymptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

291660-1

01-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
30-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4587
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Sep-2007
Vaccine Date

24-Sep-2007
Onset Date

0
Days

02-Oct-2007
Status Date

NY
State Mfr Report Id

Generalized rash - urticaria within 2 hours - spread to entire body treated with Prednisone and antihistamines.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

291665-1

03-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash generalised, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
28-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1063U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4588
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jul-2007

Vaccine Date
18-Jul-2007
Onset Date

0
Days

02-Oct-2007
Status Date

TX
State Mfr Report Id

Pain at arm, persists 2 months later persisted papule at injection site.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

291670-1

03-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site papule, Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
28-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0839U 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 4589
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
01-Dec-2006
Vaccine Date

01-Jan-2007
Onset Date

31
Days

02-Oct-2007
Status Date

FR
State

WAES0709SGP00016
Mfr Report Id

Information has been received from a physician concerning a patient who was vaccinated with first, second and third doses of Gardasil in December 2006,
February 2007 and August 2007 respectively. In approximately January 2007 (about a month after the first dose), the patient experienced severe abdominal
pain and transient eosinophils. Subsequently, the patient had intermittent abdominal pain but went on to complete all three doses. The reporting physician
referred the patient to a paediatrician and patient was hospitalized on 23-September 2007 (date approximated). CT scan performed during hospitalization
showed appendicitis and patient was treated with morphine for the abdominal pain. Subsequently, the patient recovered from transient eosinophils. The
reporter felt that severe abdominal pain and transient eosinophilia were not related to therapy with Gardasil. Additional information will be provided when
available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

computed axial tomography 23?Sep07 appendicitis, eosinophil count ??Jan?07 transient eosinophilia
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

291684-1 (S)

02-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Appendicitis, Eosinophilia

 HOSPITALIZED, SERIOUS

Other Vaccine
01-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4590
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Sep-2007
Vaccine Date

14-Sep-2007
Onset Date

0
Days

02-Oct-2007
Status Date

FR
State

WAES0709USA04085
Mfr Report Id

Information has been received from a gynecologist concerning a 17 year old female patient who on 14-SEP-2007 was vaccinated into the left upper arm with
the first dose of Gardasil, (lot # "NG01520"). Concomitant therapy included contraceptive (unspecified). Approximately 15 minutes post vaccination (p.v.), the
patient experienced peripheral circulatory disorder with severe cephalgia. She was admitted to the hospital for a check-up and further observation. No
pathologies were detected. Blood pressure was 130/80 mm Hg and heart rate was 80 beats/minute. The patient recovered within an unspecified time. At the
time of the reporting, the patient was already discharged, the exact hospital stay duration was not reported. Other Business partners include: e2007-06241 and
E2007-06242 Additional information has been requested.

Symptom Text:

hormonal contraceptives (unspecified) Unk - UnkOther Meds:
Lab Data:
History:
Prex Illness:

blood pressure measurement 14Sep07 130/80 mm Hg, total heartbeat count 14Sep07 80 per/min
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

291685-1 (S)

02-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Peripheral vascular disorder

 HOSPITALIZED, SERIOUS

Other Vaccine
01-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4591
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-May-2007
Vaccine Date

06-Jun-2007
Onset Date

6
Days

02-Oct-2007
Status Date

WY
State

WAES0709USA03460
Mfr Report Id

Information has been received from Merck Pregnancy Registry for the Gardasil vaccine from a health professional concerning a 17 year old female patient who
on 31-MAY-2007 was vaccinated with a dose of Gardasil. Concomitant therapy included hormonal contraceptives (unspecified) and antimicrobial (unspecified).
The reporter reported that patient miscarried on 18-AUG-2007 after receiving the dose of Gardasil. The estimated date of conception was about 06-JUN-2007.
On an unspecified day laboratory test serum beta-human chorionic gonadotropin test was done. Unspecified medical attention was sought. The outcome was
unknown. Upon internal review, miscarried was considered an other important medical event. Additional information has been requested.

Symptom Text:

antimicrobial (unspecified); hormonal contraceptivesOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = unknown)Prex Illness:

serum beta-human

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

291686-1

08-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
01-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4592
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Oct-2006
Vaccine Date

01-Feb-2007
Onset Date

123
Days

02-Oct-2007
Status Date

NE
State

WAES0709USA03229
Mfr Report Id

Information has been received from a female who in October 2006, was vaccinated with the first dose of Gardasil (Lot # not reported). Concomitant therapy
included Yasmin. In February 2007, the patient experienced facial paralysis. It was reported that the patient could not move the left side of her face, but she
was able to talk. Subsequently, the patient recovered from facial paralysis about 4 weeks later. Patient did not receive the second dose of Gardasil. Patient
sought unspecified medical attention. It was determined that facial paralysis was an other important medical event. Additional information has been requested.

Symptom Text:

YasminOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

291687-1

02-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Facial palsy

 ER VISIT, NOT SERIOUS

Other Vaccine
01-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4593
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Sep-2007
Vaccine Date

11-Sep-2007
Onset Date

0
Days

02-Oct-2007
Status Date

FR
State

WAES0709USA04285
Mfr Report Id

Information has been received from an agency concerning a 33 year old female who on 11-SEP-2007 was vaccinated with the second dose of Gardasil.
Concomitant therapy included "METACEN" and SIRDALUD. On 11-SEP-2007 the same day, the patient experienced dyspnea, itching and edema on the face
during the night. The patient was treated with cortisone and antihistamines. The case was reported as non-serious by both the agency and the reporter.
Subsequently on 12-SEP-2007, the patient recovered from dyspnea, itching and edema on the face. The case is closed. Dyspnea, itching and edema on the
face were considered to be other important medical events. Other business partner numbers included E2007-06331. Additional information is not expected.

Symptom Text:

SIRDALUD; indomethacinOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
33.0

291688-1

08-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dyspnoea, Face oedema, Inappropriate schedule of drug administration, Pruritus

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
01-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4594
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Mar-2007
Vaccine Date

09-Jul-2007
Onset Date

130
Days

02-Oct-2007
Status Date

FR
State

WAES0709USA04084
Mfr Report Id

Information has been received from a physician concerning her daughter an 18 year old female who reportedly smokes at times who on 01-MAR-2007 was
vaccinated with the first dose of Gardasil and reportedly tolerated it well. On 01-SEP-2006 the patient was placed on secondary suspect therapy drospirenone
(+) ethinyl estradiol (PETIBELLE), (dose, duration and indication not reported). On 02-MAY-2007, the patient was vaccinated with the second dose of Gardasil,
(lot # not reported). On 09-JUL-2007 the patient experienced severe frontal-accentuated headache which worsened in the course. On 11-JUL-2007, she
additionally developed severe nausea and vomiting. She was admitted to the hospital on 12-JUL-2007. At that time general physical examination including
neurological check up was normal except severe headache. Cranial magnetic resonance imaging (MRI) was carried out and revealed thrombosis of the venous
sinuses (sinus sagittalis superior, sinus transverse right, sinus transverse left (beginning)). no hemorrhage or ischemia, cranial computed axial tomography
(CT) was normal. She was referred to intensive care unit (ICU). Blood coagulation testings were carried out and showed decrease of protein S. This was
assumed to be due to intake of contraceptives and cause of the thrombosis. Therapy was started with heparin, Headaches was treated with opiates. On 16-
JUL-2007, the patient complained about paraesthesia/numbness of the left arm and left side of the face. Another cranial MRI was carried out and showed
additionally thrombosis of the transverse sinus left. In the course alternating tingling paraesthesia of both body sides, including the left leg were seen.
Lorazepam (TRAVOR) was administered which did not lead to improvement. The patient developed anomia and vision disturbance. Ophthalmological check up
revealed papilledema and papillar hemorrhage of the right eye. At that time, headache was improving. Treatment with phenprocumon (MARCUMAR) was
"continued" (start date not reported). On 25-JUL-2007, the patient was disc

Symptom Text:

PETIBELLEOther Meds:
Lab Data:

History:
SmokerPrex Illness:

magnetic resonance imaging 12?Jul07 Comment: revealed thrombosis; computed axial tomography 12?Jul07 Comment: revealed thrombosis; magnetic
resonance imaging 16?Jul07 Comment: see narrative; plasma protein S test 12?Jul07 Comment: decrease

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

291689-1 (S)

02-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Aphasia, Eye haemorrhage, Headache, Hypoaesthesia, Intracranial venous sinus thrombosis, Nausea, Papilloedema, Paraesthesia, Visual disturbance,
Vomiting

 HOSPITALIZED, LIFE THREATENING, SERIOUS

Other Vaccine
01-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4595
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Sep-2007
Vaccine Date

26-Sep-2007
Onset Date

1
Days

04-Oct-2007
Status Date

NY
State Mfr Report Id

At approximately 12 hours after vaccinations 2 and 3 of human papilloma virus,Gardasil, patient exhibited severe abdominal pain for a period of time lasting 2-3
hours.

Symptom Text:

AmpicillinOther Meds:
Lab Data:
History:

nonePrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

291701-1

04-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
01-Oct-2007

Received Date

severe abdominal pain see above for 2nd HPV in series~HPV (Gardasil)~2~15~In PatientPrex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4596
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Jul-2007

Vaccine Date
06-Aug-2007
Onset Date

26
Days

04-Oct-2007
Status Date

IL
State Mfr Report Id

Vaccines given 7/11/07. Grand mal seizure 8/6/07 evaluated at hospital ER. Seizure occurred while showering lasting 2-3 min. Lab work CT normal, Abnormal
EEG. Given dose of Benadryl night prn. Brother developed seizure with abnormal EEG 6/07 Patient on Keppra.

Symptom Text:

ProActiveOther Meds:
Lab Data:
History:

NonePrex Illness:

Normal EEG abnormal
Hx of wheezing

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

291725-1

04-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Grand mal convulsion

 ER VISIT, NOT SERIOUS

Other Vaccine
01-Oct-2007

Received Date

Prex Vax Illns:

TDAP
HPV4
HEPA

SANOFI PASTEUR
MERCK & CO. INC.
MERCK & CO. INC.

C2758AA
0802U
0246U

5
0
1

Left arm
Left arm

Right arm

Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4597
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Sep-2007
Vaccine Date

24-Sep-2007
Onset Date

0
Days

04-Oct-2007
Status Date

CA
State Mfr Report Id

Frontal headache with associated nausea x 4 days following vaccine. 7/10 on pain scale Tx: 800 mg AdvilSymptom Text:

Ergotamine CaffeineOther Meds:
Lab Data:
History:

NonePrex Illness:

Hx of Migraine Headache

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

291726-1

04-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
01-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0243U 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4598
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Sep-2007
Vaccine Date

22-Sep-2007
Onset Date

0
Days

04-Oct-2007
Status Date

PA
State Mfr Report Id

Patient rec'd Gardasil #1 in (L) upper arm. She immediately c/o tingling and slight numbness going down her arm and became very lightheaded.Symptom Text:

Other Meds:
Lab Data:
History:

mild URI/allergy symptomsPrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

291729-1

04-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Hypoaesthesia, Paraesthesia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
01-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1062U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4599
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Aug-2007
Vaccine Date

23-Aug-2007
Onset Date

0
Days

04-Oct-2007
Status Date

WA
State Mfr Report Id

after HPV vaccine, went down for blood draw-passed out while drawing blood. Appeared pale-brought back to office-Rested approx 10 B/P 100/60 at 9:45 layed
down-than sat up drinking juice @ 10:45 walking good color-sent home B/P 100/70

Symptom Text:

Other Meds:
Lab Data:
History:

FatiguePrex Illness:

CBC-thyroid normal

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

291731-1

04-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness, Pallor

 NO CONDITIONS, NOT SERIOUS

Related reports:   291731-2

Other Vaccine
01-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0171U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4600
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Aug-2007
Vaccine Date

23-Aug-2007
Onset Date

0
Days

10-Apr-2008
Status Date

WA
State

WAES0709USA04492
Mfr Report Id

Information has been received from a health professional concerning a 16 year old female who on 23-AUG-2007 was vaccinated IM in the left arm with the first
dose of Gardasil (Lot #655620/0171U).  About 30 minutes after receiving the vaccination, the patient underwent venipuncture and fainted.  The patient's blood
pressure was 100/60.  The patient was monitored in the office for an hour and is fully recovered.  The patient had a history of reacting poorly to TDAP and
reportedly cried 6 hours after receiving the injection.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

blood pressure, 08/23/07, 100/6
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

291731-2

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Related reports:   291731-1

Other Vaccine
15-Oct-2007

Received Date

Crying~DTaP (no brand name)~UN~0~In PatientPrex Vax Illns:

HPV4 MERCK & CO. INC. 0171U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4601
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Sep-2007
Vaccine Date

14-Sep-2007
Onset Date

0
Days

04-Oct-2007
Status Date

MA
State Mfr Report Id

Pain over injection site on Day 1 that spread down arm over next few days. Today, 4 d after Iz given, c/o pain over entire arm, slight swelling and numb feeling
if flexes fingers. No fever, redness.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
Asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

291734-1

04-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site anaesthesia, Injection site pain, Injection site swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
01-Oct-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2395BA
1061U

0
0

Unknown
Unknown

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4602
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Sep-2007
Vaccine Date

29-Sep-2007
Onset Date

2
Days

04-Oct-2007
Status Date

MS
State Mfr Report Id

Pt received injection 9/25/07 at 11:00 am. At 1:00 am 9/29/07 pt developed erythema and edema of fingers, knees and ankles then pain and stiffness. This
continued off and on 9/29/07 9/30/07 then resolved on 10/1/07. Labs drawn on 9/28/07 and started Aleve twice once 9 am.

Symptom Text:

Ortho tricylcen once po a dayOther Meds:
Lab Data:
History:

NonePrex Illness:

ESR, Uric Acid, CRP, RA factor
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

291739-1

04-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Musculoskeletal stiffness, Oedema, Pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
01-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0962F 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 4603
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Aug-2007
Vaccine Date

20-Aug-2007
Onset Date

0
Days

05-Oct-2007
Status Date

CO
State Mfr Report Id

Immediate reaction to injection: dizzy, lightheaded, syncope, neck spasm lasted a few seconds. Improved quickly, appropriately. Headaches, nausea, dizziness
persisted x 15 days. Pt lost 5 lbs.

Symptom Text:

Proventil; AlbuterolOther Meds:
Lab Data:
History:

N/APrex Illness:

N/A
Fraternal twin with controlled asthma/NKDA

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

291749-1

08-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Headache, Muscle spasms, Nausea, Syncope, Weight decreased

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
01-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1426F 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4604
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Mar-2008
Status Date

AR
State

WAES0708USA02287
Mfr Report Id

Information has been received from a nurse concerning a 17 year old female who on an unspecified date "couple of weeks ago" was vaccinated with Gardasil
(lot# unknown) injection.  Concomitant therapy included MENACTRA and Varivax (MSD) (lot# unknown).  The patient experienced syncope "1 or 2 minutes"
after receiving the Gardasil vaccination.  Medical attention was sought.  The nurse had given the patient a Popsicle.  The patient had fully recovered and
walked out of the office the same day as the vaccination.  Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

291776-1

10-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

VARCEL
MNQ
HPV4

MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL
NULL

Unknown
Unknown
Unknown

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 4605
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jul-2007

Vaccine Date
Unknown

Onset Date Days
10-Mar-2008
Status Date

FL
State

WAES0708USA02334
Mfr Report Id

Information has been received from a physician concerning a 24 year old female with an iodine allergy, a bicornuate uterus, endometriosis and a "partial
duplication of the left renal collecting system" who on 17-MAY-2007 was vaccinated with a first dose of Gardasil.  On 18-JUL-2007 the patient was vaccinated
with a second dose of Gardasil (Lot # 658094/0524U).  Concomitant therapy included YAZ.  In July 2007 a couple of days after vaccination she developed an
erythematous rash on her chest, back and arms.  The patient was treated with BENADRYL.  There were no laboratory or diagnostic tests performed.
Unspecified medical attention was sought.  At the time of the report the patient's outcome was unknown.  Additional information has been requested.

Symptom Text:

YAZOther Meds:
Lab Data:
History:

Iodine allergy; bicornuate uterus; endometriosis; renal disorderPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

291777-1

10-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash erythematous

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0524U 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4606
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Mar-2008
Status Date

--
State

WAES0708USA02338
Mfr Report Id

Information has been received from a registered nurse concerning an 18 year old female who in August 2007, "last week" was vaccinated with a first dose of
Gardasil (lot # unknown) 0.5mL injection.  Concomitant vaccinations included MENACTRA.  In August 2007, "last week" the patient fainted after receiving her
first dose of Gardasil.  Medical attention was sought.  At the time of reporting it is unknown if the patient had recovered.  No additional information was
provided.  Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

291778-1

10-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL 0

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 4607
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Mar-2008
Status Date

NJ
State

WAES0708USA02361
Mfr Report Id

Information has been received from a physician concerning a patient who was vaccinated with a dose of Gardasil.  Subsequently the next day the patient's lip
puffed up.  Unspecified medical attention was sought.  At the time of the report the patient's outcome was unknown.  The physician reported that the puffed lip
may not be related to the Gardasil.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

291779-1

10-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Lip swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4608
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Aug-2007
Vaccine Date

09-Aug-2007
Onset Date

1
Days

10-Mar-2008
Status Date

OH
State

WAES0708USA02362
Mfr Report Id

Information has been received from a physician concerning a 20 year old female who on unspecified dates was vaccinated with a first and second dose of
Gardasil (lot# unknown).  The physician reported that there was no adverse event with the first and second dose of Gardasil.  On 08-AUG-2007 the patient was
vaccinated with a third dose of Gardasil (lot# unknown) injection.  On 09-AUG-2007 the patient called the office and reported that her arm was injected became
numb from the shoulder to the wrist area.  Medical attention was sought.  On an unspecified date a scan of the patient's arm was performed with results not
reported.  The physician believed that the injection was given too high in the patient's arm and that may have been the cause of the patient's arm going numb.
No further adverse event information was given.  On an unspecified date the patient had recovered.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic procedure, arm scan (results not reported)
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

291780-1

10-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug administered at inappropriate site, Hypoaesthesia

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4609
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Mar-2008
Status Date

--
State

WAES0708USA02427
Mfr Report Id

Information has been received from a female consumer "under 18", who, on an unspecified date was vaccinated with a dose of Gardasil.  Subsequently, the
patient's arm was hurting at night.  The patient did not seek medical attention.  At the time of the report, the patient's outcome was unknown.  Additional
information is not available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

291781-1

10-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4610
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Jul-2007

Vaccine Date
26-Jul-2007
Onset Date

0
Days

10-Mar-2008
Status Date

IL
State

WAES0708USA02428
Mfr Report Id

Information has been received from a mother concerning her 18 year old daughter with no pertinent medical history or drug reactions/allergies who on 22-MAY-
2007 was vaccinated with a first dose of Gardasil (lot# unknown) 0.5 ml IM.  There was no concomitant medication.  On 26-JUL-2007 the patient was
vaccinated with a second dose of Gardasil (658094/0524U).  In the same day the patient developed a large number of canker sores all over in her mouth.
Medical attention was sought.  The patient did not have any adverse events after the first dose.  At the time of reporting the patient was still recovering.  Follow
up information was received from a physician.  As of 15-AUG-2007 the patient had two sores left in her mouth.  No further information was provided regarding
this adverse experience.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
The patient did not have any adverse events after the first dose.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

291782-1

10-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Aphthous stomatitis

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0524U 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4611
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Mar-2008
Status Date

VA
State

WAES0708USA02437
Mfr Report Id

Information has been received from an office manager concerning a female who was vaccinated with a dose of Gardasil.  Subsequently the patient fainted.
Unspecified medical attention was sought.  The patient was fine after a little while, recovered and went home.  The office manager reported that the office now
lays down the patients while administering Gardasil and makes them stay there for at least 30 minutes.  This is one of several reports received from the same
source.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

291783-1

10-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4612
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Mar-2008
Status Date

VA
State

WAES0708USA02438
Mfr Report Id

Information has been received from an office manager concerning a female who was vaccinated with a dose of Gardasil.  Subsequently the patient fainted.
Unspecified medical attention was sought.  The patient was fine after a little while, recovered and went home.  The office manager reported that the office now
lays down the patients while administering Gardasil and makes them stay there for at least 30 minutes.  This is one of several reports received from the same
source.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

291784-1

10-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4613
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Mar-2008
Status Date

VA
State

WAES0708USA02439
Mfr Report Id

Information has been received from an office manager concerning a female who was vaccinated with a dose of Gardasil.  Subsequently the patient fainted.
Unspecified medical attention was sought.  The patient was fine after a little while, recovered and went home.  The office manager reported that the office now
lays down the patients while administering Gardasil and makes them stay there for at least 30 minutes.  This is one of several reports received from the same
source.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

291785-1

10-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4614
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Jul-2007

Vaccine Date
23-Jul-2007
Onset Date

0
Days

10-Mar-2008
Status Date

MA
State

WAES0708USA02448
Mfr Report Id

Initial and follow up information has been received from a physician and a registered nurse concerning a 16 year old female with no drug allergies and reactive
airway disease, who on 23-JUL-2007 was vaccinated intramuscularly in the right arm with a 0.5mL dose of Gardasil. Concomitant vaccination administered in
the left arm included a dose of MENACTRA.  On 23-JUL-2007 for a period of "24 to 48 hours the patient experienced muscle weakness and droopiness of the
face."  The patient sought unspecified medical attention.  The patient recovered spontaneously within 24-48 hours.  The physician did not know if her
experiences were related to the MENACTRA or the Gardasil and was wondering if she should continue with the series.  On 05-AUG-2007 the patient was seen
in the office and diagnosed with strep throat.  She was treated with amoxicillin for 10 days.  The patient recovered and it was reported that the sore throat was
not related to the vaccination with Gardasil.  On 30-AUG-2007 the patient was seen after office hours at the emergency room for a sore throat.  A strep culture
was performed and was negative.  The patient was started on KEFLEX but that was discontinued since the strep test was negative.  This was also unrelated to
the vaccinations.  At the time of the report, the patient was recovering.  No product quality complaint was involved.  This is a consolidation of two reports
concerning the same patient.  Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:

Reactive airways diseasePrex Illness:

throat culture, 08/30/07, negative

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

291786-1

10-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Facial palsy, Muscular weakness, Pharyngitis streptococcal, Pharyngolaryngeal pain

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL

Left arm
Right arm

Unknown
Intramuscular



10 JUN 2008 06:27Report run on: Page 4615
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Aug-2007
Vaccine Date

11-Aug-2007
Onset Date

0
Days

10-Mar-2008
Status Date

PA
State

WAES0708USA02475
Mfr Report Id

Information has been received from a registered nurse concerning a 26 year old female with a yeast hypersensitivity who on 11-AUG-2007 was vaccinated with
a first dose of Gardasil (658556/1060U).  There was no concomitant medication.  On 11-AUG-2007 the patient felt dizzy and nauseated within minutes of the
vaccination.  The patient was treated with oxygen and cold compresses.  There were no laboratory or diagnostic tests performed.  On 12-AUG-2007 the patient
recovered.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

HypersensitivityPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

291787-1

10-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Nausea, Oxygen supplementation

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1060U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4616
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Mar-2008
Status Date

--
State

WAES0708USA02478
Mfr Report Id

Information has been received from a 22 year old female, who, on an unspecified date, was vaccinated with a second dose of Gardasil.  Subsequently, the
patient experienced a panic attack.  The patient went to the emergency room but was not admitted.  At the time of the report she was still experiencing the
panic attacks.  No product quality complaint was involved.  Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

291788-1

10-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Panic attack

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4617
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Aug-2007
Vaccine Date

11-Aug-2007
Onset Date

0
Days

10-Mar-2008
Status Date

FL
State

WAES0708USA02481
Mfr Report Id

Information has been received from a physician concerning a 15 year old female with sulfonamide allergy who on 11-AUG-2007 was vaccinated with a first
dose of Gardasil (lot # 658100/0525U).  Concomitant suspect vaccine on 11-AUG-2007 included Varivax (MSD).  Other concomitant vaccine included
MENACTRA.  Gardasil was the last of the three vaccines given that day.  On 11-AUG-2007, a second after the vaccines, "the patient got pale, weak, slumped
to her side and her eyes went back for a second."  The patient then got up real quick and the physician gave her water.  It was reported that "the patient was
fine."  On an unspecified date, the patient recovered.  Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:

Sulfonamide allergyPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

291789-1

10-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Gaze palsy, Hypotonia, Pallor

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
MNQ

MERCK & CO. INC.
MERCK & CO. INC.
SANOFI PASTEUR

NULL
0525U
NULL

0
Unknown
Unknown
Unknown

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 4618
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Jul-2007

Vaccine Date
14-Jul-2007
Onset Date

1
Days

10-Mar-2008
Status Date

VA
State

WAES0708USA02483
Mfr Report Id

Information has been received from a physician concerning a 13 year old female, who on 13-JUL-2007 was vaccinated intramuscularly with a first dose of
Gardasil.  Subsequently, within 24 hours post vaccination the patient developed "diffuse hives."  It was reported that the patient did use Nair hair remover the
morning she received the vaccine which the physician feels could be the cause.  The patient was treated with two doses of BENADRYL.  The patient recovered
on an unspecified date.  No product quality complaint was involved.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

291790-1

10-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4619
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Aug-2007
Vaccine Date

08-Aug-2007
Onset Date

0
Days

10-Mar-2008
Status Date

MI
State

WAES0708USA02486
Mfr Report Id

Information has been received from a registered nurse concerning a 20 year old female with hypersensitivity to amoxicillin and cephalosporins who on 08-AUG-
2007 was vaccinated IM with a 0.5 ml first dose of Gardasil (lot # 654741/1208F).  Concomitant vaccination included Tdap.  On 08-AUG-2007, approximately 6
minutes after vaccination, the patient fainted and toppled off of the examination table and hit her head on a cabinet in the exam room.  The patient experienced
a 2 inch laceration on her forehead.  The patient received stitches and was put on pain medication (unspecified) and antibiotics (unspecified).  The patient was
referred to a plastic surgeon.  At the time of the report, the patient was recovering.  No laboratory or diagnostic tests were performed.  Additional information
has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:

Allergic reaction to antibioticsPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

291791-1

10-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Fall, Head injury, Laceration, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

TDAP
HPV4

UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
1208F 0

Unknown
Unknown

Unknown
Intramuscular



10 JUN 2008 06:27Report run on: Page 4620
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Jul-2007

Vaccine Date
02-Aug-2007
Onset Date

3
Days

10-Mar-2008
Status Date

KY
State

WAES0708USA02490
Mfr Report Id

Information has been received from a certified medical assistant concerning an 11 year old female with no pertinent medical history, who on 30-JUL-2007 was
vaccinated IM in the deltoid with a dose of Gardasil (lot # 658100/0525U).  On 02-AUG-2007 the patient experienced a large red area at the injection site the
size of a "50 cent piece".  Medical attention was sought and the patient was placed on antibiotics (unspecified).  On an unspecified date, the patient recovered.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

291792-1

10-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0525U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4621
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Mar-2008
Status Date

KS
State

WAES0708USA02493
Mfr Report Id

Information has been received from a physician concerning a female (age unknown), who, on an unspecified date, was vaccinated with a dose of Gardasil.
Subsequently, after receiving the vaccination the patient fainted. The patient sought unspecified medical attention.  On 13-AUG-2007 the patient recovered.  No
product quality complaint was involved.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

291793-1

10-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4622
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Mar-2008
Status Date

--
State

WAES0708USA02502
Mfr Report Id

Information has been received from a nurse concerning a patient (age and gender not reported) who on an unspecified date was vaccinated with a first dose of
Gardasil (lot # unknown).  On an unspecified date the patient was also vaccinated with a second dose of Gardasil.  After the first and second vaccination the
patient broke out into an itchy rash.  At the time of reporting it is unknown if the patient had recovered.  This report is from one of two reports.  Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

291794-1

10-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash pruritic, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4623
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Aug-2007
Vaccine Date

11-Aug-2007
Onset Date

0
Days

10-Mar-2008
Status Date

--
State

WAES0708USA02507
Mfr Report Id

Information has been received from a registered nurse concerning a 26 year old female with sensitivity to yeast who on 11-AUG-2007 was vaccinated with a
first dose of Gardasil (lot # 658556/1060U) IM.  On 11-AUG-2007 the patient developed nausea and dizziness after receiving the first dose.  Medical attention
was sought.  The patient requested that she be administered oxygen as this usually made her feel better after her vaccinations.  The patient did not pass out.
Follow-up information was received via telephone from the registered nurse.  The registered nurse reported that immediately following vaccination the patient
felt nauseous and dizzy.  The patient recovered within minutes (date recovered 11-AUG-2007).  The events were considered to be non-serious.  No further
information was available.  Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

HypersensitivityPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

291795-1

10-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Immediate post-injection reaction, Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1060U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4624
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Mar-2008
Status Date

PA
State

WAES0708USA02509
Mfr Report Id

Information has been received from a registered nurse concerning a female patient who was vaccinated IM into the lower part of her arm (not sure if it was the
deltoid, she felt it was in the fatty part of her arm) with a third 0.5ml dose of Gardasil.  Subsequently, the patient developed a lump in the injection area.
Unspecified medical attention was sought.  At the time of this report, the patient's outcome was unknown.  Follow up information stated that the lump in the
injection area has not gotten any bigger nor smaller.  No product quality complaint was involved.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

291796-1

10-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site mass

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4625
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Jul-2007

Vaccine Date
27-Jul-2007
Onset Date

0
Days

10-Mar-2008
Status Date

--
State

WAES0708USA02515
Mfr Report Id

Information has been received from a nurse practitioner concerning a 24 year old female patient who on 27-JUL-2007 was vaccinated with a first dose of
Gardasil (Lot# 658100/0525U).  There was no concomitant medication.  Shortly after, the patient experienced a rash on her chest and thigh.  The patient did go
to urgent care and a dermatologist.  The patient was diagnosed with eczema.  At the time of this report, the patient's outcome was unknown.  Additional
information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

291797-1

10-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Eczema, Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0525U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4626
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Mar-2008
Status Date

--
State

WAES0708USA02552
Mfr Report Id

Information has been received from a nurse concerning a patient who was vaccinated with Gardasil.  The patient fainted after receiving the vaccine.  No other
details were available.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

291798-1

10-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0244U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4627
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Mar-2008
Status Date

--
State

WAES0708USA02553
Mfr Report Id

Information has been received from a nurse concerning a patient who was vaccinated with Gardasil.  The patient fainted after receiving the vaccine.  No other
details were available.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

291799-1

10-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4628
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Mar-2008
Status Date

--
State

WAES0708USA02554
Mfr Report Id

Information has been received from a nurse concerning a patient who was vaccinated with Gardasil.  The patient fainted after receiving the vaccine.  No other
details were available.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

291800-1

10-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4629
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Mar-2008
Status Date

--
State

WAES0708USA02555
Mfr Report Id

Information has been received from a nurse concerning a patient who was vaccinated with Gardasil.  The patient fainted after receiving the vaccine.  No other
details were available.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

291801-1

10-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4630
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Jul-2007

Vaccine Date
27-Jul-2007
Onset Date

0
Days

10-Mar-2008
Status Date

IN
State

WAES0708USA02584
Mfr Report Id

Information has been received from a Nurse Practitioner concerning a 26 year old female with an allergy to codeine who on 27-JUL-2007 was vaccinated IM
with the first dose of Gardasil (Lot #0211U).  Concomitant therapy included hormonal contraceptives (unspecified).  On 27-JUL-2007 within hours post
vaccination the patient experienced a sore throat, a fever (103F), cough and difficulty breathing.  On 30-JUL-2007 the patient sought medical attention and was
seen in the physician's office.  At that time her temperature was 99F and her throat was erythematous.  A throat culture was performed, however the results
were not reported.  The patient was prescribed Zithromax.  Subsequently, on an unspecified date the patient recovered from the events.  Additional information
has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:

Drug hypersensitivityPrex Illness:

throat culture, 07/30/07, pending

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

291802-1

10-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Body temperature increased, Cough, Dyspnoea, Pharyngeal erythema, Pharyngolaryngeal pain, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0211U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4631
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Jul-2007

Vaccine Date
01-Sep-2007
Onset Date

50
Days

03-Oct-2007
Status Date

OH
State

WAES0709USA04400
Mfr Report Id

Information has been received from a physician concerning a female who on an unknown date was vaccinated with the first dose of Gardasil (yeast, unknown
lot number) and in July 2007, was vaccinated with the second dose of Gardasil. In September 2007, the patient died. No further details or symptoms were
known regarding the patient's death. The physician mentioned that an autopsy would be done however, had not received the results yet. The reporting
physician felt that the patient's death was not related to therapy with Gardasil. Additional information has been requested.  10/11/2007 Patient demographics
provided by CDC.  10/15/07 Received vax record from pcp.  VAERS database updated w/same.  10/15/07 Received pcp & hospital medical records from CDC
which reveal patient experienced vomiting with elevated blood sugars who became unresponsive & pulseless.  CPR started & taken to ER on 9/19/07.
Resuscitation was unsuccessful & patient pronounced 9/19/07. 10/26/07 Reviewed autopsy report which reveals COD as diabetic ketoacidosis & manner of
death as natural.  Patient had been found by parent unresponsive at home.  History of severe diabetes mellitus.  Vitreous glucose 667 (H).

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

IDDM, uncontrolled. Smoker. anemia.Prex Illness:

Unknown Vitreous glucose 667 (H).
Unknown PMH: IDDM, uncontrolled.  Smoker.  Right buttock abscess 8/31/07.  Anemia.  Father w/diabetes. ALLERGIES: PCN, cipro, ultram (hives).

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

291804-1 (D)

29-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blood glucose increased, Death, Diabetic ketoacidosis, Pulse absent, Resuscitation, Unresponsive to stimuli, Vomiting

 DIED, SERIOUS

Other Vaccine
02-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1427F 1 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 4632
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jul-2007

Vaccine Date
25-Jul-2007
Onset Date

7
Days

03-Oct-2007
Status Date

FR
State

WAES0709USA03644
Mfr Report Id

Information has been received from a pediatrician concerning a 17 year old female eyeglass wearer since February 2007 with a history of relapsing cystitis,
relapsing dizziness, headache, and "flickering eyes" since November 2006 and family history of homocystein mutation defect (mother and maternal
grandmother) and stroke (maternal grandfather) who on 18-JUL-2007 was vaccinated with the first dose of Gardasil (batch #NE31800). Concomitant therapy
included desogestrel (+) ethinyl estradiol (LAMUNA). On 25-JUL-2007, the patient experienced paraesthesia that concerned the left hand and left side of the
face. The facial numbness resolved after a "few minutes" and the symptoms of the hand had reoccurred twice in the night from 25-JUL-2007 to 26-JUL-2007.
On 27-JUL-2007, the patient experienced headache and abnormal vision (unspecified). On 15-AUG-2007, the patient was vaccinated IM in the arm
(unspecified) with the second dose of Gardasil (lot #655671/1024F); batch #NE51790). On 24-AUG-2007, the patient experienced dizziness, orthostatic
hypotension and migraine. On an unspecified date, the patient was hospitalized for diagnostics. At the time of hospitalization, no symptoms were seen. The
patient underwent electroencephalography (EEG), cranial magnetic resonance imaging (MRI), electrocardiogram (ECG), longterm ECG, and pulse oximetry
which showed normal results. Longterm blood pressure monitoring revealed normal to low measurements and Schellong test revealed "signs of orthostatic
dysregulation." Migraine was discussed as a differential diagnosis. Within approximately four weeks, the patient was recovered. A role of the vaccine was not
discussed. The file was closed. No further information is available. Other business partner numbers included E2007-06047.

Symptom Text:

LamunaOther Meds:
Lab Data:

History:
Eyeglasses wearerPrex Illness:

electrocardiogram ??Aug?07 Comment: normal; electrocardiogram ??Aug?07 Comment: longterm ECG normal; ambulatory blood pressure measurement
??Aug?07 Comment: longterm BP monitor normal - low values; pulse oximetry ??Aug?07 Comment: normal; e
Cystitis; Dizziness; Headache; Visual disturbance

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

291811-1 (S)

03-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Headache, Hypoaesthesia, Hypoaesthesia facial, Migraine, Orthostatic hypotension, Paraesthesia, Visual disturbance

 HOSPITALIZED, SERIOUS

Other Vaccine
02-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NE31800 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4633
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Aug-2007
Vaccine Date

14-Sep-2007
Onset Date

15
Days

03-Oct-2007
Status Date

FR
State

WAES0709USA04520
Mfr Report Id

Information has been received from a physician, concerning a 16 year old female patient with a penicillin allergy and drug hypersensitivity (contraceptives), and
a history of urinary tract infection 4 weeks prior to vaccination (treatment with co-triamoxazole (COTRIM), who on 30-AUG-2007 was vaccinated IM with the first
dose of Gardasil (lot # not provided). On approximately 10-SEP-2007 ("about 4 days prior to admission"), she experienced cingulate pain in the thoracic and
lumbar spine region and spreading to the abdomen. The pain increased with movement, though the rest of the physical exam was normal. On 14-SEP-2007 the
patient was hospitalized with acute renal failure. Pathological lab findings at admission included: blood sedimentation rate (ESR) (1 hour) 26; bilirubin 1.58
mg/dl, creatinine 3.14 mg/dl, glomerular filtration rate (GFR) 20.99 ml/min; uric acid 6.3 mg/dl; urine protein 25 mg/dl, urine erythrocytes 250/mcl (menstrual
period at the time); and Hanta virus negative. Kidney parameters, abdominal sonography, gynecological examination and ECG were normal. Acute
glomerulonephritis was assumed and therapy with high dose corticosteroids was initiated, followed by quick improvement. A renal biopsy revealed "condition
after acute renal failure," with both glomerulonephritis and interstitial nephritis ruled out. The diagnosis for the hospitalization was "para-infectious acute renal
failure after viral infection." On 21-SEP-2007, the patient was completely recovered and was discharged, though it was noted that the exact duration of the
symptoms was not reported. The causality of the vaccine was discussed, but there was no final assessment. This file is closed. Other business partner
numbers include: E2007-06324.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Penicillin allergy; Drug hypersensitivityPrex Illness:

renal biopsy 14Sep07 condition after acute renal failure, diagnostic laboratory test 14Sep07 kidney normal, abdominal ultrasound 14Sep07 normal,
electrocardiogram 14Sep07 normal, urine RBC count 14Sep07 250 mcl menstrual period, urine creat
Urinary tract infection

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

291812-1 (S)

03-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pain, Renal failure acute, Viral infection

 HOSPITALIZED, SERIOUS

Other Vaccine
02-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4634
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
03-Oct-2007
Status Date

FR
State

WAES0709USA04507
Mfr Report Id

Information has been received from a pharmacist, concerning an adult female patient (age not specified), who was in the early stages of pregnancy and was
vaccinated on an unknown date with the first dose of Gardasil (lot # not provided). Subsequently the patient experienced a spontaneous abortion. At the time of
this report, the patient had recovered from the event. The reporter considered spontaneous abortion to be serious as an other important medical event. Other
business partner numbers include: E2007-06321.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = Unknown)Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

291813-1

03-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
02-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4635
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Sep-2007
Vaccine Date

24-Sep-2007
Onset Date

0
Days

03-Oct-2007
Status Date

--
State

WAES0709USA04435
Mfr Report Id

Information has been received from a physician's assistant concerning a 16 year old female with no known drug reactions/allergies who on 23-JUL-2007 was
vaccinated with Gardasil and on 24-SEP-2007 the patient received her second vaccination dose of Gardasil (Lot #658563/1063U). There was no concomitant
medication. On 24-SEP-2007, within one hour of receiving her second vaccination, the patient developed hives all over her body and the hives were itchy. The
patient was seen in the office on 26-SEP-2007 and the hives had worsened since they begun. The patient was prescribed methylprednisolone acetate (DEPO-
MEDROL), prednisone and antihistamine. As of 26-SEP-2007, the patient's itchy hives persisted. The physician's assistant considered the itchy hives to be an
other important medical event. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

291814-1

03-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
02-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1063U 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Jul-2007

Vaccine Date
06-Jul-2007
Onset Date

0
Days

03-Oct-2007
Status Date

FR
State

WAES0709USA04287
Mfr Report Id

Information has been received from a hospital pediatrician concerning a 16 year old female with a history of allergic rhinitis who on 06-JUL-2007 was
vaccinated IM into the upper arm with a first dose of Gardasil (Lot #1466F and batch #NF15720). The same day the patient experienced fever and complained
about nausea and subsequently she recovered. On 31-JUL-07 ventricular extrasystoles were detected. She was admitted to the hospital where myocarditis was
diagnosis. She was referred to ICU for 7 days. Treatment was started with magnesium and beta blockers. At the time of this report, her symptoms were
ongoing. The hospital pediatrician considered myocarditis to be life-threatening. Other business partner numbers included E2007-06340. Additional information
is not available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Rhinitis allergic

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

291815-1 (S)

03-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Myocarditis, Nausea, Pyrexia, Ventricular extrasystoles

 HOSPITALIZED, LIFE THREATENING, SERIOUS

Other Vaccine
02-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1466F 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Aug-2007
Vaccine Date

16-Aug-2007
Onset Date

1
Days

03-Oct-2007
Status Date

--
State

WAES0709USA03665
Mfr Report Id

Information has been received from a health professional concerning a 27 year old female with a history of migraines who on 15-AUG-2007 was vaccinated
intramuscularly in the right deltoid with the first dose of Gardasil (Lot # 658100/0525U). She complained of a headache at that time. Concomitant therapy
included norethindrone (MICRONOR) and rizatriptan benzoate (MAXALT (rizatriptan benzoate)) (as needed). On 16-AUG-2007 the patient experienced sore
throat, pain in right neck, shoulder pain, fever (felt hot and cold), swollen lymph nodes, ear pain, dizziness and nausea. She called her primary physician who
sent her to the emergency room, while there she had a fever and swollen lymph noes and the nausea and pain continued. She was treated with intravenous
fluids for hydration to prevention serious criteria, and unnamed medications for nausea and pain. She was later released from the emergency room.
Subsequently, the patient recovered from sore throat, was later released from the emergency room. Subsequently, the patient recovered from sore throat, pain
in right neck, shoulder pain, fever, swollen lymph nodes, ear pain, dizziness and nausea. Additional information has been requested.

Symptom Text:

MRICONOR; MAXALT (RIZATRIPTAN BENZOATE)Other Meds:
Lab Data:
History:

MigrainePrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
27.0

291816-1

03-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Ear pain, Feeling of body temperature change, Headache, Inappropriate schedule of drug administration, Lymphadenopathy, Musculoskeletal pain,
Myalgia, Nausea, Neck pain, Pharyngolaryngeal pain, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
02-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0525U 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Jul-2007

Vaccine Date
20-Jul-2007
Onset Date

1
Days

03-Oct-2007
Status Date

FR
State

WAES0709USA03525
Mfr Report Id

Information has been received from a health authority concerning a 12 year old female with no relevant medical history reported who on 19-JUL-2007 was
vaccinated with a first dose of Gardasil (batch NE29660), US lot 654740/0859F) (site and route not reported). On 20-JUL-2007 the patient experienced facial
paresis with restricted eyelid closure, hanging corner of the mouth and inability to frown. The patient was hospitalized. CSF and routine lab findings were
normal. Borrelia serology was negative (IgM and IgG). Physiotherapy was carried out and lead to improvement. She was discharged on 23-JUL-2007.
Physiotherapy was continued, and the patient presented to the reporter for the last time on 26-JUL-2007. At that time, the patient's symptoms were resolving.
Final outcome was unknown to the reporter. Other business partner numbers include E2007-06206 and PEI2007008648. Additional information is not
expected. File closed.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Prex Illness:

cerebrospinal fluid culture 20?Jul07 Comment: normal; serum Borrelia burgdorferi antibody test 20?Jul07 Comment: negative; serum immunoglobulin G test
20?Jul07 Comment: negative; serum immunoglobulin M test 20?Jul07 Comment: negative
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

291817-1 (S)

03-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Facial paresis

 HOSPITALIZED, SERIOUS

Other Vaccine
02-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0859F 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4639
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Jul-2007

Vaccine Date
20-Jul-2007
Onset Date

1
Days

03-Oct-2007
Status Date

FR
State

WAES0709USA03287
Mfr Report Id

Initial and follow-up information has been received from a physician concerning a 17 year old female who on 19-JUL-2007 was vaccinated intramuscularly into
the deltoid muscle with a first dose of Gardasil (Lot #1339F and Batch #NF23310). On 20-JUL-2007 one day post vaccination the patient experienced a fever of
42 degrees Celsius and pain in the neck and back. On 21-JUL-2007 she presented at the emergency room. At that time she complained of nausea, vomiting of
"green mucus", headache, abdominal pain, and cough since the day before. She was treated with dipyrone (NOVALGIN) and metoclopramide. On 26-JUL-
2007 the symptoms occurred in episodes and she was admitted to the hospital on. At that time she only complained of mild ear and neck pain. Fever was still
greater than 41 degrees celsius. Laboratory findings on 26-JUL-2007 revealed C-reactive protein (CRP) 240 mg/l, gamma glutamyl transferase (Gamma-GT)
166 U/l, alanine aminotransferase test (ALT) 52 mg/l, aspartate aminotransferase test (AST) 46 U/l, and blood sedimentation rate (ESR) 68/82. On 29-JUL-
2007 the laboratory findings revealed, white blood cell count (WBC 12100/ul. On 02-AUG-2007 the laboratory findings revealed CRP 18, Gamma-GT 68, AST
37, ALT 42. On 17-AUG-2007 the laboratory findings revealed , CRP 35, Gamma-GT 36, AST 33, ALT 30, blood culture and urinalysis were normal/negative.
Stool examinations for pathogenic germs were negative. Chest X-ray and abdominal sonography showed normal results. Gynecological check up were without
findings. A "high feverish infection" was diagnosed. The patient was treated with ibuprofen, dipyreone (NOVALGIN) and amoxicillin. In the course of treatment
the antibiotic was changed to cefazolin. A serum C-reactive protein test (CRP) and blood sedimentation rate (ESR) were remarkably increased. On 29-JUL-
2007 within 10 days the patient recovered completely and was discharged. The second dose was given on 19-SEP-2007 and was well tolerated. No further
information is available. Other business partner numbers included E2007

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Prex Illness:

chest X-ray normal results, ultrasound abdominal: normal results, serum C-reaction protein 26Jul07 240 mg/l, serum gamma glutamyl transferase 26Jul07 166
U/l, plasma aspartate aminotransferase test 26Jul07 46 U/L, erythrocyte sedimentation
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

291818-1 (S)

03-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Back pain, Cough, Ear pain, Headache, Infection, Myalgia, Nausea, Neck pain, Pyrexia, Vomiting

 HOSPITALIZED, SERIOUS

Other Vaccine
02-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1339F Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4640
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Aug-2007
Vaccine Date

03-Aug-2007
Onset Date

0
Days

03-Oct-2007
Status Date

FR
State

WAES0708USA01268
Mfr Report Id

Initial and follow-up information has been received from a gynecologist concerning a 16 year old female who on 02-AUG-2007 was vaccinated IM into the left
upper arm with a first dose of Revaxis (Lot #Z1047-1). On 03-AUG-2007 the patient was vaccinated IM into the right upper arm with a first dose of Gardasil (Lot
# 1518F and batch #NF32800). About 2 to 3 minutes post vaccination, the patient experienced convulsive syncope, orthostatic collapse, and a cold sweat. Her
blood pressure measurement was 90/50. She was hospitalized overnight for observations. The patient recovered from the episode within a few minutes. The
results of the laboratory tests performed were not reported. The results of the electrocardiogram performed on 07-SEP-07 was without pathological findings.
The final diagnosis was "pronounced circulatory collapse". The gynecologist doesn't consider Revaxis to be a suspect, only the Gardasil, due to the close
temporal relationship. Other business partner numbers included E2007-05161. Additional information is not available.

Symptom Text:

Other Meds:
Lab Data:

History:
Prex Illness:

blood pressure measurement 03Aug07 90/50 mm/Hg; diagnostic laboratory test 03Aug07 Comment: not reported; electrocardiogram 03Aug07 Comment: not
reported; electroencephalography 07Sep07 Comment: without pathologic findings;
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

291819-1 (S)

03-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Circulatory collapse, Cold sweat, Syncope

 HOSPITALIZED, SERIOUS

Other Vaccine
02-Oct-2007

Received Date

Prex Vax Illns:

DTIPVHPV4 MERCK & CO. INC. 1518F 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4641
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Sep-2007
Vaccine Date

27-Sep-2007
Onset Date

0
Days

05-Oct-2007
Status Date

MO
State Mfr Report Id

Fainted and fell of chair-Partially broke fall-Kept lying down for 10 min Given something to eat Small bump on head Ice appliedSymptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

291840-1

05-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Fall, Head injury, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
02-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 08024 0 Left arm Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Sep-2007
Vaccine Date

Unknown
Onset Date Days

05-Oct-2007
Status Date

OR
State Mfr Report Id

Local reaction, mild erythema (L) lat deltoid region approx 4 cm x 3 cm. S/S mild.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

291847-1

08-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Local reaction

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
02-Oct-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2326AA
1425F

0
1

Left arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4643
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Sep-2007
Vaccine Date

29-Sep-2007
Onset Date

2
Days

04-Oct-2007
Status Date

CT
State Mfr Report Id

Severe headache 2days after vaccine, then nausea and vomiting with dizziness 3 days after vaccineSymptom Text:

nuvaring vaginal ringOther Meds:
Lab Data:
History:
Prex Illness:

latex allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

291858-1

04-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Headache, Nausea, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
02-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0930U 0 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Sep-2007
Vaccine Date

27-Sep-2007
Onset Date

0
Days

04-Oct-2007
Status Date

DE
State Mfr Report Id

Patient was initially given varicella vaccine 0.2ml in the left forearm as an intradermal shot.  Patient was later given the remaining 0.3ml SC in the left upper
arm.  There was an immediate localized skin erythema and itching at left forearm.

Symptom Text:

Clotrimazole 1% cream BID.Other Meds:
Lab Data:
History:

Tinea VersicolorPrex Illness:

n/a
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

291867-1

04-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Incorrect route of drug administration, Pruritus

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
02-Oct-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
MNQ
TDAP

MERCK & CO. INC.
MERCK & CO. INC.
SANOFI PASTEUR
SANOFI PASTEUR

1184U
09060
U2062AA
C2941AA

0
0
0
0

Left arm
Right arm
Right arm
Left arm

Subcutaneously
Intramuscular
Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Mar-2007
Vaccine Date

26-Mar-2007
Onset Date

0
Days

08-Oct-2007
Status Date

NC
State Mfr Report Id

Developed hives several hours after 2nd vaccine treated with Benadryl (orally) improved 2-3 days. Following 3rd vaccine developed hives again. I have been
treated with steroids. Medrol Dos-pack times 2 Prednisone, Benadryl, and Zyrtec. Still not improved.

Symptom Text:

Other Meds:
Lab Data:
History:

Hives after vaccinePrex Illness:

depression

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

291882-1

08-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Related reports:   291882-2;  291882-3

Other Vaccine
02-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0244U 1 Left arm Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Feb-2008
Status Date

NC
State Mfr Report Id

After second dose of vaccine I developed hives within a few hrs.  Called clinic, was advised to take Benadryl.  Improved after 2-3 days.  After administration of
third vaccine, developed hives again all over body.  Have been treated numerous times with Medrol, prednisone, Benadryl, Zyrtec and still no improvement.
F/u next wk. (allergist). 2-2008.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Treated by MD, labs were ordered.
Depression

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

291882-2

14-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria, Vaccine positive rechallenge

 ER VISIT, NOT SERIOUS

Related reports:   291882-1;  291882-3

Other Vaccine
13-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
01-May-2008
Status Date

--
State

WAES0709USA03738
Mfr Report Id

Information has been received from a 25 year old female consumer with no pertinent medical history, who on an unknown date was vaccinated with the first
dose of Gardasil with no reported problems, on an unknown date with the second dose of Gardasil (lot # not provided).  Following the second vaccination, she
developed hives.  Treatment included BENADRYL, with relief of the symptoms.  In July 2007, she was vaccinated with the third dose of Gardasil (lot # not
provided).  There was no concomitant medication.  In July 2007, she again developed hives after receiving her third dose.  Treatment again included
diphenhydramine, but this time the hives did not resolve.  At the time of this report, the consumer had not recovered.  Additional information has been
requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

291882-3

09-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 No reaction on previous exposure to drug, Urticaria, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Related reports:   291882-1;  291882-2

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Oct-2007
Vaccine Date

01-Oct-2007
Onset Date

0
Days

08-Oct-2007
Status Date

PA
State Mfr Report Id

Dizziness, nausea, pale 5 min after vaccine (HPV) given. Made pt lay down, took blood pressure, gave drink and monitored x 30 min. PCP made aware.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

N/A
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

291886-1

08-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Immediate post-injection reaction, Nausea, Pallor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
02-Oct-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

1032U
017U

1
0

Unknown
Unknown

Unknown
Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Sep-2007
Vaccine Date

25-Sep-2007
Onset Date

0
Days

04-Oct-2007
Status Date

FR
State

WAES0709USA04668
Mfr Report Id

Information has been received from a hospital physician, concerning a 19 year old female patient with a history of bronchial asthma, who on 25-SEP-2007 was
vaccinated in the left arm, with the first dose of Gardasil (lot # not provided. Concomitant therapy included several anti-asthmatics (unspecified). Ten minutes
after the vaccination, the patient developed local swelling at the injection site, bronchospasm and facial swelling, as well as neurological symptoms of
nystagmus and lethargy. She also complained of extreme asthenia and was bedridden. Treatment included dimethpyrindene (FENISTIL) and unspecified
corticosteroids, and she was admitted to the hospital. At the time of this report, she had recovered from the other symptoms. A neurological examination and a
cranial magnetic resonance imaging (MRI) were scheduled. Other business partner numbers include: E2007-6419.

Symptom Text:

(therapy unspecified) Unk - UnkOther Meds:
Lab Data:
History:

AsthmaPrex Illness:

Unknown
Bronchitis asthmatic

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

291931-1 (S)

04-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Bedridden, Bronchospasm, Injection site swelling, Lethargy, Neurological symptom, Nystagmus, Swelling face

 HOSPITALIZED, SERIOUS

Other Vaccine
03-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4650
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Jun-2007
Vaccine Date

06-Jun-2007
Onset Date

0
Days

04-Oct-2007
Status Date

MA
State

WAES0709USA04315
Mfr Report Id

Information has been received from a nurse practitioner concerning a 25 year old female with no medical history and no drug allergies, who on 06-JUN-2007
was vaccinated with a first dose of Gardasil (Lot# 658094/0524U). Subsequently, the patient developed local irritation. Concomitant therapy included "creatine"
(CREATINE POWDER), "glutamine", "omnijust", and omeprazole (PRILOSEC). On 07-AUG-2007 the patient was vaccinated intramuscularly with a 0.5 mL
second dose of Gardasil. On 07-AUG-2007 eight and a half hours after receiving the vaccination the patient developed hives and experienced difficulty
breathing. The reaction occurred while she was running outdoors. The patient went to the emergency room and was released after being treated intravenously
with diphenhydramine hydrochloride (BENADRYL). The patient recovered on an unspecified date. No product quality complaint was involved. The patient's
difficulty breathing was considered to be life threatening. Additional information has been requested.

Symptom Text:

therapy unspecified; CREATINE POWDER; PRILOSECOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

291932-1 (S)

04-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dyspnoea, Skin irritation, Urticaria

 ER VISIT, LIFE THREATENING, SERIOUS

Other Vaccine
03-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0524U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4651
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Aug-2007
Vaccine Date

27-Aug-2007
Onset Date

0
Days

04-Oct-2007
Status Date

FR
State

WAES0709USA04086
Mfr Report Id

Information has been received from a health authority, concerning a 15 year old female patient, who on 27-AUG-2007 was vaccinated with the first dose of
Gardasil (lot# not provided). Concomitant therapy included hormonal contraceptives (unspecified). On 27-AUG-2007, a "short time" after the vaccination and
while leaving the physician's office, she experienced an episode of syncope, and a second episode "while on the way back." She was hospitalized for
monitoring and evaluation. Treatment included Ringer's solution, penciclovir (FENISTIL), prednisolon (SOLU-MEDROL) and antihistamine (CIMEBEXAL), for
suspicion of an allergic reaction. The only pathological finding was en elongated QT duration on the electrocardiogram (ECG). The patient left the hospital after
a few hours, against the physician's advice, though she was considered to be recovered. The hospital physician recommended a Schellong-Test and continued
ECG evaluation. 27-Aug-2007 electrocardiogram, slightly elongated QT duration 27-Aug-2007 white blood cell count, 7.4 27-Aug-2007 blood hemoglobin test,
12.9 g/dl 27-Aug-2007 serum C-reactive protein test, 2.1 mg/dl The file is closed. Other business partner numbers include: E2007-06236 and PEI2007008833.

Symptom Text:

hormonal contraceptives (unspecified)Other Meds:
Lab Data:

History:
Prex Illness:

electrocardiogram 27AUg07 Comment: slightly elongated QT duration; WBC count 27Aug07 7.4; hemoglobin 27Aug07 12.9 g/dl; serum C-reactive protein
27Aug07 2.1 mg/dl
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

291933-1 (S)

22-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypersensitivity, Syncope

 HOSPITALIZED, SERIOUS

Other Vaccine
03-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4652
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Jun-2007
Vaccine Date

16-Aug-2007
Onset Date

58
Days

04-Oct-2007
Status Date

FR
State

WAES0709USA03849
Mfr Report Id

Information has been received from a pharmacist concerning a 14 year old female patient who on 12-AUG-2007 was vaccinated with her second dose of
Gardasil. Four days after the second dose, the girl developed a serious depression. She got in a depressed mood a few days after the first dose of Gardasil,
administered on 19-JUN-2007. After the second dose, her depression aggravated. At the time of reporting, it had become so serious, that she had to buy
antidepressant (approximately 5 weeks after the second vaccination). Her outcome was unknown. The reporter considered depression to be an other important
medical event due to decline in lifestyle. Additional information has been requested. Other business partner numbers included E2007-06270.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Depressed mood

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

291934-1

04-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Condition aggravated, Depressed mood, Depression, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
03-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4653
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Sep-2007
Vaccine Date

21-Sep-2007
Onset Date

0
Days

08-Oct-2007
Status Date

NY
State Mfr Report Id

As per mother's report, after patient was immunized, pt turned paled and felt weak, no LOC. Pt was brought to the treatment room and placed in the examining
table in supine position. Pt recuperated completely about hr after. No treatment given.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

291945-1

09-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Pallor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
03-Oct-2007

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

0524U
AAHAVB207AA

0
0

Left arm
Right arm

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 4654
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Sep-2007
Vaccine Date

26-Sep-2007
Onset Date

0
Days

08-Oct-2007
Status Date

NY
State Mfr Report Id

Within 30 sec of HPV vaccine given, pt turned pale and fainted. Pt reports she was feeling "shaking". After about 10-15 min, pt recovered completely.Symptom Text:

Other Meds:
Lab Data:
History:

NoPrex Illness:

Asthma; Hx of Bell's palsy.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

291946-1

09-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pallor, Syncope, Tremor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
03-Oct-2007

Received Date

Prex Vax Illns:

MNQ
HPV4
HEPA

SANOFI PASTEUR
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

U2385BA
0524U
AHAVB207AA

0
0
0

Right arm
Left arm

Right arm

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 4655
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Apr-2007
Vaccine Date

Unknown
Onset Date Days

10-Mar-2008
Status Date

VA
State

WAES0708USA02012
Mfr Report Id

Information has been received from a registered nurse concerning a 16 year old female with seasonal allergies who on 09-APR-2007 was vaccinated
intramuscularly with a first dose of Gardasil (Lot # 657617/0384U).  Concomitant therapy included YAZ.  In April 2007 "a couple of days after vaccination the
patient developed canker sores.  The patient was treated with "Magic Mouthwash".  Subsequently, the patient recovered.  On 18-JUN-2007 the patient was
vaccinated with a second dose of Gardasil (Lot # 657868/0523U).  In June 2007 "a couple of days" after vaccination the patient developed canker sores.  The
patient was treated with "Magic Mouthwash".  At the time of the report, the patient was recovering.  There were no laboratory or diagnostic tests performed.
Additional information has been requested.

Symptom Text:

YAZOther Meds:
Lab Data:
History:

Seasonal allergyPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

291956-1

10-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Aphthous stomatitis, Vaccine positive rechallenge

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0384U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4656
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Aug-2007
Vaccine Date

10-Aug-2007
Onset Date

0
Days

10-Mar-2008
Status Date

NY
State

WAES0708USA02021
Mfr Report Id

Information has been received from a registered nurse concerning a 20 year old female with asthma, juvenile rheumatoid arthritis, a hypersensitivity to drugs
ending in, "sporin" and a history of a right knee operation who on 12-JUN-2007 was vaccinated intramuscularly with a first dose of Gardasil.  On 10-AUG-2007
the patient was vaccinated with a second dose of Gardasil (Lot # 654702/0011U).  It was reported the patient had not eaten any food that day.  Concomitant
therapy included AMBIEN, folic acid, ORTHO TRI-CYCLEN LO and ENBREL.  On 10-AUG-2007 the patient fainted.  The patient was treated with food and
liquids.  Unspecified medical attention was sought.  At the time of the report the patient was recovering.  Additional information has been requested.

Symptom Text:

ENBREL; ORTHO TRI-CYCLEN LO; folic acid; AMBIENOther Meds:
Lab Data:
History:

Juvenile rheumatoid arthritis; hypersensitivityPrex Illness:

Unknown
Knee operation

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

291957-1

10-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0011U 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4657
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Aug-2007
Vaccine Date

09-Aug-2007
Onset Date

0
Days

10-Mar-2008
Status Date

WA
State

WAES0708USA02030
Mfr Report Id

Information has been received from a physician and a female nurse concerning a female patient who on 09-AUG-2007 was vaccinated with a 0.5 ml first dose
of Gardasil.  On 09-AUG-2007 the patient developed, "alot of pain and numbness in the left arm which went all the down to the fingers".  Unspecified medical
attention was sought.  At the time of the report the patient was recovering.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

291958-1

10-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4658
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Mar-2008
Status Date

TX
State

WAES0708USA02042
Mfr Report Id

Information has been received from a physician concerning a 13 year old female who on an unspecified date was vaccinated with Gardasil.  Eight days post
vaccination, the patient experienced black marks or spots on both hands.  She sought medical attention.  She returned to the physician's for a follow-up visit.
She went to the emergency room, but no details were available.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

291959-1

10-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Skin discolouration

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4659
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Jun-2007
Vaccine Date

11-Aug-2007
Onset Date

61
Days

08-Nov-2007
Status Date

--
State

WAES0708USA02044
Mfr Report Id

Information has been received from a physician concerning an 18 year old female who on approximately 11-JUN-2007 was vaccinated with a first dose of HPV
rL1 6 11 16 18 VLP vaccine (yeast). On 11-AUG-2007 the patient was seen and had purpura and platelets 80,000. Additional information has been requested.
10/16/07-received phone call from reporter-vaccination records were not completed, no lot# available. Reporter also indicated that the adverse event is not
related to the vaccine and will not send additional information on the case.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Platelet count 08/11/07 80,000
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

291960-1

08-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Platelet count decreased, Purpura

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4660
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Aug-2007
Vaccine Date

04-Aug-2007
Onset Date

0
Days

10-Mar-2008
Status Date

NY
State

WAES0708USA02047
Mfr Report Id

Information has been received from a nurse practitioner concerning a 21 year old female with no pertinent medical history who on 04-AUG-2007 was
vaccinated with a dose of Gardasil (lot #657872/0515U).  There was no concomitant medication.  On 04-AUG-2007, a few hours after vaccination, the patient
experienced pain in her left shoulder and neck.  Unspecified medical attention was sought.  The patient's pain in her left shoulder and pain in her neck
persisted.  There were no laboratory or diagnostic tests performed.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

291961-1

10-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Musculoskeletal pain, Neck pain

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0515U Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4661
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Mar-2008
Status Date

MD
State

WAES0708USA02049
Mfr Report Id

Information has been received from a physician concerning a female (age not reported) who on an unspecified date was vaccinated with Gardasil 0.5 ml IM.
The patient fainted after receiving the vaccination.  Unspecified medical attention was sought.  The patient recovered while in the office.  No further information
was provided.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

291962-1

10-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4662
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Jan-2007
Vaccine Date

08-Jan-2007
Onset Date

0
Days

10-Mar-2008
Status Date

CA
State

WAES0708USA02056
Mfr Report Id

Information has been received from a health professional concerning a 17 year old female with a possible allergy to food additives who on 08-JAN-2007 was
vaccinated intramuscularly in the right deltoid with a first dose of Gardasil (Lot # 654389/0961F).  On 08-JAN-2007 the patient developed right arm swelling at
the site down to the wrist, redness, and pain.  There were no laboratory or diagnostic tests performed.  On approximately, 12-JAN-2007 the patient recovered.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Reaction to food additivePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

291963-1

10-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Injection site swelling, Oedema peripheral, Pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0961F 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4663
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Aug-2007
Vaccine Date

08-Aug-2007
Onset Date

0
Days

10-Mar-2008
Status Date

--
State

WAES0708USA02058
Mfr Report Id

Information has been received from an office registered nurse concerning a 19 year old who on 08-AUG-2007 was vaccinated with Gardasil.  On 08-AUG-2007,
the patient fainted after the injection.  The patient fell from the exam table and sustained a lacerated forehead.  The patient recovered from the fainting.
Medical attention was sought and the patient was taken to a plastic surgeon's office to repair the laceration.  No other symptoms were reported.  Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

291964-1

10-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Fall, Laceration, Suture insertion, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4664
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Aug-2007
Vaccine Date

09-Aug-2007
Onset Date

0
Days

10-Mar-2008
Status Date

PA
State

WAES0708USA02067
Mfr Report Id

Information has been received from a mother concerning her 17 year old daughter with no pertinent medical history and no history of drug reactions/allergies
who on 09-AUG-2007 was vaccinated with the first dose of Gardasil IM.  Concomitant therapy included YASMIN.  On 09-AUG-2007, the patient experienced
dizziness, nausea and throat tightening after being vaccinated.  Medial attention was sought.  The patient was evaluated in the emergency room.  She was
treated with famotidine (MSD), intravenous BENADRYL, an unspecified steroid, and discharged to home.  On 10-AUG-2007, the patient recovered from the
dizziness, nausea and throat tightening.  Additional information has been requested.

Symptom Text:

YASMINOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

291965-1

10-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Nausea, Throat tightness

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4665
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Jul-2007

Vaccine Date
Unknown

Onset Date Days
10-Mar-2008
Status Date

KY
State

WAES0708USA02081
Mfr Report Id

Information has been received from a nurse concerning a 21 year old female who on 05-JUL-2007 was vaccinated with a first dose of Gardasil (lot# unknown)
injection.  On an unspecified date the patient reported that she developed a "rash from head to toe" after receiving Gardasil.  Medical attention was sought.  On
an unspecified date the patient had seen a dermatologist who did a biopsy and noted the rash was "drug induced".  No further information was provided.  At the
time of reporting it was unknown whether the patient had recovered.  The patient was not going to continue the series.  Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

biopsy, drug induced
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

291966-1

10-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug eruption, Rash generalised

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4666
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Feb-2007
Vaccine Date

27-Feb-2007
Onset Date

0
Days

10-Mar-2008
Status Date

NY
State

WAES0708USA02088
Mfr Report Id

Information has been received from a health professional concerning a 17 year old female who on 27-FEB-2007 was vaccinated with a second dose of
Gardasil.  On 27-FEB-2007 the patient "felt shaky", developed a headache, a stomach ache and felt warm.  On 02-JUL-2007 at 11:15 the patient was
vaccinated IM with a third dose of Gardasil (lot # 656825/0307U).  Subsequently at 5:00 pm she "felt shaky", had a headache, a stomach ache and felt warm.
She "felt better after 2 days."  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

291967-1

10-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain upper, Feeling hot, Headache, Nervousness, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4667
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Mar-2008
Status Date

--
State

WAES0708USA02094
Mfr Report Id

Information has been received from a pharmacist concerning her approximately 15 year old daughter with no known allergies and no reported medical history
who was vaccinated with Gardasil.  There was no concomitant medication.  The pharmacist reported that her daughter developed muscle pain near the
injection site after her last two doses of Gardasil.  The symptoms resolved several days after each dose was given.  She had not received dose number three
yet.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

291968-1

10-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4668
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Aug-2007
Vaccine Date

01-Aug-2007
Onset Date

0
Days

10-Mar-2008
Status Date

--
State

WAES0708USA02099
Mfr Report Id

Information has been received from a nurse concerning a 16 year old female who on approximately 01-AUG-2007, was vaccinated with Gardasil.  On
approximately 01-AUG-2007, after she received her first dose, the patient fainted.  On 10-AUG-2007, the patient recovered.  Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

291969-1

10-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4669
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Aug-2007
Vaccine Date

08-Aug-2007
Onset Date

0
Days

10-Mar-2008
Status Date

MI
State

WAES0708USA02106
Mfr Report Id

Information has been received from a physician and a medical assistant concerning an 18 year old female who on 08-AUG-2007 was vaccinated
intramuscularly with a first dose of Gardasil (lot 3654510/0962F) while sitting.  On 08-AUG-2007, a few minutes after vaccination, the patient stood to leave,
fainted.  She hit her head on the floor.  She woke up "almost immediately" and she laid down until she felt better (approximately 5-10 minutes).  On 08-AUG-
2007, the patient recovered.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

291970-1

10-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Head injury, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0962F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4670
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-May-2007
Vaccine Date

18-May-2007
Onset Date

0
Days

10-Mar-2008
Status Date

NY
State

WAES0708USA02120
Mfr Report Id

Information has been received from a physician concerning a 24 year old female with asthma and "problems with birth control", who on 18-MAY-2007 was
vaccinated with a first dose of Gardasil (lot # 657736/0389U).  On 18-MAY-2007 the patient experienced stinging and pain around the injection site area.  The
patient experienced shortness of breath 20 minutes after the vaccination, and it lasted for about 45 minutes.  The patient consulted with the physician and was
given ADVIL for the injection site reaction.  On an unspecified date, the patient recovered from the injection site pain.  There were no laboratory or diagnostic
tests performed.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Asthma; hypersensitivity reactionPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

291971-1

10-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dyspnoea, Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0389U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4671
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Mar-2008
Status Date

NJ
State

WAES0708USA02155
Mfr Report Id

Information has been received from a physician concerning a "20 year" old female who on an unspecified date was vaccinated with a first dose of Gardasil (lot
# unknown) injection.  On an unspecified date after receiving the first dose of Gardasil the patient developed a nodule at the injection site approximately 1cm in
size and was painful upon pressure.  The patient did not have any redness or fever.  Medical attention was sought.  At the time of reporting it was unknown if
the patient had recovered.  Follow-up information was received from a nurse.  On an unspecified date the patient had received a second dose of Gardasil and
no adverse event was reported.  Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

291972-1

10-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site nodule, Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4672
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Aug-2007
Vaccine Date

Unknown
Onset Date Days

10-Mar-2008
Status Date

--
State

WAES0708USA02158
Mfr Report Id

Information has been received from a registered nurse concerning a teenage female who on 09-AUG-2007 was vaccinated intramuscularly with Gardasil (0.5
ml).  Subsequently, following vaccination, the patient fainted.  Unspecified medical attention was sought.  The patient subsequently recovered.  Additional
information has been requested.  This is one of two reports from the same source.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

291973-1

10-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4673
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Aug-2007
Vaccine Date

09-Aug-2007
Onset Date

0
Days

10-Mar-2008
Status Date

PA
State

WAES0708USA02164
Mfr Report Id

Information has been received from a physician and a nurse concerning a "17 or 18" year old female who on 09-AUG-2007 was vaccinated with the first dose
of Gardasil (0.5 ml).  It was reported that following vaccination, the patient felt lightheaded and dizzy.  The patient also felt her throat tightening and was rushed
to the emergency room and released.  At the time of this report, the outcome of the events was unknown.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

291974-1

10-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Throat tightness

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4674
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Mar-2008
Status Date

NJ
State

WAES0708USA02169
Mfr Report Id

Information has been received from a female receptionist at a physician's office who on an unspecified date was vaccinated with the first dose of Gardasil.
Subsequently the patient developed a nodule that was painful upon pressure at the injection site.  Unspecified medical attention was sought.  Subsequently,
the patient recovered.  The patient stated that she did not have this experience with the second dose.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

291975-1

10-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site nodule, Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4675
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Jun-2007
Vaccine Date

02-Jul-2007
Onset Date

10
Days

10-Mar-2008
Status Date

PA
State

WAES0708USA02172
Mfr Report Id

Information has been received from a physician concerning an 18 year old female student who on 22-JUN-2007 in the pm, was vaccinated IM in the right arm
with a first dose of Gardasil (lot # 658094/0524U).  Concomitant vaccination on 22-JUN-2007 included IM in the right arm with a first dose of MENACTRA (lot #
U2106AA) and IM in the left arm with a first dose of ADACEL (lot # C2644AA).  On 02-JUL-2007 in the am, the patient experienced muscle pain in the legs,
then progressively involved the back and neck.  On approximately 05-JUL-2007 the patient was seen in the emergency room.  On approximately 05-JUL-2007
laboratory test was reported as negative for serum C-reactive protein test and advised to just observe.  Repeat lab work was negative.  Other laboratory tests
included Epstein-Barr virus antibodies screen, Lyme disease, enzyme-linked immunosorbent assay, cytomegalovirus antigen test, and cytomegalovirus antigen
test which had negative results.  The patient was then seen by a neurologist and diagnosed with severe myalgia and advised to just observe.  Repeat.  On 27-
JUL-2007, the patient recovered from muscle pain in the legs, back pain and neck pain.  Additional information is not expected.

Symptom Text:

Other Meds:
Lab Data:

History:
Prex Illness:

complete blood cell, 07/05?/07, results not reported; hepatic function tests, 07/05?/07, results not reported; serum creatine kinase, 07/05?/07, results not
reported; serum C-reactive, 07/05?/07, negative; Mycoplasma PCR, 07/??/07, negative
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

291976-1

10-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Back pain, Myalgia, Neck pain, Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

TDAP
MNQ
HPV4

SANOFI PASTEUR
SANOFI PASTEUR
MERCK & CO. INC.

C2644AA
U2106AA
0524U

0
0
0

Left arm
Right arm
Right arm

Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4676
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
03-Aug-2007
Onset Date Days

10-Mar-2008
Status Date

--
State

WAES0708USA02177
Mfr Report Id

Information has been received from the mother concerning her 21 year old daughter with no pertinent medical history who in January 2007, was vaccinated
with a first dose of Gardasil.  On unspecified dates the patient was vaccinated with the second and third dose of Gardasil.  There was no concomitant
medication.  On approximately 03-AUG-2007 the patient had an atypical Pap smear.  On 14-AUG-2007 the patient was scheduled to receive another Pap
smear.  The patient did not seek medical attention.  At the time of the report the patient had not recovered.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

cervical smear, 08/03?/07, abnormal
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

291977-1

10-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Smear cervix abnormal

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4677
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Jun-2007
Vaccine Date

30-Jun-2007
Onset Date

1
Days

10-Mar-2008
Status Date

MA
State

WAES0708USA02212
Mfr Report Id

Information has been received from a certified medical assistant concerning a 12 year old female with no pertinent medical history or drug reactions/allergies
who on 29-JUN-2007 was vaccinated with a first dose of Gardasil (lot # 657868/0523U).  There was no concomitant medication.  On 30-JUN-2007 the patient
developed a pimple on her face, one day after vaccination with Gardasil.  Medical attention was sought.  The next day on 01-JUL-2007 the patient developed a
rash resembling the pimple, all over her back.  The patient was not seen by the office and required no treatment.  It was reported that the patient recovered 3
days after vaccination.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

291978-1

10-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Acne, Rash vesicular

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0523U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4678
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Apr-2007
Vaccine Date

09-Apr-2007
Onset Date

0
Days

10-Mar-2008
Status Date

PA
State

WAES0708USA02217
Mfr Report Id

Information has been received from a physician concerning a female who on 09-FEB-2007 was vaccinated with a first dose of Gardasil (Lot# 653978/0955F).
On 09-APR-2007 the patient was vaccinated with a second dose of Gardasil.  On 09-APR-2007, the patient developed pain in the arm.  The physician reported
that the pain was not specified to the injection site.  The patient did not experience pain in the arm after the first dose of Gardasil.  Unspecified medical attention
was sought.  At the time of the report the patient's outcome was unknown.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
The patient did not experience pain in the arm after the first dose of Gardasil.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

291979-1

10-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4679
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
11-Mar-2008
Status Date

DC
State

WAES0708USA02218
Mfr Report Id

Information has been received from a mother concerning her 20 year daughter with no pertinent medical history or drug reactions/allergies who on an
unspecified date was vaccinated with a first dose of Gardasil (lot # unknown).  Concomitant therapy included hormonal contraceptives (unspecified).  The
patient experienced some pain after receiving the first dose of Gardasil which lasted for one week.  On an unspecified date the patient was vaccinated with a
second dose of Gardasil.  The patient experienced intense pain which lasted for one week.  Medical attention was sought.  The pain from the second dose
made the patient cry.  The patient recovered on an unspecified date.  No other details were given.  Additional information was been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

291980-1

11-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Crying, Pain, Vaccine positive rechallenge

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4680
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Apr-2007
Vaccine Date

09-Apr-2007
Onset Date

0
Days

11-Mar-2008
Status Date

NY
State

WAES0708USA02227
Mfr Report Id

Information has been received from a physician concerning a 27 year old female who on 05-FEB-2007 was vaccinated with a first dose of Gardasil (lot #
654389/0961F) injection.  There was no adverse event associated with this vaccination.  On 09-APR-2007 the patient was vaccinated with a second dose of
Gardasil (lot # 653736/0014U) injection.  On 09-APR-2007 the patient developed swelling, alot of redness and had an increase diameter of the reaction.
Medical attention was sought.  There was no further adverse event information.  At the time of reporting it was unknown if the patient recovered.  Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
There was no adverse event associated with the first Gardasil vaccination.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

291981-1

11-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0014U 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4681
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
11-Mar-2008
Status Date

NJ
State

WAES0708USA02236
Mfr Report Id

Information has been received from a physician concerning a female who in the end of June 2007, was vaccinated with a dose of Gardasil.  In approximately
JUN-2007 the patient developed a very small bump under the skin at the injection site and pain.  On an unspecified date a Magnetic Resonance Imaging was
performed, results were not reported. Unspecified medical attention was sought.  At the time of the report the patient had  not recovered from the pain.  It is
unknown if the patient recovered from the bump.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

magnetic resonance, results not reported
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

291982-1

11-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site nodule, Pain

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4682
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
08-Oct-2007
Status Date

MI
State Mfr Report Id

Flushing, hives, diaphoresis.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Pt needed 25mg IM Benadryl

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

291992-1

09-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Flushing, Hyperhidrosis, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
03-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1208E 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4683
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Aug-2007
Vaccine Date

23-Aug-2007
Onset Date

2
Days

08-Oct-2007
Status Date

IN
State Mfr Report Id

Pt inadvertently was given two doses of Menactra at the same administration in each arm. Had one of her injections 2 days later but no other adverse events.Symptom Text:

Lamictal, MaxilaltOther Meds:
Lab Data:
History:

NonePrex Illness:

None
Migraines, (B) optic nerve atrophy, Varicella

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

291993-1

09-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
03-Oct-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2228AA
0384U

1
0

Right arm
Right arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4684
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Sep-2007
Vaccine Date

26-Sep-2007
Onset Date

2
Days

08-Oct-2007
Status Date

TN
State Mfr Report Id

2 days after 2nd dose of Gardasil, patient developed dysesthesia in arm and decrease in grip strength, leg weakness, and difficulty voiding urine.  Progressed
to inability to ambulate within 5 hours.  Patient admitted to Medical Center.  MRI revealed inflammation around spinal cord consistent with transverse myelitis
vs. Guillain Barre syndrome.  Clinical physical exam supported diagnosis of Transverse Myelitis.  Patient treated with IV Methylprednisolone 250mg q6hr x 5
days and subsequent oral steroid taper.  Over course of hospitalization, currently 7 days in duration and continuing, patient has regained some upper extremity
strength and improvement in sensory symptoms.  Minimal lower extremity strength recovery at this point.  Throughout course of hospitalization, patient has
required bladder catheterization due to inability to void urine.11/13/07-records received for DOS 9/26-10/17/07-DC DX: Transverse myelitis. Urinary tract
infection (UTI). Presented to ED with 24 hour history of progressive weakness and numbness. Unable to walk. Received Gardasil 2 dys prior to symptoms and
tick bite 2 weeks prior to admission. She was also on a camping trip 5 days prior to admission. PE: weak grip strength, wrist flexors and extensors normal.
Right leg proximal flexor strength 2/6 and left leg strength 0/5. Distal right leg strength 0/5. Subjective numbness at T4 and below. Reflexes 1+ bilaterally in
upper and lower extremities. No dysarthria. High dose steroid treatment. PlasmapheresisTransferred to rehab facility

Symptom Text:

Claritin OTC PRN for allergy symptomsOther Meds:
Lab Data:

History:
NonePrex Illness:

MRI spine revealed myelitis of the lower cervical and upper thoracic spinal cord and radiculitis of the cauda equina.  Lumbar puncture CSF sample shows no
WBC, normal protein and glucose, no evidence of viral or bacterial infection.  Somato

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

292001-1 (S)

14-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abasia, Arthropod bite, Dysaesthesia, Grip strength decreased, Hypoaesthesia, Muscular weakness, Myelitis transverse, Neurogenic bladder, Plasmapheresis,
Urinary tract infection

 ER VISIT, HOSPITALIZED, SERIOUS

Other Vaccine
03-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0927U 1 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4685
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Aug-2007
Vaccine Date

14-Aug-2007
Onset Date

1
Days

04-Oct-2007
Status Date

AK
State Mfr Report Id

Per parent report, patient had fever of 104 degrees F, headache, sensitivity to light, lethargy, unable to drink water. Symptoms lasted about 15 hours and
resolved. Parent took patient to doctor for symptoms-stated nothing done. PHN became aware of this 10/2/07.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

Not aware of any

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

292013-1

04-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Fluid intake reduced, Headache, Lethargy, Photophobia, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
03-Oct-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2208AA
1424F

0
0

Right arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4686
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Sep-2007
Vaccine Date

26-Sep-2007
Onset Date

0
Days

04-Oct-2007
Status Date

FL
State Mfr Report Id

A few seconds after the injection my daughter Had a seizure. She lost total bladder control, her face went stark white, her eyes rolled back into her head, her
back arched so severely that I had to hold onto her so she would not fall of the table, her arms and hands were flying in a very unnatural way. This lasted for
two to three minutes. When the seizure stopped, patient could not remember anything except it looked like a train was coming towards her very fast and she
remembers seeing the headlight of the train almost blinding her. A few minutes later the ambulance arrived and took us to the hospital.

Symptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

292015-1

04-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Gaze palsy, Pallor, Posturing, Urinary incontinence

 ER VISIT, NOT SERIOUS

Other Vaccine
03-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Right arm Unknown



10 JUN 2008 06:27Report run on: Page 4687
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Jul-2007

Vaccine Date
30-Jul-2007
Onset Date

0
Days

11-Mar-2008
Status Date

NM
State

WAES0708USA01834
Mfr Report Id

Information has been received from a physician concerning a 14 year old female who on 30-JUL-2007 was vaccinated with a first dose of Gardasil (lot#
unknown) injection.  Concomitant therapy also given on 30-JUL-2007 included Varivax (MSD) and MENACTRA.  On 30-JUL-2007 the patient became dizzy,
had a headache and felt weak after receiving the first dose of Gardasil.  The patient also had low blood pressure.  Medical attention was sought.  The physician
gave BENADRYL 15mg.  The patient was taken to the emergency room.  On an unspecified date the patient recovered from the events.  No additional
information was provided.  Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

blood pressure, 07/30/07, low
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

292018-1

11-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Dizziness, Headache

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

VARCEL
MNQ
HPV4

MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL
NULL 0

Unknown
Unknown
Unknown

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 4688
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
11-Mar-2008
Status Date

MN
State

WAES0708USA01835
Mfr Report Id

Information has been received from a registered nurse concerning a 21 year old female patient with an allergic reaction to bee stings, penicillin, DARVACET,
SEPTRA and lactose who on an unknown date, was vaccinated with a dose of Gardasil.  Concomitant therapy included ALEVE.  Subsequently, the patient
developed a rectangular 5 by 2.5 inches raised, red, hot area at the injection site.  Unspecified medical attention was sought.  On an unknown date, the patient
recovered.  No product quality complaint was involved.  Additional information has been requested.

Symptom Text:

ALEVEOther Meds:
Lab Data:
History:

Allergic reaction to bee sting; penicillin allergy; drug hypersensitivity; allergic reaction to antibiotics; lactose intolerancePrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

292019-1

11-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site swelling, Injection site warmth

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4689
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
11-Mar-2008
Status Date

WV
State

WAES0708USA01856
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with a dose of Gardasil.  Subsequently the patient experienced "bone
pain" around the injection site.  Unspecified medical attention was sought.  The patient's "bone pain" around the injection site persisted.  Additional information
has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292020-1

11-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Bone pain, Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4690
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Jul-2007

Vaccine Date
09-Jul-2007
Onset Date

0
Days

11-Mar-2008
Status Date

WI
State

WAES0708USA01859
Mfr Report Id

Information has been received from a medical assistant concerning a 14 year old female with allergies (unspecified) and a penicillin allergy who on 09-JUL-
2007 was vaccinated with a 0.5 ml first dose of Gardasil (657868/0523U).  Concomitant therapy included montelukast sodium MSD, LORATIDINE D and
vitamins (unspecified).  On 09-JUL-2007 the patient passed out within 10 seconds of receiving Gardasil and there was jerking of the body noted.  The patient
awoke and mentioned that she had a "weird dream" when she passed out.  Again the patient passed out and jerking was noted for 5-10 seconds.  There were
no laboratory or diagnostic tests performed.  Unspecified medical attention was sought.  On 09-JUL-2007 the patient recovered.  Additional information has
been requested.

Symptom Text:

LORATIDINE D; SINGULAIR; vitamins (unspecified)Other Meds:
Lab Data:
History:

Hypersensitivity; penicillin allergyPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

292021-1

11-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abnormal dreams, Dyskinesia, Immediate post-injection reaction, Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0523U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4691
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
11-Mar-2008
Status Date

NY
State

WAES0708USA01866
Mfr Report Id

Information has been received from a physician concerning a 15 year old female who was vaccinated with a first dose of Gardasil.  Subsequently the patient
developed a migraine shortly after receiving the first dose.  Unspecified medical attention was sought.  Subsequently, the patient recovered.  On an unspecified
date, the patient was vaccinated with a second dose of Gardasil.  The migraine did not reappear after the second dose.  Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

292022-1

11-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Migraine

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4692
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
11-Mar-2008
Status Date

TX
State

WAES0708USA01870
Mfr Report Id

Information has been received from a nurse concerning a female who in January 2007, was vaccinated IM with a first dose of Gardasil.  Subsequently, in
January 2007 the patient experienced pain and nausea.  It was reported that the patient did not seek medical attention.  On an unspecified date, the patient
recovered from pain and nausea.  On an unspecified date, the patient was vaccinated with a second dose of Gardasil and planned to finish the series.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292023-1

12-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Nausea, Pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4693
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
09-Aug-2007
Onset Date Days

11-Mar-2008
Status Date

NY
State

WAES0708USA01881
Mfr Report Id

Information has been received from a physician concerning a 16 year old female who was vaccinated with a first dose of Gardasil.  Concomitant therapy
included MENACTRA.  Patient fainted 15 minutes after receiving her first dose of Gardasil.  Subsequently, the patient recovered.  Additional information has
been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

292024-1

12-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL 0

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 4694
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Mar-2008
Status Date

CA
State

WAES0708USA01882
Mfr Report Id

Information has been received from a physician concerning a female patient in her 20's who was vaccinated with a first and second dose of Gardasil. The
physician reported that the patient had unusual soreness at the injection site after the first and second injection. He also reported that the patient had unusual
stiffness and weakness with local mechanical trouble after she was given the third dose of Gardasil. The patient had not recovered as of this report day. The
physician reported that this is one of the three patient who experienced similar experiences. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

292025-1

12-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Injection site pain, Musculoskeletal stiffness

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4695
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Aug-2007
Vaccine Date

07-Aug-2007
Onset Date

5
Days

12-Mar-2008
Status Date

TX
State

WAES0708USA01893
Mfr Report Id

Information has been received from a physician concerning a 23 year old female, who on 02-AUG-2007 was vaccinated intramuscularly with a 0.5 mL first dose
of Gardasil (Lot# 655618/0186U). There was no concomitant medication. On 07-AUG-2007 the patient developed a lump in the axilla of her left side which was
causing pain that radiates to her left breast. The patient was given a breast examination that showed to be normal. A pea size nodule was found in the patient's
left axilla. At the time of the report the patient had not recovered. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Breast examination - normal
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

292026-1

12-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Axillary mass, Breast pain, Nodule

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0186U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4696
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Mar-2008
Status Date

OH
State

WAES0708USA01895
Mfr Report Id

Information has been received from a office manager concerning a female who did not eat the day of the vaccination and a history of passing out who was
vaccinated with a first dose of Gardasil. Within 5 minutes of the vaccination the patient's arm went rigid, she "shook a little", and passed out. After she came to
she was nauseated. Unspecified medical attention was sought. On the day of the vaccination, the patient recovered. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Passed out

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292027-1

12-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness, Muscle rigidity, Nausea, Tremor

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4697
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Aug-2007
Vaccine Date

09-Aug-2007
Onset Date

0
Days

12-Mar-2008
Status Date

WI
State

WAES0708USA01897
Mfr Report Id

Information has been received from a medical assistant concerning a 22 year old female with no drug allergies and no medical history, who on 09-AUG-2007
was vaccinated with a 0.5mL second dose of Gardasil (Lot# 658222/0927U). Concomitant therapy included loratadine and ORTHO TRI-CYCLEN. On 09-AUG-
2007 the patient felt odd, felt tingling on whole arm of the injection site and the patient felt the medication traveling down her arm. The medical assistant
reported that the patient felt hot, nauseated, and she became pale immediately after receiving the vaccination. No laboratory diagnostics were performed. The
patient did not seek medical attention. On 09-AUG-2007 the patient recovered. No product quality complaint was involved. Additional information has been
requested.

Symptom Text:

Loratadine and ORTHO TRI-CYCLEN.Other Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

292028-1

12-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Feeling abnormal, Feeling hot, Nausea, Pallor, Paraesthesia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0927U 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4698
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Aug-2007
Vaccine Date

07-Aug-2007
Onset Date

0
Days

12-Mar-2008
Status Date

OH
State

WAES0708USA01913
Mfr Report Id

Information has been received from a registered nurse concerning a 19 female who, on an unspecified date was vaccinated in the right arm with a first dose of
Gardasil and experienced redness that went away fairly quickly but the arm hurt for 2 weeks after. On 07-AUG-2007 the patient was vaccinated intramuscularly
in the left arm with a 0.5mL second dose of Gardasil (Lot# 658222/0927U). Subsequently, the patient developed redness and pain in the left arm from the
elbow to shoulder, was nauseous and pale. No shortness of breath. The patient was treated with BENADRYL and was observed. The patient recovered on an
unspecified date. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

292029-1

12-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Nausea, Pain in extremity, Pallor

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0927U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4699
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Aug-2007
Vaccine Date

08-Aug-2007
Onset Date

0
Days

12-Mar-2008
Status Date

WI
State

WAES0708USA01914
Mfr Report Id

Information has been received from a certified medical assistant concerning a 18 year old female with no allergies and no medical history, who on 08-AUG-
2007 was vaccinated with a 0.5mL first dose of Gardasil (Lot# 658222/0927U). Concomitant therapy included meningococcal vaccine (unspecified). On 08-
AUG-2007 the patient experienced lightheadness, her blood pressure dropped, she felt odd, she became pale, and she felt nauseated and had a feeling that
she was going to vomit but did not. Three blood pressure measurements were taken the first reading was 94 over 52, the second was 80 over 52, and the third
was 90 over 54. The patient sought unspecified medical attention. On 08-AUG-2007 the patient recovered. No product quality complaint was involved.
Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Blood pressure 08/08/07 94/52; 80/52; 90/54
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

292030-1

12-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure decreased, Dizziness, Feeling abnormal, Nausea, Pallor

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0927U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4700
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Jun-2007
Vaccine Date

18-Jul-2007
Onset Date

21
Days

12-Mar-2008
Status Date

--
State

WAES0708USA01918
Mfr Report Id

Information has been received from a consumer concerning a 20 year old female with no drug allergies and no medical history, who on 27-JUN-2007 was
vaccinated with a 0.5mL third dose of Gardasil. There was no concomitant medication. On 18-JUL-2007 the patient had a PAP test that was positive for HPV. In
November 2006 and January 2007 the patient was vaccinated with a first and second dose of Gardasil, respectively. The patient sought unspecified medical
attention. At the time of the report, the patient had not recovered. No product quality complaint was involved. Additional information is not expected.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Pap test 07/18/07 - positive for HPV
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

292031-1

12-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Papilloma viral infection, Smear cervix abnormal

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4701
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Aug-2007
Vaccine Date

07-Aug-2007
Onset Date

0
Days

12-Mar-2008
Status Date

--
State

WAES0708USA01935
Mfr Report Id

Information has been received from a registered nurse concerning a 17 year old female, who, on an unspecified date, was vaccinated with a first dose of
Gardasil.  Subsequently, she developed a little bit of redness and swelling.  On 07-AUG-2007 the patient was vaccinated with a second dose of Gardasil.
Immediately following the vaccination the patient began to swell from the elbow to the shoulder.  The patient felt nauseated and faint.  The patient was treated
with BENADRYL.  The patient sought unspecified medical attention.  At the time of the report, the patient's outcome was unknown.  No product quality
complaint was involved.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

292032-1

12-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Erythema, Immediate post-injection reaction, Nausea, Oedema peripheral, Swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4702
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Jul-2007

Vaccine Date
31-Jul-2007
Onset Date

7
Days

12-Mar-2008
Status Date

NY
State

WAES0708USA01941
Mfr Report Id

Information has been received from a licensed practical nurse concerning a 21 year old female patient with no medical history and no known allergies who on
21-MAR-2007, was vaccinated IM into the left deltoid with a first 0.5ml dose of Gardasil (Lot# 658490/0802U). On 24-JUL-2007, the patient was vaccinated with
a second dose of the vaccine. There was no concomitant medication. On 31-JUL-2007 one week later, the patient developed hives on her legs and arms. The
patient was treated with over the counter BENADRYL. On 24-JUL-2007, a urine lab was taken and was negative for pregnancy. At the time of this report, the
patient was recovering. It was reported that the patient was instructed to follow up with the doctor's office if any other symptoms arose, such as shortness of
breath. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Urine beta-human 07/24/07 - negative for pregnancy.
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

292033-1

12-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4703
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Jun-2007
Vaccine Date

27-Jun-2007
Onset Date

2
Days

12-Mar-2008
Status Date

NY
State

WAES0708USA01943
Mfr Report Id

Information has been received from a physician concerning an 18 year old female who on 25-JUN-2007 was vaccinated IM in her left deltoid with the first dose
of Gardasil (Lot#655617/1447F).  Concomitant therapy included MENACTRA.  A few days later on approximately 27-JUN-2007 the patient experienced
weakness in her left eye.  She went to an ophthalmologist who diagnosed her with uveitis.  She was treated with "high doses" (actual doses not reported) of
unspecified oral steroid.  The physician reported that at the time of the report the patient was recovering from the event.  Additional information has been
requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

292034-1

12-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Eye disorder, Uveitis

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1447F 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4704
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jun-2007
Vaccine Date

01-Jun-2007
Onset Date

0
Days

12-Mar-2008
Status Date

NY
State

WAES0708USA01953
Mfr Report Id

Information has been received from a respiratory therapist concerning a 17 year old female patient with allergies who in June 2007, was vaccinated IM with a
first 0.5ml dose of Gardasil. Concomitant therapy included ZYRTEC. Within 24 hours after administration of the vaccine, the patient developed a widespread
rash. Unspecified medical attention was sought. At the time of this report, the patient recovered. No product quality complaint was involved. Additional
information has been requested.

Symptom Text:

ZYRTECOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Hypersensitivity

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

292035-1

12-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash generalised

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4705
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Mar-2008
Status Date

TX
State

WAES0708USA01971
Mfr Report Id

Information has been received from a nurse concerning a female patient who was vaccinated with a dose of Gardasil.  Concomitant therapy included "multiple
vaccinations" given on the same day.  Five minutes after receiving the vaccine, the patient experienced syncope.  Unspecified medical attention was sought.
Subsequently, the patient recovered quickly.  No product quality complaint was involved.  Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292036-1

12-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

UNK
HPV4

UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 4706
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Mar-2008
Status Date

TX
State

WAES0708USA01973
Mfr Report Id

Information has been received from a physician concerning a female (demographics not provided) who on an unspecified date was vaccinated IM with Gardasil
(Lot # not provided). Subsequently on an unknown date the patient returned to the physician's office and reported that after her vaccination she experienced
headache, nausea and dizziness. At the time of the report it was not known if the patient had recovered from these events. Additional information has been
requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292037-1

12-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Headache, Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4707
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Mar-2008
Status Date

GA
State

WAES0708USA01980
Mfr Report Id

Information has been received from a physician concerning a 12 year old female who was vaccinated with a dose of Gardasil.  Concomitant therapy included
two other vaccines (therapy unspecified) in the same day of vaccination.  The patient "fainted" after receiving the Gardasil.  Unspecified medical attention was
sought by the patient.  The outcome was unknown.  Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

292038-1

12-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

UNK
HPV4

UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 4708
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Mar-2008
Status Date

FL
State

WAES0708USA01981
Mfr Report Id

Information has been received from a physician concerning an 18 year old female was vaccinated with a dose of Gardasil. Concomitant therapy included four
other vaccines (therapy unspecified). The physician reported that the patient passed out after receiving the dose of Gardasil. Unspecified medical attention was
sought by the patient. the outcome was unknown. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

292039-1

12-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

UNK
HPV4

UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 4709
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Sep-2006
Vaccine Date

26-Sep-2006
Onset Date

0
Days

12-Mar-2008
Status Date

--
State

WAES0708USA01985
Mfr Report Id

Information has been received from a physician concerning a 23 year old female consumer with a history of migraine who on 26-SEP-2006 was vaccinated with
a dose of Gardasil.  On 26-SEP-2006, it was found out that the patient became pregnant.  Gardasil therapy was discontinued.  On 20-JUN-2007, client gave
birth to a full term live male healthy child.  Patient developed eclampsia post partum.  The patient recovered.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Migraine

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

292040-1

12-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Delivery, Drug exposure during pregnancy, Eclampsia

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4710
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Mar-2008
Status Date

VA
State

WAES0708USA01991
Mfr Report Id

Initial and follow-up information has been received from a nurse concerning several female patients who were vaccinated with doses of Gardasil. Subsequently
the patients complained of burning as the Gardasil was being injected into their arms. The nurse reported that the burning has just recently been reported to
her. On 27-AUG-2007 the nurse reported that she does not have the exact number of patients involved and that most patients complain about the injection.
Unspecified medical attention was sought. At the time of the report the patients outcomes were unknown. Attempts are being made to obtain additional
identifying information to distinguish the individual patients mentioned in this report. Additional information will be provided if available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292041-1

02-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site irritation

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Mar-2008
Status Date

GA
State

WAES0708USA01993
Mfr Report Id

Information has been received from a physician concerning a 14 year old female who was vaccinated with a 0.5 ml first dose of Gardasil. Subsequently the
patient developed "swollen cherry sized lymph nodes on her right side of the body" where Gardasil was given. A complete blood count was performed, results
not reported. Unspecified medical attention was sought. After six weeks the lymph nodes started to go down. At the time of the report the patient was
recovering. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Complete blood cell - Results not reported
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

292042-1

12-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Lymphadenopathy

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4712
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Mar-2008
Status Date

VA
State

WAES0708USA02000
Mfr Report Id

Information has been received from an office manager concerning a female who was vaccinated with a dose of Gardasil. Subsequently the patient fainted.
unspecified medical attention was sought. The patient was fine after a little while, recovered and went home. The office manager reported that the office now
lays down the patients while administering Gardasil and makes them stay there for at least 30 minutes. This is one of several reports received from the same
source. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292043-1

12-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4713
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Mar-2008
Status Date

TX
State

WAES0708USA02003
Mfr Report Id

Information has been received from a physician concerning a female patient who on an unknown date was vaccinated with a second dose of Gardasil.
Subsequently, the patient experienced significant pain around the injection site which lasted for a week or longer after receiving the vaccine. Unspecified
medical attention was sought. It was also reported that the same reaction occurred after the first dose of Gardasil. No product quality complaint was involved.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292044-1

12-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4714
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Jun-2007
Vaccine Date

04-Jun-2007
Onset Date

0
Days

12-Mar-2008
Status Date

MA
State

WAES0708USA01032
Mfr Report Id

Initial and follow up information has been received from a nurse concerning a 21 year old female who on 04-JUN-2007 at 4:30 pm was vaccinated
intramuscularly with a first dose of Gardasil (Lot#654702/0011U). After receiving her first dose she experienced severe pain at the injection site and stiffness in
her left arm and neck. The patient treated herself with an unspecified hydrocortisone topical cream. On 09-JUN-2007 the patient had recovered from the event.
On an unspecified date in approximately August, 2007 the patient received her second dose of Gardasil (Lot# not reported) IM and she fainted about 30
seconds later. The patient was observed for several hours. She was treated with hydration and elevation of her feet. Her blood pressure was 80/40 mm Hg after
syncope and took several hours before returning to within normal range (actual measurement not reported). Subsequently the patient recovered from the event.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Blood pressure - 80/40 mm hg
Public Funds

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

292045-1

12-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure abnormal, Injection site pain, Musculoskeletal stiffness, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0011U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4715
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Aug-2007
Vaccine Date

05-Aug-2007
Onset Date

1
Days

12-Mar-2008
Status Date

--
State

WAES0708USA01066
Mfr Report Id

Information has been received from a nurse concerning a 20 year old female who on 04-AUG-2007 was vaccinated with a first dose of Gardasil. Concomitant
therapy included hormonal contraceptives (unspecified). The day after vaccination the patient experienced rash all over her body. The morning after the
vaccination the patient was "itchy on her back". The patient's mother looked at her back and noticed "huge welts" along the patient's back, neck and up to her
scalp. They were also located on her thighs. The patient had been taking Benadryl for her symptoms. The patient's symptoms are improving but not completely
resolved. Additional information has been requested.

Symptom Text:

Hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

292046-1

12-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus, Rash generalised, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0929U 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Mar-2008
Status Date

--
State

WAES0708USA01072
Mfr Report Id

Information has been received from a physician concerning a female with asthma and IgG who was vaccinated with a first dose of Gardasil. Subsequently the
patient experienced itchy local reaction. The patient received the second dose (physician believes on 06-Jul-2007) and experienced and immediate headache
that was pounding and migraine like, hypotension, vomiting and a pulse in the 50s. Both doses were given by the patient's pediatrician so the reporting
physician did not have any further information. Subsequently the patient recovered. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Asthma; IgGPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292047-1

12-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Heart rate decreased, Hypotension, Immediate post-injection reaction, Local reaction, Migraine, Pruritus, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Aug-2007
Vaccine Date

06-Aug-2007
Onset Date

0
Days

12-Mar-2008
Status Date

--
State

WAES0708USA01073
Mfr Report Id

Information has been received from a pharmacist concerning an 18 year old female who on 06-AUG-2007 was vaccinated with a first dose of Gardasil.  On 06-
AUG-2007 the patient experienced syncope shortly after the dose was administered.  Subsequently, the patient recovered from syncope.  Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

292048-1

12-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0314U 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Aug-2007
Vaccine Date

02-Aug-2007
Onset Date

0
Days

12-Mar-2008
Status Date

--
State

WAES0708USA01091
Mfr Report Id

Information has been received from a nurse concerning a 13 year old female who on 02-AUG-2007 was vaccinated with Gardasil.  Concomitant therapy
included meningococcal vaccine (unspecified) and VARIVAX.  On 02-AUG-2007 the patient fainted and hit her head and arm.  Medical attention was sought.
The patient was evaluated with an X-ray of her arm.  The patient recovered.  No other information was available.  The nurse also reported that their office had 4
other patients who had fainted after receiving a dose of Gardasil.  No details were available on those patients.  Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

upper extremity X-ray
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

292049-1

12-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Head injury, Limb injury, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
MEN

MERCK & CO. INC.
MERCK & CO. INC.
UNKNOWN MANUFACTURER

NULL
0244U
NULL

0
Unknown
Unknown
Unknown

Unknown
Intramuscular

Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Aug-2007
Vaccine Date

06-Aug-2007
Onset Date

0
Days

12-Mar-2008
Status Date

--
State

WAES0708USA01114
Mfr Report Id

Information has been received from a nurse practitioner concerning a 14 year old female who on 06-AUG-2007 was vaccinated with a dose of Gardasil.
Concomitant therapy included MENACTRA and VARIVAX.  The patient experienced syncope after vaccination.  Within the 15 minutes of observation after
vaccination the patient got dizzy.  Medical attention was sought.  Symptoms had resolved.  Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

292050-1

12-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
MNQ

MERCK & CO. INC.
MERCK & CO. INC.
SANOFI PASTEUR

NULL
0929U
NULL

0
Unknown
Unknown
Unknown

Unknown
Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Mar-2008
Status Date

PA
State

WAES0708USA01140
Mfr Report Id

Information has been received from a physician concerning an 18 year old female who was vaccinated with the first dose of Gardasil.  "Almost immediately
after vaccination" the patient fainted.  It was reported that patient also fainted when her wisdom teeth were removed.  Unspecified medical attention was
sought.  The patient left the office fully recovered.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Syncope; wisdom teeth removal

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

292051-1

12-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Mar-2008
Status Date

AZ
State

WAES0708USA01192
Mfr Report Id

Information has been received from a physician concerning an approximately 21 year old female who in June 2007, was vaccinated IM with Gardasil.
Concomitant therapy included hormonal contraceptives (unspecified).  Two days after receiving the first dose of Gardasil, the patient developed groin warts.
There is no known history of these warts.  The patient came back in about a month later and was given the second dose of Gardasil.  A few days after receiving
the second dose, the patient had a huge outbreak of warts.  The patient was treated with cryotherapy.  The patient did not notify the physician of the warts until
the second outbreak occurred.  Medical attention was sought.  The patient's outcome was not reported.  Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

292052-1

12-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anogenital warts, Cryotherapy, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Jun-2007
Vaccine Date

04-Jun-2007
Onset Date

0
Days

12-Mar-2008
Status Date

MA
State

WAES0708USA01212
Mfr Report Id

Information has been received from a Registered Nurse concerning a 21 year old female with a history of abnormal Papanicolaou smear in July 2007 who on
04-JUN-2007 was vaccinated IM with the first dose of Gardasil (Lot #654702/0011U).  Concomitant therapy included YASMIN.  On 04-JUN-2007 the patient
experienced severe pain in her arm, unable to turn her head and troubled sleeping.  The pain lasted about 5 to 7 days.  The patient treated herself with ADVIL
and did not have any other symptoms.  Medical attention was sought.  Additional information has been requested.

Symptom Text:

YASMINOther Meds:
Lab Data:
History:
Prex Illness:

None
Papanicolaou smear abnormal

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

292053-1

12-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Insomnia, Mobility decreased, Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0011U 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Mar-2008
Status Date

NJ
State

WAES0708USA01226
Mfr Report Id

Information has been received from a physician concerning a patient who was vaccinated with the first dose of Gardasil.  Subsequently the patient experienced
fever and aches.  The patient's outcome was not reported.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292054-1

12-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pain, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Mar-2008
Status Date

--
State

WAES0708USA01230
Mfr Report Id

Information has been received from a nurse concerning a female who was vaccinated with the third dose of Gardasil.  Subsequently the patient experienced
swelling at the injection site about the size of a silver dollar.  There was no redness or itching.  The patient reported getting sunburn shortly after receiving the
vaccination, after which the swelling appeared.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292055-1

12-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site swelling, Sunburn

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4725
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Aug-2007
Vaccine Date

06-Aug-2007
Onset Date

0
Days

12-Mar-2008
Status Date

NY
State

WAES0708USA01232
Mfr Report Id

Information has been received from a physician concerning an 18 year old female who on 16-JAN-2007 was vaccinated with the first dose of Gardasil.  The
patient received the second dose on 13-MAR-2007 and the third dose on 06-AUG-2007.  On 06-AUG-2007, after receiving the third injection of Gardasil, the
patient passed out for about 10 seconds.  The patient recovered the same day.  The patient did not experience the same event after the first two doses.
Medical attention was sought.  No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
The patient did not experience the same event after the first two doses.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

292056-1

12-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Jun-2007
Vaccine Date

04-Jun-2007
Onset Date

0
Days

12-Mar-2008
Status Date

MD
State

WAES0708USA01240
Mfr Report Id

Information has been received from a physician concerning an 18 year old female who on 04-JUN-2007 was vaccinated with the first dose of Gardasil (lot #
653736/0868F) injection.  There was no concomitant medication.  On 04-JUN-2007, the patient experienced a vasovagal reaction.  After receiving the
vaccination, the patient sat for a while, and then when she got up, the patient started to get pale and light headed.  The patient laid down, was given fluids, and
had her blood pressure taken.  After that the patient was fine and was able to leave.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

292057-1

12-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Pallor, Syncope vasovagal

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0868F 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Jun-2007
Vaccine Date

22-Jun-2007
Onset Date

0
Days

12-Mar-2008
Status Date

IN
State

WAES0708USA01244
Mfr Report Id

Initial and follow-up information has been received from a medical assistant concerning a 15 year old female who on 22-June-2007, was vaccinated in the right
deltoid with a first dose of Gardasil (Lot #0211U), concomitantly with BOOSTRIX.  On 22-JUN-2007 the patient fainted.  It was reported that the patient came
out of the room and stated "grandma" and went down on the floor.  The patient was treated with something to eat and drink for 1/2 hour.  It was reported that
the patient had nothing to eat or drink since the night before.  On 22-JUN-2007 the patient recovered.  Medical attention was sought.  Additional information is
not expected.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

292058-1

12-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Fall, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

TDAP

HPV4

GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

AC52B011BA

0211U

0

0

Unknown

Right arm

Unknown

Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
02-Aug-2007
Onset Date Days

12-Mar-2008
Status Date

--
State

WAES0708USA01257
Mfr Report Id

Information has been received from a certified medical assistant concerning a 17 year old female who was vaccinated with Gardasil.  Concomitant therapy
included MENACTRA, BOOSTRIX and YASMIN.  On 02-AUG-2007 the patient fainted.  Medical attention was sought.  The patient recovered.  Additional
information has been requested.

Symptom Text:

YASMINOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

292059-1

12-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

TDAP

MNQ
HPV4

GLAXOSMITHKLINE
BIOLOGICALS
SANOFI PASTEUR
MERCK & CO. INC.

NULL

NULL
0469U 0

Unknown

Unknown
Unknown

Unknown

Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Mar-2008
Status Date

--
State

WAES0708USA01258
Mfr Report Id

Information has been received from a medical assistant concerning her patients who were vaccinated with a dose of Gardasil.  Subsequently the patients
experienced pain.  The patient's outcome was unknown.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292060-1

12-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pain

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Mar-2008
Status Date

CA
State

WAES0708USA01288
Mfr Report Id

Information has been received from a certified medical assistant concerning a female (age unknown) with a history of negative Pap test, who was vaccinated
with a first dose of Gardasil.  Subsequently, the patient's Pap test was positive for HPV.  Prior to the vaccination the patient's Pap test was negative for HPV.
The patient sought unspecified medical attention.  At the time of the report, the patient had not recovered.  No product quality complaint was involved.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

cervical smear, positive for HPV
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292061-1

12-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Human papilloma virus test positive, Smear cervix abnormal

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4731
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Aug-2007
Vaccine Date

06-Aug-2007
Onset Date

0
Days

12-Mar-2008
Status Date

NC
State

WAES0708USA01292
Mfr Report Id

Information has been received from a registered nurse concerning a 16 year old female who on 06-AUG-2007 was vaccinated IM with a first dose of Gardasil
(lot # "0929U").  Immediately after the vaccination the patient fainted and "fell off the exam table and hit her head and in doing so bruised her knees."  The
patient was "out" for a long time.  On 06-AUG-2007 the patient recovered.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

292062-1

12-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Contusion, Fall, Head injury, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Jul-2007

Vaccine Date
02-Aug-2007
Onset Date

3
Days

12-Mar-2008
Status Date

--
State

WAES0708USA01310
Mfr Report Id

Information has been received from a physician concerning a 13 year old female who on 30-JUL-2007 was vaccinated with a first dose of Gardasil.  On 02-
AUG-2007 the patient experienced swollen eye and welts developed all over her body.  Medical attention was sought.  The patient recovered from swollen eye
and welts developed all over her body.  Additional information has requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

292063-1

12-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Eye swelling, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Mar-2008
Status Date

WI
State

WAES0708USA01312
Mfr Report Id

Information has been received from a physician concerning a female (age unknown) who, on an unspecified date, was vaccinated with a dose of Gardasil.
Subsequently, the patient experienced flu like symptoms and nausea.  The patient sought unspecified medical attention.  The patient recovered on an
unspecified date.  No product quality complaint was involved.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292064-1

12-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Influenza like illness, Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Aug-2007
Vaccine Date

06-Aug-2007
Onset Date

0
Days

12-Mar-2008
Status Date

OH
State

WAES0708USA01327
Mfr Report Id

Information has been received from a health professional concerning a 17 year old female with acne and no known drug allergies and a history of spinal
meningitis at 6 months old who on 06-AUG-2007 was vaccinated with a second dose of Gardasil.  Concomitant therapy included ACCUTANE.  It was reported
that RETIN-A, AMOXIL and a topical medication for acne were discontinued when ACCUTANE was started.  On 06-AUG-2007 the patient experienced
generalized itching and hives over most of her body.  The patient sought unspecified medical attention.  It was noted that on 04-JUN-2007 the patient received
her first dose of Gardasil  (Lot # 657868/0523U) and MENACTRA with no reaction noted.  No laboratory diagnostic studies were performed.  At the time of this
report, the patient had not recovered.  No product quality complaint was involved.  Additional information has been requested.

Symptom Text:

ACCUTANEOther Meds:
Lab Data:
History:

AcnePrex Illness:

None
Meningitis; it was noted that on 04-JUN-2007 the patient received her first dose of Gardasil  (Lot # 657868/0523U) and MENACTRA with no reaction noted.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

292065-1

12-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus generalised, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Mar-2008
Status Date

KY
State

WAES0708USA01332
Mfr Report Id

Information has been received from a certified medical assistant (CMA), concerning teenaged patients (gender not specified), who were vaccinated on
unknown dates, with a dose of Gardasil (lot # not reported).  The CMA reported that the "every young teenager" that had the vaccine administered complained
that the medicine burned (no further details provided).  At the time of this report, it was unknown if the patients recovered.  The CMA reported an additional
female patient experienced the "medicine burned" when vaccinated with Gardasil (lot # not reported) (WAES #0708USA00619).  Additional information has
been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292066-1

12-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site irritation

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Mar-2008
Status Date

TX
State

WAES0708USA01338
Mfr Report Id

Information has been received from a physician concerning a patient (age and gender unknown) with a history of mononucleosis who in June 2007, was
vaccinated with a first dose of Gardasil.  Subsequently, between the first and second dose of Gardasil (second dose yet to be given) the patient developed
mononucleosis.  It was also reported that there "no adverse symptoms."  The patient sought unspecified medical attention.  At the time of this report, the
patient's outcome was unknown.  No product quality complaint was involved.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Infectious mononucleosis

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292067-1

12-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Infectious mononucleosis

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Oct-2007
Status Date

FL
State

WAES0708USA01339
Mfr Report Id

Information has been received from a physician concerning a female (age unknown) who, on an unspecified date was vaccinated with a 0.5 mL dose of
Gardasil (Lot # unavailable). Subsequently, on an unspecified date the patient experienced fatigue after receiving Gardasil. The patient sought unspecified
medical attention. At the time of this report, the patient's outcome was unknown. No product quality complaint was involved. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292068-1

18-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Fatigue

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Apr-2007
Vaccine Date

Unknown
Onset Date Days

12-Mar-2008
Status Date

--
State

WAES0708USA01356
Mfr Report Id

Information has been received from a registered nurse, via a company representative, concerning a 12 year old female patient, who on 03-APR-2007 was
vaccinated with the first dose, 0.5ml, of Gardasil (Lot # 655205/1426F).  There was no concomitant medication.  Subsequently the patient developed diabetes,
sometime "after 03-APR-2007."  At the time of this report, the outcome was unknown.  The patient sought unspecified medical attention.  Additional information
has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

292069-1

12-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Diabetes mellitus

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1426F 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Aug-2007
Vaccine Date

03-Aug-2007
Onset Date

0
Days

12-Mar-2008
Status Date

PA
State

WAES0708USA01365
Mfr Report Id

Information has been received from a healthcare professional (immunization coordinator), via a company representative, concerning a 20 year old female
patient, who on 03-APR-2007 was vaccinated with the second dose of Gardasil (Lot # not provided).  On 03-AUG-2007, while the vaccine was being
administered, the patient experienced tingling and numbness.  On 07-AUG-2007, the patient reported that the pain had increased at the injection site and she
was now having difficulty lifting her arm.  She was instructed to take ADVIL three times daily for the pain, to apply ice or heat to the arm, and to come for a visit
if there was no improvement.  At the time of this report, the patient had not recovered from the events.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

292070-1

12-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Injected limb mobility decreased, Injection site pain, Paraesthesia

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Mar-2008
Status Date

--
State

WAES0708USA01388
Mfr Report Id

Information has been received from a registered nurse concerning a 15 year old female who was vaccinated with a dose of Gardasil (Lot # 654741/1208F).
Concomitant therapy included FLOXIN, amoxicillin and albuterol.  Subsequently the patient developed diabetes.  Unspecified medical attention was sought.  At
the time of the report the patient's outcome was unknown.  Additional information has been requested.

Symptom Text:

albuterol; amoxicillin; FLOXINOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

292071-1

12-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Diabetes mellitus

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1208F Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Mar-2008
Status Date

--
State

WAES0708USA01391
Mfr Report Id

Information has been received from a nurse practitioner concerning a 20 year old female who was vaccinated with a dose of Gardasil.  Subsequently, the
patient developed a fever of 102-103 that was unable to be broken.  The patient also had a stuffy nose.  The fever lasted 3-5 days.  At the time of the report the
patient's outcome of stuffy nose was unknown.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

body temp, 102-103
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

292072-1

12-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Nasal congestion, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Jul-2007

Vaccine Date
02-Aug-2007
Onset Date

3
Days

12-Mar-2008
Status Date

KY
State

WAES0708USA01406
Mfr Report Id

Initial and follow-up information has been received from a physician and a health professional concerning an 11 year old female who on 30-JUL-2007 was
vaccinated intramuscularly with a 0.5 ml first dose of Gardasil (Lot # 658100/0525U).  Concomitant suspect vaccinations included varicella virus vaccine live
(MSD) and Vaqta (MSD).  Other concomitant vaccination included MENACTRA and Tdap.  On 02-AUG-2007 the patient reported an injection site reaction in
the right upper arm that was a 2 cm redness and tenderness with 2 cm erythema surrounding "that looked like cellulitis".  The child was put on KEFLEX.  There
were no laboratory or diagnostic studies performed.  Unspecified medical attention was sought.  Subsequently the patient recovered.  Additional information is
not expected.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

292073-1

12-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Cellulitis, Injection site erythema, Injection site pain, Injection site reaction

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

VARCEL
MNQ
HEPA
HPV4
TDAP

UNKNOWN MANUFACTURER
SANOFI PASTEUR
MERCK & CO. INC.
MERCK & CO. INC.
UNKNOWN MANUFACTURER

NULL
NULL
0494U
0525U
NULL

0

Unknown
Unknown
Unknown
Unknown
Unknown

Unknown
Unknown
Unknown

Intramuscular
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Jul-2007

Vaccine Date
12-Jul-2007
Onset Date

0
Days

12-Mar-2008
Status Date

--
State

WAES0708USA01411
Mfr Report Id

Initial and follow-up information has been received from a nurse practitioner concerning a 19 year old female with no pertinent medical history who on 09-JAN-
2007 was vaccinated in the hip area with a first dose of Gardasil.  On an unspecified date the patient was vaccinated in the hip area with a second dose of
Gardasil.  On approximately 12-JUL-2007 the patient was vaccinated intramuscularly in the arm with 0.5 ml third dose of Gardasil (658094/0524U).  There were
no concomitant medication.  On approximately 12-JUL-2007 the patient developed, "tenderness and swelling that formed a hard knot at the injection site".  On
10-AUG-2007 the nurse reported that that patient still had the "knot" in her arm, swelling, and pain.  The patient had been on steroids but there was still no
improvement.  There were no laboratory or diagnostic tests performed.  At the time of the report the patient had recovered.  Additional information has been
requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

292074-1

12-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site induration, Injection site nodule, Injection site pain, Injection site swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0524U 2 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jul-2007

Vaccine Date
18-Jul-2007
Onset Date

0
Days

12-Mar-2008
Status Date

AR
State

WAES0708USA01438
Mfr Report Id

Information has been received from a licensed practical nurse concerning a 17 year old female with a history of insect bite allergy who on 18-JUL-2007 was
vaccinated with a first dose of Gardasil (lot # unknown) IM.  On 18-JUL-2007 the same night as the vaccination the patient developed a fever.  On 20-JUL-2007
"about 2 days after vaccination", the patient went swimming and broke out into a "rash with hives".  Medical attention was sought.  The patient went to her
physician where they believed the event was related to ant bites and treated the patient with steroids (therapy unspecified).  After the treatment was completed
there was a reoccurrence of hives.  The outcome of the fever was not reported and patient's rash with hives persisted.  No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Insect bite allergyPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

292075-1

12-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pyrexia, Rash, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Jul-2007

Vaccine Date
16-Jul-2007
Onset Date

0
Days

12-Mar-2008
Status Date

MA
State

WAES0708USA01496
Mfr Report Id

Information has been received from a registered nurse concerning a 22 year old female who on 16-JUL-2007 was vaccinated with a first dose of Gardasil.
Concomitant therapy included NUVARING.  On 16-JUL-2007 the patient experienced arm "full of pain".  There was no redness or itching.  The patient's arm
"just hurts really badly."  Unspecified medical attention was sought.  The patient's arm "full of pain" persisted.  Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

292076-1

12-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Jul-2007

Vaccine Date
30-Jul-2007
Onset Date

0
Days

12-Mar-2008
Status Date

--
State

WAES0708USA01497
Mfr Report Id

Information has been received from a nurse practitioner concerning a 22 year old female with allergy to metals who on 30-JUL-2007 was vaccinated IM with a
dose of Gardasil (lot # 657737/0522U).  Concomitant therapy included ZOLOFT and hormonal contraceptives (unspecified).  Within 12 hours of the vaccination,
the patient experienced arm pain in the arm she was vaccinated in .  The nurse practitioner reported that over the next 8 days the pain was progressively worse
and the arm pain and spread up to her shoulder.  She had difficulty lifting her arm and difficulty lifting her infant child.  On 07-AUG-2007 the patient was seen in
the clinic.  The patient had a fever of 99 degrees, swelling and warmth around the injection site.  The patient was treated tin antimicrobial (unspecified) and
ibuprofen.  On 09-AUG-2007 the patient recovered from the warmth around the injection site and all other symptoms had persisted.  Additional information has
been requested.

Symptom Text:

hormonal contraceptives; ZOLOFTOther Meds:
Lab Data:
History:

Allergy to metalsPrex Illness:

body temp, 08/07/07, 99

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

292077-1

12-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injected limb mobility decreased, Injection site swelling, Injection site warmth, Musculoskeletal pain, Pain in extremity, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0522U 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Aug-2007
Vaccine Date

08-Aug-2007
Onset Date

0
Days

12-Mar-2008
Status Date

FL
State

WAES0708USA01506
Mfr Report Id

Information has been received from a physician concerning a 13 year old female patient who on 08-AUG-2007 was vaccinated IM with a first dose of Gardasil.
Concomitant therapy included Vaqta (MSD), Varivax (MSD), MENACTRA, and Tdap.  On 08-AUG-2007 the patient experienced "dizziness".  Subsequently, the
patient recovered from dizziness on 08-AUG-2007.  Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

292078-1

02-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

VARCEL
MNQ
HPV4
HEPA
TDAP

MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.
MERCK & CO. INC.
UNKNOWN MANUFACTURER

NULL
NULL
NULL
NULL
NULL

0

Unknown
Unknown
Unknown
Unknown
Unknown

Unknown
Unknown

Intramuscular
Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jan-2006
Vaccine Date

01-Jan-2006
Onset Date

0
Days

12-Mar-2008
Status Date

FL
State

WAES0708USA01508
Mfr Report Id

Information has been received from a physician concerning a female patient who in approximately 2006, about a year ago, was vaccinated IM with a first dose
of Gardasil. In approximately 2006, about a year ago, the patient fainted in the office. No medical attention was sought. At the time of this report, the patient's
outcome was unknown. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292079-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Mar-2008
Status Date

FL
State

WAES0708USA01509
Mfr Report Id

Information has been received from a physician, via a company representative, concerning a female patient (age not reported), who on an unknown date was
vaccinated with a dose, 0.5ml, of Gardasil (Lot # not provided).  After the vaccination, the patient experienced "dizziness for only a moment."  At the time of this
report, the patient had recovered from the event.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292080-1

12-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Aug-2007
Vaccine Date

01-Aug-2007
Onset Date

0
Days

12-Mar-2008
Status Date

FL
State

WAES0708USA01523
Mfr Report Id

Information has been received from a physician concerning a female patient who on approximately 01-AUG-2007 "about a week ago", was vaccinated IM with a
dose of Gardasil.  It was reported that other vaccinations were given within the same visit but specifics were unknown.  About a week ago, the patient fainted in
the office.  No medical attention was sought.  Before leaving the office, the patient recovered.  No product quality complaint was involved.  Additional
information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292081-1

12-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

UNK
HPV4

UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Unknown
Intramuscular



10 JUN 2008 06:27Report run on: Page 4751
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jul-2007

Vaccine Date
19-Jul-2007
Onset Date

1
Days

12-Mar-2008
Status Date

AZ
State

WAES0708USA01524
Mfr Report Id

Information has been received from a physician, concerning a female patient (born in 1989), who on 18-JUL-2007 was vaccinated with a dose of Gardasil (lot #
not reported).  On 19-JUL-2007, she went swimming, and "developed bumps on her body and a rash," and also a fever (date of onset not specified).
Treatment for the rash involved unspecified steroids, and the rash resolved; however, the rash returned after the steroids were stopped.  The steroid treatment
was restarted.  At the time of this report, the outcome of the fever was unknown, and the outcome of rash was not recovered.  Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292082-1

12-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pyrexia, Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4752
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Aug-2007
Vaccine Date

06-Aug-2007
Onset Date

0
Days

12-Mar-2008
Status Date

CA
State

WAES0708USA01547
Mfr Report Id

Information has been received from a physician concerning his 19 year old daughter with no medical history or allergies who in February 2007, was vaccinated
IM with a first 0.5ml dose of Gardasil.  On 06-AUG-2007, the patient was vaccinated with a third dose of Gardasil.  Concomitant therapy included hormonal
contraceptives (unspecified) and on 02-AUG-2007, an allergy shot was given.  About 1 hour after receiving her third dose of the vaccine, the patient
experienced nausea, vomiting, arthralgia and myalgia.  It was reported that the patient stated this dose was administered higher on her arm than the last two
doses and it hurt a lot more than the other doses.  She did not have any other symptoms.  Unspecified medical attention was sought.  The patient was treated
with an anti-emetic medication and TYLENOL or ibuprofen for the pain.  No laboratory diagnostic studies were performed.  On 07-AUG-2007, the physician
spoke to the patient and it was reported that she was doing slightly better.  No product quality complaint was involved.  Additional information has been
requested.

Symptom Text:

allergenic extract; hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

292083-1

12-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Myalgia, Nausea, Pain, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4753
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Jul-2007

Vaccine Date
10-Jul-2007
Onset Date

6
Days

12-Mar-2008
Status Date

NY
State

WAES0708USA01551
Mfr Report Id

Information has been received from a physician concerning a 24 year old female patient with an allergy to VICODIN which caused tachycardia who on
approximately 08-JUL-2007 "about 1 month ago", was vaccinated with a first dose of Gardasil. Concomitant therapy included hormonal contraceptives
(unspecified). "Two days after the vaccination", the patient experienced an exacerbation of her psoriasis. Unspecified medical attention was sought. No
laboratory diagnostic studies were performed. On an unknown date, the patient recovered. No product quality complaint was involved. Additional information
has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:

Drug hypersensitivity; PsoriasisPrex Illness:

None
Tachycardia

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

292084-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Condition aggravated, Psoriasis

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4754
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Aug-2007
Vaccine Date

08-Aug-2007
Onset Date

1
Days

12-Mar-2008
Status Date

MA
State

WAES0708USA01552
Mfr Report Id

Information has been received from a physician, concerning a 25 year old female patient, with no history of a reaction when vaccinated with the first dose of
Gardasil, who on 07-AUG-2007 was vaccinated IM in the right arm, with the second dose, 0.5ml, of Gardasil (Lot #658219/0680U).  There was no concomitant
medication.  On 08-AUG-2007, the patient reported she had been experiencing nausea.  At the time of this report, the patient had not recovered from the event.
 The patient sought unspecified medical attention.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
No reaction on previous exposure to vaccine

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

292085-1

12-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0680U 1 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4755
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Mar-2008
Status Date

NM
State

WAES0708USA01562
Mfr Report Id

Information has been received from a physician, via a company representative, concerning an approximately 14 year old ("14 or 15" years), female patient, who
on an unknown date was vaccinated with the first dose of Gardasil (Lot # not provided), and subsequently fainted. At the time of this report, the patient had
recovered from the event (date and duration not specified). The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

292086-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4756
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Jul-2007

Vaccine Date
19-Jul-2007
Onset Date

0
Days

12-Mar-2008
Status Date

OR
State

WAES0708USA01572
Mfr Report Id

Information has been received from a physician, via a company representative, concerning a 16 year old female patient, who on 19-JUL-2007 was vaccinated
with the first dose of Gardasil (Lot # not provided).  Other unspecified vaccinations were given on the same day. On 19-JUL-2007, following the vaccination, the
patient reported she felt dizzy and had throat pain.  Subsequently, the patient recovered from the events (date and duration not specified).  The patient sought
unspecified medical attention.  Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

292087-1

12-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Pharyngolaryngeal pain

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

UNK
HPV4

UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL 0

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 4757
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Mar-2008
Status Date

TX
State

WAES0708USA01585
Mfr Report Id

Information has been received from a physician assistant concerning a 15 year old female who was vaccinated with a 0.5 ml first dose of Gardasil.
Subsequently the patient developed "a little rash on the opposite arm (not the injection site arm)". Subsequently the patient recovered. On an unspecified date,
the patient was vaccinated with the second dose of Gardasil. The physician assistant reported that the patient did not have a reaction after the second dose of
Gardasil. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

292088-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 NOT SERIOUS, ER VISIT

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4758
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Jul-2007

Vaccine Date
20-Jul-2007
Onset Date

0
Days

12-Mar-2008
Status Date

KS
State

WAES0708USA01586
Mfr Report Id

Initial and follow up information has been received from a physician, via a company representative, concerning a 21 year old female patient, who on 20-JUL-
2007, at 11:35 AM was vaccinated IM in to left deltoid with the first dose of Gardasil lot # 658094/0524U. On 20-JUL-2007, following the vaccination, the patient
experienced syncope, as she "fainted and hit her head." In follow up it was reported that the patient left room to check out and passed out hitting head on floor.
The physician and several people heard the sound. The physician immediately ran to assess patient. Cool wash rag applied to patient's forehead and blood
pressure was checked which was stable. On 20-JUL-2007, at 11:40 AM blood pressure was 120/82 and heart rate was 78. At 11:45 B/P was 118/76 and pulse
was 72. at 11:50 AM the B/P was 120/74 and pulse was 76. The physician evaluated patient's head. At the time of this report, she had recovered from the
events (duration and date not specified). Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Prex Illness:

blood pressure 07/20/07 At 11:40 AM; blood pressure 07/20/07 118/7 At 11:45 AM; blood pressure 07/20/07 120/7 At 11:50 AM; vital sign 07/20/07 78 Pulse
rate at 11:40 AM; vital sign 07/20/07 72 Pulse rate at 11:45 AM; vital sign 07/20/07 Pul
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

292089-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Fall, Head injury, Loss of consciousness, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0524U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4759
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Aug-2007
Vaccine Date

08-Aug-2007
Onset Date

0
Days

12-Mar-2008
Status Date

--
State

WAES0708USA01592
Mfr Report Id

Information has been received from a physician concerning a 14 year old female who on 08-AUG-2007 was vaccinated with a first dose of Gardasil.  A few
minutes after vaccination the patient felt dizzy and nauseous.  Unspecified medical attention was sought.  On 08-AUG-2007, the patient recovered.  No further
information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

292090-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4760
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Mar-2007
Vaccine Date

26-Mar-2007
Onset Date

0
Days

12-Mar-2008
Status Date

MN
State

WAES0708USA01595
Mfr Report Id

Information has been received from a licensed practical nurse (LPN), concerning a 36 year old female patient with tuberculosis, and no known drug allergies,
who on 26-MAR-2007 was vaccinated with Gardasil (lot #653736/0014U), as the result of "product confusion."  The nurse stated, "HPV sounds like Hep B."
Concomitant therapy included unspecified therapy for tuberculosis.  In June or July of 2007 ("about 1-2 months ago"), she developed a "rash on her jaw line,
below her ear and on her chest."  The LPN stated that a specific treatment had not been recommended for the rash.  At the time of this report, the patient had
not recovered.  Additional information has been requested.

Symptom Text:

(therapy unspecified)Other Meds:
Lab Data:
History:

TuberculosisPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
36.0

292091-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, Rash, Wrong drug administered

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0014U Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4761
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Jun-2007
Vaccine Date

27-Jun-2007
Onset Date

2
Days

12-Mar-2008
Status Date

OH
State

WAES0708USA01599
Mfr Report Id

Information has been received from a registered nurse concerning a 23 year old female who on 25-JUN-2007 was vaccinated with a third dose of Gardasil (Lot
# 657737/0522U).  On 27-JUN-2007 the patient developed unusual swelling of the upper left forearm, and the injection site was very hard and red.  The patient
contacted the physician and went for a follow-up visit and was treated with ADVIL, BENADRYL, and ice.  On 29-JUN-2007 the patient recovered.  Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

292092-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site induration, Oedema peripheral

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0522U 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4762
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Aug-2007
Vaccine Date

07-Aug-2007
Onset Date

1
Days

12-Mar-2008
Status Date

IN
State

WAES0708USA01602
Mfr Report Id

Information has been received from a registered nurse concerning an 11 year old female with a family history of cardiomyopathy and no drug allergies who on
06-AUG-2007 was vaccinated intramuscularly with a 0.5 ml first dose of Gardasil (657736/0389U).  There was no concomitant medication.  On 07-AUG-2007
the patient developed hives on her torso and back.  There were no laboratory or diagnostic tests performed.  At the time of report the patient was recovering.
Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

292093-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0389U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4763
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Jul-2007

Vaccine Date
07-Aug-2007
Onset Date

12
Days

12-Mar-2008
Status Date

NE
State

WAES0708USA01637
Mfr Report Id

Information has been received from a 25 year old female licensed practical nurse with sulfonamide allergy who on 31-MAY-2007 was vaccinated IM with a 0.5
ml first dose of Gardasil (lot # 657006/0188U). On 26-JUL-2007 the patient was vaccinated IM with a 0.5 ml second dose of Gardasil. Concomitant therapy
included CELEBREX. On 07-AUG-2007 the patient developed genital warts. Unspecified medical attention was sought. The patient's genital warts persisted.
Additional information has been requested.

Symptom Text:

CelebrexOther Meds:
Lab Data:
History:

Sulfonamide allergyPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

292094-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anogenital warts

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4764
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Aug-2007
Vaccine Date

02-Aug-2007
Onset Date

0
Days

12-Mar-2008
Status Date

NH
State

WAES0708USA01713
Mfr Report Id

Information has been received from a registered nurse concerning a 11 year old female with drug hypersensitivity to codeine, who on 02-AUG-2007 was
vaccinated IM in the left deltoid with a second dose of Gardasil.  On 02-AUG-2007 in the late evening, the patient experienced headache, dizziness, nausea
and loose stool.  The symptoms lasted 24 hours. On 04-AUG-2007, the patient recovered.  Additional information is not available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Drug hypersensitivityPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

292095-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Diarrhoea, Dizziness, Headache, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0523U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4765
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Apr-2001
Vaccine Date

17-Apr-2007
Onset Date

2191
Days

12-Mar-2008
Status Date

CA
State

WAES0708USA01798
Mfr Report Id

Information has been received from a physician concerning a 16 year old female student, who, on 17-APR-2007 was vaccinated intramuscularly with a first
dose of Gardasil (Lot#655503/0012U). Since 17-APR-2007 the patient experienced a headache "off and on" and nausea. No treatment was given except over
the counter TYLENOL. On 23-JUL-2007 the patient was vaccinated intramuscularly with a second dose of Gardasil (Lot# 655503/0012U). No laboratory
diagnostics were performed. The patient was placed on unspecified birth control pills during the same time between doses. No product quality complaint was
involved. Additional information is not expected.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
10.0

292096-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0012U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4766
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Dec-2006
Vaccine Date

09-Jun-2007
Onset Date

176
Days

13-Mar-2008
Status Date

CT
State

WAES0708USA01829
Mfr Report Id

Information has been received from a certified medical assistant concerning a 16 year old female patient with a penicillin allergy which caused hives who on 15-
DEC-2006, was vaccinated IM into the right deltoid with a first 0.5ml dose of Gardasil. Two months ago, on 07-JUN-2007 the patient developed a "tick" and will
be seeing a neurologist. On 25-JUN-2007, the patient was vaccinated with a third dose of Gardasil vaccine (Lot# 657737/0552U). Concomitant therapy
included LOESTRIN. On 25-JUN-2007, the patient developed severe hiccups. Unspecified medical attention was sought. No laboratory diagnostic studies were
performed. At the time of this report, the patient's outcome was unknown. No product quality complaint was involved. Additional information has been
requested.

Symptom Text:

LOESTRINOther Meds:
Lab Data:
History:

Penicillin allergyPrex Illness:

None
Hives

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

292097-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hiccups, Tic

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4767
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Mar-2008
Status Date

MO
State

WAES0708USA00726
Mfr Report Id

Information has been received from a nurse concerning a female patient between the ages of 9 and 12 who was vaccinated with a first dose of Gardasil. Within
the first several days of being vaccinated, the patient experienced abdominal cramping. It was reported that the patient was pre-pubsecent and was not
menstruating. Unspecified medical attention was sought. At the time of this report, the patient's outcome was unknown. No product quality complaint was
involved. This is one of two reports from the same source. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
9.0

292098-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4768
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Mar-2008
Status Date

NV
State

WAES0708USA00727
Mfr Report Id

Information has been received from a registered nurse concerning a 17 year old female who was vaccinated in the deltoid with a first dose of Gardasil.
Concomitant vaccination included Menactra into a different injection site. Subsequently a day after vaccination with Gardasil the patient developed pain in her
underarm and lymph area in the same arm which lasted 3-4 days. There were no laboratory or diagnostic tests performed. Unspecified medical attention was
sought. At the time of the report the patient had not recovered. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

292099-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Axillary pain, Lymph node pain

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL 0

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 4769
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Jul-2007

Vaccine Date
05-Jul-2007
Onset Date

3
Days

13-Mar-2008
Status Date

CA
State

WAES0708USA00734
Mfr Report Id

Information has been received from a physician concerning a female with n allergies who on 028-JUL-2007 was vaccinated with a 0.5 ml third dose of Gardasil.
There was no concomitant medication. On 05-JUL-2007 the patient developed a bump around her hands and was swollen over the neck area. A "blood test
was performed" results not reported. Unspecified medical attention was sought. At the time of the report the patient had not recovered. There were no adverse
events involved with the first and second doses of Gardasil. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory - results not reported
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292100-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Local swelling, Soft tissue disorder

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4770
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Aug-2007
Vaccine Date

02-Aug-2007
Onset Date

1
Days

13-Mar-2008
Status Date

MD
State

WAWES0708USA00751
Mfr Report Id

Information has been received from a registered nurse concerning a 11 year old female who on 01-AUG-2007 was vaccinated with a dose of Gardasil.
Concomitant vaccination on 01-AUG-2007 included Vaqta and Varivax. On 02-AUG-2007 it was reported via phone by the patient's mother that the patient
developed an itchy rash on bottom of her feet and hands. the physician prescribed BENADRYL to relieve the symptoms. On 02-AUG-2007 the patient was
going to be seen in the office, and had not recovered. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

292101-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash pruritic

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
HEPA

MERCK & CO. INC.
MERCK & CO. INC.
MERCK & CO. INC.

NULL
NULL
NULL

Unknown
Unknown
Unknown

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 4771
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-May-2007
Vaccine Date

25-May-2007
Onset Date

1
Days

13-Mar-2008
Status Date

NJ
State

WAES0708USA00771
Mfr Report Id

Information has been received from a certified nurse midwife concerning a 21 year old female with asthma, oesophageal acid reflux, penicillin allergy and a
history of mononucleosis syndrome (Mono) in 2001 who on 24-MAY-2007 was vaccinated with Gardasil (lot# 657736/0389U) IM left deltoid. Concomitant
therapy included LOESTRIN. On 25-MAY-2007 "24 hours after vaccination" the patient experienced high fever and viral type symptoms (type of symptoms
unspecified). Medical attention was sought. The patient went to the emergency room. At the time of reporting it is unknown if the patient had recovered. No
further information is available. This is one of two reports from the same source. Additional information has been requested.

Symptom Text:

LOESTRINOther Meds:
Lab Data:
History:

Asthma; Oesophageal acid reflux; Penicillin allergyPrex Illness:

None
Mononucleosis syndrome

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

292102-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pyrexia, Viral infection

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0389U Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4772
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-May-2007
Vaccine Date

02-May-2007
Onset Date

0
Days

13-Mar-2008
Status Date

--
State

WAES0708USA00787
Mfr Report Id

Information has been received from a 30 year old female with a history of loop electrosurgical excision procedure and no drug reactions/allergies who on 02-
MAY-2007 was vaccinated with a first dose of Gardasil (lot# unknown) injection. There was no concomitant medication. In 02-MAY-2007, "right after receiving
the first dose", the patient experienced itchiness on eyes like crazy and both of her eyes turned pink and then reddish at times. The patient reported that she
had never had allergies before, she dose not play outdoors and she doesn't  have any pets. The patient also reported that she would always experience the
itchiness on her eyes in the morning and this symptom has started since May 2007 after receiving the first dose of Gardasil. The patient did not seek medical
attention. On an unspecified date the patient had blood work and regular check up performed, the results were unknown. Further information was not provided.
Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Diagnostic laboratory - unknown
Loop electrosurgical excision procedure

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
30.0

292103-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Eye pruritus, Inappropriate schedule of drug administration, Ocular hyperaemia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4773
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Jan-2007
Vaccine Date

12-Jan-2007
Onset Date

0
Days

13-Mar-2008
Status Date

NE
State

WAES0708USA00792
Mfr Report Id

Information has been received from a registered nurse concerning a 26 year old female with elevated liver enzymes in November 2006 and seasonal allergies
who on 12-JAN-2007 was vaccinated with a first dose of Gardasil (lot # 655619/14207F) 0.5mL subcutaneous. Concomitant therapy included (CLARITIN-D).
On 20-MAR-2007 the patient was vaccinated with a second dose of Gardasil (lot # unknown) 0.5mL subcutaneous IM. Medical attention was sought. On 19-
JUL-2007 the diagnostic laboratory test showed elevated liver enzymes, AST and ALT, but this was down from the test in November 2006. At the time of
reporting the patient's elevated liver enzymes, AST and ALT persisted. No additional information at this time. Additional information has been requested.

Symptom Text:

CLARITIN-DOther Meds:
Lab Data:
History:

Seasonal allergyPrex Illness:

Serum aspartate 07/19/07 - elevated; serum alanine 07/19/07 - elevated; hepatic function test 07/19/07 - elevated.
Elevated liver enzyme levels

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

292104-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug administered at inappropriate site

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1427F 0 Unknown Subcutaneously



10 JUN 2008 06:27Report run on: Page 4774
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Aug-2007
Vaccine Date

03-Aug-2007
Onset Date

0
Days

13-Mar-2008
Status Date

--
State

WAES0708USA00818
Mfr Report Id

Initial and follow up has been received from a pharmacist concerning her 15 year old daughter who on 03-AUG-2007 at 2:00 p.m. was vaccinated with her 3rd
dose of Gardasil, and experienced pain with injection (did not have any pain with previous 2 shots).  At 6:00 p.m. she started having joint aches/pain plus fever
of 102.4-102.  The reporter was concerned that her daughter had got a bad lot, since she had been asymptomatic with other doses.  Correct lot information was
not available.  The reporter stated that the patient had been taken to the emergency room and was treated with 2 liters as she had passed out twice.  She
further stated that her daughter had been nauseated, had arthritis and pain in every joint, but that she was fine the next day.  She believed the events occurred
due to her daughter being dehydrated as she had not had anything to drink.  The reporting pharmacist agreed to provide lot number information if available
from the Nurse Practitioner who administered the injection.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

body temp, 08/03/07, 102.4-102
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

292105-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Arthritis, Dehydration, Injection site pain, Loss of consciousness, Nausea, No reaction on previous exposure to drug, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4775
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Jul-2007

Vaccine Date
31-Jul-2007
Onset Date

0
Days

13-Mar-2008
Status Date

TX
State

WAES0708USA00824
Mfr Report Id

Information has been received from a licensed practical nurse concerning a 15 year old female with seasonal allergies, allergy to penicillin, sulfonamide
antibiotic, Ceftin, and cephalosporin antibiotics who on 31-JUL-2007 was vaccinated with the first dose of Gardasil (lot # 658490/0802U) 0.5 ml IM.
Concomitant therapy included ALLEGRA-D and RETIN-A.  On 31-JUL-2007, 1 hour after being vaccinated, the patient developed hives on her chest, abdomen
and back.  Medical attention was sought.  The patient self treated at home with BENADRYL and was fully recovered on 03-AUG-2007.  Additional information
has been requested.

Symptom Text:

ALLEGRA-D; RETIN-AOther Meds:
Lab Data:
History:

Seasonal allergy; penicillin allergy; sulfonamide allergy; allergic reaction to antibioticsPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

292106-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0802U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4776
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Jul-2007

Vaccine Date
31-Jul-2007
Onset Date

0
Days

13-Mar-2008
Status Date

MN
State

WAES0708USA00841
Mfr Report Id

Information has been received from a medical assistant concerning a 16 year old female who on 31-JUL-2007 was vaccinated with a first dose of Gardasil (lot #
658282/0929U) 0.5 ml IM.  Concomitant therapy included MENACTRA, albuterol and hormonal contraceptives (unspecified).  On 31-JUL-2007, the patient was
administered both vaccines in the same arm and experienced an area of redness, warmth, and tenderness approximately 1-2 inches below the injection site of
the vaccines.  The patient sought medical attention.  At the time of reporting, the patient was recovering.  Additional information has been requested.

Symptom Text:

albuterol; hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

292107-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site pain, Injection site warmth

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
0929U 0

Unknown
Unknown

Unknown
Intramuscular



10 JUN 2008 06:27Report run on: Page 4777
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Mar-2008
Status Date

--
State

WAES0708USA00846
Mfr Report Id

Information has been received from a registered nurse concerning a female (age not reported) who on an unspecified date was vaccinated with Gardasil 0.5 ml
injection.  Concomitant therapy included TETANUS TOXOID (USP 23) also given on the same date.  Subsequently, the patient experienced "some sort of
adverse reaction".  The outcome was not reported.  No further information was provided.  No additional information is available.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292108-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Vaccination complication

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

TTOX
HPV4

UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 4778
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Mar-2008
Status Date

KY
State

WAES0708USA00848
Mfr Report Id

Information has been received from a physician concerning a female (age not reported) who on an unspecified date was vaccinated with a dose of Gardasil.
Subsequently the patient experienced muscle atrophy.  The patient was referred to an orthopedic physician who stated that the patient's muscle atrophy was
related to therapy with Gardasil.  At the time of this report, the outcome was unknown.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292109-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Muscle atrophy

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4779
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Aug-2007
Vaccine Date

02-Aug-2007
Onset Date

0
Days

13-Mar-2008
Status Date

WA
State

WAES0708USA00857
Mfr Report Id

Information has been received from a nurse concerning a female who on approximately 02-AUG-2007 was vaccinated with a third 0.5 mL dose of Gardasil.  On
02-AUG-2007, the patient contacted the physician's office to report that she had experienced pain at the injection site, which extended to the armpit, after
vaccination with her third dose of Gardasil.  The office recommended treatment therapy with BENADRYL.  The patient's outcome was unknown.  Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292110-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Axillary pain, Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4780
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Mar-2008
Status Date

CA
State

WAES0708USA00894
Mfr Report Id

Information has been received from a nurse concerning herself who was vaccinated with a dose of Gardasil.  Subsequently the patient developed shingles with
one lesion.  Unspecified medical attention was sought.  At the time of the report the patient's outcome was unknown.  Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292111-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Herpes zoster, Skin lesion

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4781
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Jul-2007

Vaccine Date
25-Jul-2007
Onset Date

0
Days

13-Mar-2008
Status Date

--
State

WAES0708USA00912
Mfr Report Id

Information has been received from a nurse practitioner concerning an 11 year old female who on 25-JUL-2007 was vaccinated with a dose of Gardasil (lot#
unknown) 0.5 mL injection.  There was no concomitant medication.  On 25-JUL-2007 the patient felt dizzy after receiving Gardasil.  Medical attention was
sought.  The patient laid down for a "few minutes" and felt better.  Subsequently, on 25-JUL-2007 the patient recovered from feeling dizzy.  No further
information was provided.  Additional information has been requested.  This report is one of two reports.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

292112-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4782
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Mar-2008
Status Date

FL
State

WAES0708USA00916
Mfr Report Id

Information has been received from a physician, via a company representative, concerning a 14 year old female patient, was vaccinated with a dose of
Gardasil.  "Almost immediately." the patient experienced a severe headache, tingling in her extremities, and severe injection site pain.  While she was checking
out, she fainted and hit her head on the counter.  Later that evening, she continued to "feel ill," and her mother took her to the ER, where a computed
tomography (CT) was performed (results not provided).  The following day, the patient reported feeling better, but still had a headache and nausea.  Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

computed axial
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

292113-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Fall, Head injury, Headache, Injection site pain, Malaise, Nausea, Paraesthesia, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4783
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Mar-2008
Status Date

--
State

WAES0708USA00936
Mfr Report Id

Information has been received from a Nurse Practitioner concerning an approximately 9 year old female who was vaccinated with the first dose of Gardasil.
Subsequently the patient experienced nose bleeds that started about two hours after the vaccine was administered and has continued every day.  As of 03-
AUG-2007, the patient had not recovered.  Medical attention was sought and a CBC was performed (results not reported). Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

complete blood cell
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
9.0

292114-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Epistaxis

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4784
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Jul-2007

Vaccine Date
01-Aug-2007
Onset Date

1
Days

13-Mar-2008
Status Date

--
State

WAES0708USA00937
Mfr Report Id

Information has been received from a Registered Nurse concerning her 18 year old daughter who on 31-JUL-2007 was vaccinated with the first dose of
Gardasil.  Concomitant therapy included hormonal contraceptives (unspecified).  On 01-AUG-2007 the patient experienced headache, dizziness, tiredness,
feeling hot and cold and a slight fever.  The patient treated herself with over the counter cold medicine.  As of 03-AUG-2007, the patient had not recovered.
Medical attention was sought.  No further information is available.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

292115-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Fatigue, Feeling of body temperature change, Headache, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4785
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Mar-2008
Status Date

MN
State

WAES0708USA00943
Mfr Report Id

Information has been received from a Registered Nurse concerning a 20ish year old female who was vaccinated with the first dose of Gardasil.  Concomitant
therapy included 2 other vaccines (unspecified).  Subsequently the patient fainted after receiving the vaccines.  The patient recovered and was fine after about
20-30 minutes.  Medical attention was sought.  Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292116-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4786
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Mar-2008
Status Date

--
State

WAES0708USA00944
Mfr Report Id

Information has been received from a Nurse Practitioner concerning a female who was vaccinated with the first dose of Gardasil and fainted.  Medical attention
was sought.  The patient recovered.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292117-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4787
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Jun-2007
Vaccine Date

27-Jun-2007
Onset Date

0
Days

13-Mar-2008
Status Date

--
State

WAES0708USA00956
Mfr Report Id

Information has been received from a Nurse Practitioner concerning a 24 year old female who on 27-JUN-2007 was vaccinated IM with the first dose of
Gardasil (Lot #657737/0522U).  Concomitant therapy included hormonal contraceptives (unspecified).  On 27-JUN-2007 the patient experienced constant
burning and tenderness at injection site on her left arm.  She also reported that movement of the arm made it worse and was more painful at the end of the day.
 It was hard for the patient to flex her tricep muscles.  There was no swelling or redness.  The patient was treated with WYETH.  As of 03-AUG-2007, the
patient had not recovered.  Medical attention was sought.  Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

292118-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injected limb mobility decreased, Injection site irritation, Injection site pain, Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0522U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4788
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Mar-2008
Status Date

NY
State

WAES0708USA00962
Mfr Report Id

Information has been received from a nurse practitioner concerning a female patient who was vaccinated from a (single dose vial) third dose of Gardasil.
Subsequently, the patient experienced injection site pain that traveled to her shoulder and back.  The physician's office advised the patient to take TYLENOL.
At the time of the report the patient's outcome was unknown.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292119-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Back pain, Injection site pain, Musculoskeletal pain

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4789
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Mar-2008
Status Date

AZ
State

WAES0708USA00981
Mfr Report Id

Information has been received from a physician concerning a 19 year old female with a history of mental disorder who was vaccinated with Gardasil and
fainted.  The patient's outcome was not reported.  No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Mental disorder

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

292120-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4790
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Mar-2008
Status Date

CA
State

WAES0708USA00990
Mfr Report Id

Information has been received from a physician concerning 2 females who were vaccinated with Gardasil.  Subsequently the patients experienced fainting
during the injection.  The girls were extremely anxious about the injection.  The patients' outcomes were not reported.  Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292121-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anxiety, Immediate post-injection reaction, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4791
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Mar-2008
Status Date

MO
State

WAES0708USA00995
Mfr Report Id

Information has been received from a physician concerning an 18 year old female who in March 2007, was vaccinated with the first dose of Gardasil.  In June
2007, the patient was vaccinated with the second dose of Gardasil and developed a right ovarian cyst.  As of 06-AUG-2007, the patient was recovering.
Medical attention was sought.  Follow-up information was received from a licensed practical nurse who reported the patient did not know anything about this
event.  Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

292122-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Ovarian cyst

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4792
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Dec-2006
Vaccine Date

14-Dec-2006
Onset Date

0
Days

13-Mar-2008
Status Date

MA
State

WAES0708USA01019
Mfr Report Id

Information has been received from a Nurse Practitioner concerning a 19 year old female with a history of abnormal Papanicolaou smear who on 14-DEC-2006
was vaccinated IM with the first dose of Gardasil.  Concomitant therapy included hormonal contraceptives (unspecified).  On 14-DEC-2006 the patient
experienced fever.  In April 2007, the patient experienced fever, nausea and chills after receiving the second dose of Gardasil.  Subsequently, the patient
recovered from all of her experiences.  Medical attention was sought.  Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Papanicolaou smear abnormal

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

292124-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Chills, Nausea, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4793
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
05-Oct-2007
Status Date

--
State

WAES0709USA04292
Mfr Report Id

Information has been received from a consumer concerning the consumer's 18 year old female babysitter who on an unspecified date was vaccinated with a
0.5 mL second dose of Gardasil. Subsequently, "past 1 week" post vaccination, the patient developed pelvic pain and was hospitalized for approximately 6
days. The patient was administered several medications for pain while in the hospital. The patient informed the reporter that her physician did not think this
event was related to vaccination with Gardasil. The patient's pelvic pain was considered an other important medical event. Additional information is not
expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

292132-1 (S)

05-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pelvic pain

 HOSPITALIZED, SERIOUS

Other Vaccine
04-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4794
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Feb-2007
Vaccine Date

24-Jul-2007
Onset Date

154
Days

05-Oct-2007
Status Date

--
State

WAES0709USA03985
Mfr Report Id

Information has been received from a nurse practitioner and through a Merck Pregnancy Registry concerning a 20 year old female who on 20-FEB-2007 was
vaccinated, intramuscularly with one dose of Gardasil. The patient discovered she was 9 weeks pregnant on 18-JUL-2007 with an estimated last menstrual
period of approximately 16-MAY-2007. The pregnancy was terminated on 24-JUL-2007. It was reported that the termination was not due to Gardasil. No further
information is available. Upon internal review termination of pregnancy was considered an other important medical event. Additional information has been
requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 5/16/2007)Prex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

292133-1

05-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion induced, Drug exposure during pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
04-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4795
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Sep-2007
Vaccine Date

20-Sep-2007
Onset Date

0
Days

05-Oct-2007
Status Date

CA
State

WAES0709USA03671
Mfr Report Id

Information has been received from a physician concerning a 17 year old who on 20-SEP-2007 was vaccinated with Gardasil (655165/1425F). Concomitant
therapy included Varivax, Vaqta, Menactra and DTaP (unspecified). On 20-SEP-2007, after the vaccination the patient passed out, and had seizure like
movements. The patient was sent to the emergency room and when she stated she had a headache. The patient was recovered. No product quality complaint
was involved. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

292134-1

05-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Headache, Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
04-Oct-2007

Received Date

Prex Vax Illns:

VARCEL
HEPA
MNQ
HPV4

MERCK & CO. INC.
MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL
NULL
1425F

Unknown
Unknown
Unknown
Unknown

Unknown
Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 4796
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Apr-2007
Vaccine Date

Unknown
Onset Date Days

11-Oct-2007
Status Date

NY
State Mfr Report Id

Patient is a new patient to our office when transferring shots over noted patient had received 2 HPV shots at doctor's office and 2 shots at another doctor.Symptom Text:

Other Meds:
Lab Data:
History:

No knownPrex Illness:

No known

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

292146-1

11-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Incorrect dose administered, Overdose

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
04-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4797
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Sep-2007
Vaccine Date

27-Sep-2007
Onset Date

0
Days

09-Oct-2007
Status Date

PA
State Mfr Report Id

Child fainted 5 minutes after receiving vaccinesSymptom Text:

Other Meds:
Lab Data:
History:

residual bronchospasmPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

292148-1

09-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
04-Oct-2007

Received Date

Prex Vax Illns:

TDAP
HPV4
MNQ

SANOFI PASTEUR
MERCK & CO. INC.
SANOFI PASTEUR

C2826AA
U2408AA
U2408AA

0
0

Left arm
Left arm
Left arm

Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4798
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Oct-2007
Vaccine Date

01-Oct-2007
Onset Date

0
Days

09-Oct-2007
Status Date

NJ
State Mfr Report Id

Administration: 5:00 PM. nausea Vertigo 7:00 PM.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

292150-1

09-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Nausea, Vertigo

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
04-Oct-2007

Received Date

Prex Vax Illns:

TDAP
MNQ
HPV4

SANOFI PASTEUR
SANOFI PASTEUR
MERCK & CO. INC.

C2826AA
U2420AA
0930U

0
0
0

Unknown
Unknown
Unknown

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 4799
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Sep-2007
Vaccine Date

27-Sep-2007
Onset Date

0
Days

09-Oct-2007
Status Date

CA
State Mfr Report Id

student had immunizations, was told to wait 10 min after for observation. complained of dizziness and SOB. mom at Bedside. Epi 0.4 ml SQ, given 50 mg
Benadryl, as per Dr. Paramedics called. Student with 4L O2/N and transported by Paramedics to medical center.

Symptom Text:

Other Meds:
Lab Data:
History:

UTIPrex Illness:

Unknown
NKDA

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

292157-1

09-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Dyspnoea

 ER VISIT, NOT SERIOUS

Other Vaccine
04-Oct-2007

Received Date

Prex Vax Illns:

VARCEL
HEPA

HPV4
MNQ

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
SANOFI PASTEUR

0782U
AHAVB200AA

0525U
U2171AA

1
1

0
0

Left arm
Left arm

Right arm
Right arm

Subcutaneously
Intramuscular

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4800
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
09-Oct-2007
Status Date

PA
State Mfr Report Id

Fever, Myalgia, pharyngitis-hemorrhagic appearing tonsilsSymptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

throat culture
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

292158-1

09-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Myalgia, Pharyngitis, Pyrexia, Tonsillar disorder

 ER VISIT, NOT SERIOUS

Other Vaccine
04-Oct-2007

Received Date

similar reaction~HPV (Gardasil)~1~18~In PatientPrex Vax Illns:

HPV4 MERCK & CO. INC. 1060U 2 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 4801
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Sep-2007
Vaccine Date

20-Sep-2007
Onset Date

0
Days

09-Oct-2007
Status Date

NJ
State Mfr Report Id

fever, chills, felt like throat was closing up-approx. 7 hr after administration lasting approx. 12 hoursSymptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

292162-1

09-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chills, Pyrexia, Throat tightness

 NO CONDITIONS, NOT SERIOUS

Related reports:   292162-2

Other Vaccine
04-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0742U 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 4802
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Sep-2007
Vaccine Date

20-Sep-2007
Onset Date

0
Days

17-Dec-2007
Status Date

--
State

WAES0710USA00457
Mfr Report Id

Information has been received from a licensed practical nurse, concerning a 21 year old female patient with no known allergies, who on 20-SEP-2007 was
vaccinated IM in the left deltoid with the first dose, 0.5ml, of HPV rL1 6 11 16 18 VLP vaccine (yeast) (lot #654539/0742U).  Immediately following the
vaccination, she felt lightheaded, faint, dizzy, and was diaphoretic.  She was monitored at the physician's office, and then left.  Seven hours after she left the
office, on approximately 20-SEP-2007, she also developed a fever, had chills and felt like her throat was closing up (this was relayed to the physician on an
unrelated visit 25-SEP-2007).  Subsequently, the patient recovered from the events (date and duration not specified).  This is one of two reports received from
the same source (WAES #0710USA00464).  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

292162-2

17-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chills, Dizziness, Hyperhidrosis, Immediate post-injection reaction, Pyrexia, Throat tightness

 ER VISIT, NOT SERIOUS

Related reports:   292162-1

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0742U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4803
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Sep-2007
Vaccine Date

Unknown
Onset Date Days

09-Oct-2007
Status Date

NJ
State Mfr Report Id

Aprox 24 hr after 3rd Gardasil Nausea Cover in sweat chills-Rash down arm and upper body "I feel like I have the flu"Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

292164-1

10-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chills, Hyperhidrosis, Influenza like illness, Nausea, Rash

 NO CONDITIONS, NOT SERIOUS

Related reports:   292164-2

Other Vaccine
04-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 07424 3 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 4804
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Sep-2007
Vaccine Date

27-Sep-2007
Onset Date

1
Days

17-Dec-2007
Status Date

--
State

WAES0710USA00464
Mfr Report Id

Information has been received from a licensed practical nurse, concerning a 26 year old female patient with an allergic reaction to antibiotics, who on 26-SEP-
2007 was vaccinated IM in the left deltoid, with the third dose, 0.5 ml, of HPV rL1 6 11 16 18 VLP vaccine (yeast) (lot #654539/0742U).  On approximately 27-
SEP-2007 ("within 24 hours"), the patient stated that she "felt something and developed a rash".  Treatment with diphenhydramine (BENADRYL) was
prescribed.  At the time of this report, the outcome of the event was unknown.  This is one of two reports received from the same source (WAES
#0710USA00457).  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

allergic reaction to antibioticsPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

292164-2

17-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 ER VISIT, NOT SERIOUS

Related reports:   292164-1

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0742U 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4805
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Sep-2007
Vaccine Date

27-Sep-2007
Onset Date

0
Days

10-Oct-2007
Status Date

TX
State Mfr Report Id

Pt developed fever of 101.0 1 hour after vaccine administration. She began vomiting shortly after and has now been vomiting at least 3 times a day each day
since vaccine administration. Her fevers have continued with a maximum temperature of 101.2. Vomiting continues but is not associated with abdominal pain or
diarrhea; she also has no nausea but only a sudden intense urge to vomit.

Symptom Text:

Zyrtec, Claritin, NasonexOther Meds:
Lab Data:
History:

nonePrex Illness:

none
history of shingles, previously diagnosed with asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

292179-1

10-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pyrexia, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
04-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 03840 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4806
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Sep-2007
Vaccine Date

17-Sep-2007
Onset Date

4
Days

10-Oct-2007
Status Date

SD
State Mfr Report Id

Facial Angioedima after 2nd dose.  Mild rash - truncal after 1st doseSymptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

292189-1

10-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Angioedema, Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
04-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0384U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4807
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Oct-2007
Vaccine Date

03-Oct-2007
Onset Date

0
Days

10-Oct-2007
Status Date

IL
State Mfr Report Id

RECEIVED HPV VACCINE AT 4 PM. COMPLAINED TO MOTHER IN EVENING THAT LEGS FEEL NUMB AND TINGLEY.  FEELS SHAKEY.  RED RASH
APPEARANCE UNDER SKIN ON LEGS.  SYMPTOMS BEGAN BEFORE TAKING NEW ADD MEDICATION, FOCALIN.

Symptom Text:

FOCALIN XR 20 MGOther Meds:
Lab Data:
History:

HAD HEADACHE 2 DAYS PRIORPrex Illness:

CHILD HAS ADD.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

292191-1

10-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Paraesthesia, Rash, Rash erythematous, Tremor

 ER VISIT, NOT SERIOUS

Other Vaccine
04-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1447F 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4808
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Jul-2007

Vaccine Date
12-Jul-2007
Onset Date

0
Days

10-Oct-2007
Status Date

IL
State Mfr Report Id

Patient developed rash with red bumps and redness in the eyes.  Relieved by taking diphenhydramine.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

292195-1

10-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Ocular hyperaemia, Rash erythematous

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
04-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0515U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4809
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Oct-2007
Vaccine Date

03-Oct-2007
Onset Date

0
Days

10-Oct-2007
Status Date

SD
State Mfr Report Id

Patient was standing at the front desk approximately 5 minutes after receiving immunizations and told her mom that "things look funny". Patient't mom wrapped
her arms around her and she started to collapse. Patient was eased to the floor and once she was horizontal on the floor she opened her eyes. She was then
able to stand & ambulated with assistance to the exam room & laid on the exam table & was observed for 45 minutes. After that time patient stated she felt
better, denied dizziness but said she hadn't had anything to eat & was hungery. Patient left the clinic with mom.

Symptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

292203-1

10-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope, Visual disturbance

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
04-Oct-2007

Received Date

Prex Vax Illns:

HPV4
DTAP

MERCK & CO. INC.
SANOFI PASTEUR

1060U
U1813BA

0 Left arm
Right arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4810
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Jun-2007
Vaccine Date

20-Jun-2007
Onset Date

0
Days

10-Oct-2007
Status Date

VA
State Mfr Report Id

Patient was instructed to wait 15 min. after inj. patient was waiting in the waiting room and stated she became severly dizzy, weak and nauseated. She called
home for transportation and did not report her symptoms to the medical staff. The patient states her symptoms persisted all evening to bedtime, they had
subsided when she awoke the next morning. The patient received the vaccine at 2:00pm.

Symptom Text:

Other Meds:
Lab Data:
History:

NONEPrex Illness:

none
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

292204-1

10-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Dizziness, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
04-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0389U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4811
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Sep-2007
Vaccine Date

12-Sep-2007
Onset Date

0
Days

09-Oct-2007
Status Date

TX
State Mfr Report Id

Within 12 hours right arm had swollen with redness. 9/14/07-Rt arm Red swollen, tender 25m x 25m soft to touchSymptom Text:

Other Meds:
Lab Data:
History:

Allergic RhinitisPrex Illness:

Allergies Nasal-Penicillin

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

292207-1

09-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Oedema peripheral, Tenderness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
04-Oct-2007

Received Date

Prex Vax Illns:

VARCEL
TDAP
HPV4
MNQ

MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.
SANOFI PASTEUR

0726U
AC52B015AA
1424F
U2343AA

1
0
0
1

Right arm
Right leg
Left arm
Left leg

Subcutaneously
Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4812
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Jul-2007

Vaccine Date
16-Jul-2007
Onset Date

0
Days

11-Oct-2007
Status Date

NC
State Mfr Report Id

Syncope after immunizations, concussion resulting from episodeSymptom Text:

ZyrtecOther Meds:
Lab Data:
History:
Prex Illness:

head CT scan neg

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

292212-1

11-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Concussion, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
04-Oct-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
HEPA
MNQ

MERCK & CO. INC.
MERCK & CO. INC.
MERCK & CO. INC.
SANOFI PASTEUR

0779U
0779U
0018U
0U2329AA

0
0
0
0

Left leg
Left leg
Left leg

Right leg

Unknown
Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 4813
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Sep-2007
Vaccine Date

28-Sep-2007
Onset Date

0
Days

09-Oct-2007
Status Date

SC
State Mfr Report Id

Had a syncopal episode for a few seconds about 2 minutes after receiving 2nd dose of Gardasil (HPV #2).Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Blood pressure
ADHD, Asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

292214-1

09-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
04-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1208F 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4814
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
08-Oct-2007
Status Date

FR
State

WAES0709USA04283
Mfr Report Id

Information has been received from a pharmacist concerning an adult female (age not reported) who on an unspecified date was vaccinated with the first dose
of Gardasil in early pregnancy. Concomitant medication was not reported. Subsequently on an unspecified date, the patient experienced a spontaneous
abortion. Subsequently on an unspecified date, the patient recovered from spontaneous abortion. Spontaneous abortion was considered to be an other
important medical event. Other business partner numbers included E2007-06321. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP=Unknown)Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292237-1

08-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
05-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4815
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
01-Aug-2007
Onset Date Days

08-Oct-2007
Status Date

DC
State

WAES0709USA04602
Mfr Report Id

Information has been received from a physician concerning a college aged female who on an unspecified date was vaccinated with a dose of Gardasil. In
August 2007, the patient  was admitted to the hospital with respiratory failure. The time interval from vaccination to hospitalization was not available. She was
seen by the physician in the intensive care unit to rule out if the condition was vaccine related. The diagnosis was inconclusive. The patient was discharged
from the hospital after an unknown period. At the time of the report the patient's outcome was unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292238-1 (S)

08-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Intensive care, Respiratory failure

 ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, SERIOUS

Other Vaccine
05-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4816
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-May-2007
Vaccine Date

05-Sep-2007
Onset Date

106
Days

08-Oct-2007
Status Date

RI
State

WAES0709USA04688
Mfr Report Id

Information has been received from a nurse's 20 year old daughter with no drug reactions/allergies and a history of knee operation in 2003 who in December
2006, was vaccinated with a first dose of Gardasil (lot# unknown). In mid January 2007 the patient had a second dose of Gardasil. On 22-MAY-2007 the patient
had a third dose of Gardasil. Concomitant therapy included hormonal contraceptives (unspecified). It was also reported that the patient's mother had cervical
cancer 14 years ago at the age of 35. On 05-SEP-2007 the patient experienced bladder spasms on the first day of college. It was also reported that the patient
was experiencing urinary incontinence. None of the medication have helped the bladder spasms. On 10-SEP-2007 the patient was seen in the emergency
room. On 10-Sep-2007 the patient had a PAP smear, was tested for STD's, had various blood work done all within normal limits and a pelvic computed axial
tomography scan which all came back negative. All labs and tests were coming back within normal limits. On 18-Sep-2007 a cystopy was performed in a
urologist office and was negative. On 26-Sep-2007 a magnetic resonance imaging of the pelvis and spine was performed (looking for spinal tumor) which was
negative. On an unspecified date an ultrasound and vaginal ultrasound of pelvis showed a cyst on spleen and a fibroid tumor in the uterus which was very
small. A PAP smear was performed and there was no pain, no pelvic inflammatory disease noted. The patient is currently on acetaminophen (+) hydrocodone
bitartrate (VICODIN0, morniflumate (FLOMAX), amitriptyline hydrochloride (ELAVIL) and azithromycin (Z-PAK). At the time of reporting the patient had not
recovered. No additional information was available. Bladder spasms and urine incontinence were considered to be disabling. The patient must stand during
college classes. Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:

History:
Prex Illness:

cervical smear 09/10/07 - negative, diagnostic laboratory 09/10/07 - STD's (normal limits), diagnostic laboratory 09/10/07 - blood work (normal limits),
computed axial 09/10/07 - pelvic (negative), vaginal ultrasound - pelvis cyst on spleen
Knee operation

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

292239-1 (S)

08-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Bladder spasm, Urinary incontinence

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Other Vaccine
05-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4817
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Mar-2007
Vaccine Date

14-Mar-2007
Onset Date

0
Days

08-Oct-2007
Status Date

MA
State

WAES0710USA00203
Mfr Report Id

Information has been received from a healthcare worker concerning a 20 year old female who on 14-MAR-2007 was vaccinated with the first dose of Gardasil
(lot #653938/0954F). There was no concomitant medication. On an unspecified date, "a couple of weeks after" vaccination, the patient developed pancreatitis.
On 16-MAY-2007, the patient was vaccinated with the second dose of Gardasil (lot #656050/0245U) and on 20-SEP-2007, the patient was vaccinated with the
third dose of Gardasil (lot #658560/1062U). The healthcare worker reported that before the second and third vaccinations, the patient's pancreatitis would
"slowly get better," however, after each vaccination the patient's pancreatitis worsened. The patient was hospitalized on more than one occasion (dates and
number of hospitalizations unspecified). At the time of this report, the patient's outcome was unknown. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

292240-1 (S)

08-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pancreatitis, Vaccine positive rechallenge

 ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, SERIOUS

Other Vaccine
05-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0954F 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4818
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Apr-2007
Vaccine Date

04-May-2007
Onset Date

4
Days

08-Oct-2007
Status Date

NY
State Mfr Report Id

Pronounced bruising then developed petechiae on ankles shoulders, neck, torso and face. Called Dr. (internist) in June-took blood 6/22/07-Blood work
revealed thrombocytopenia at (8000) immediately went to Oncologist Dr. Levels went to (3,000) on (win Ro) Prednisone since 6/25 to present. 10/15/07-records
received- office visit 5/4/07-C/O irregular menses. First and second doses of Gardisil no complaints. Note on 6/13/07-C/O easy bruising, dots on skin more on
legs than anywhere else. Positive ecchymosis, petcchia. To see hematologist.  12/26/07-records received for DOS 6/25-11/9/07-Receiving WINRHO.
Gastroenterology consultation 12/14/07-presented with ITP,  No abdominal pain, fever, weight loss, early stiety, anoreixia, nausea, vomiting, melena,
hematemesis, rectal bleed. PE: enlarged thyroid. Impression:eradicationof H. pylori may be associated with improvement of ITP.

Symptom Text:

Other Meds:
Lab Data:

History:
10/7/06 - Virus 11/15/06 - Fever 5/4/07 BruisesPrex Illness:

Chronic thrombocytopenia Low platelet count from (3,000) - no medication is causing remission 12/26/07-records received-a positive anti-gliadin antibody, a
borderline H. Pylori serum antigen and a normal tissue transglutaminase.platelets f
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

292253-1 (S)

27-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Contusion, Ecchymosis, Goitre, Helicobacter pylori identification test positive, Idiopathic thrombocytopenic purpura, Menstruation irregular, Petechiae,
Thrombocytopenia

 ER VISIT, LIFE THREATENING, SERIOUS

Other Vaccine
05-Oct-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 4819
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Oct-2007
Vaccine Date

04-Oct-2007
Onset Date

3
Days

10-Oct-2007
Status Date

NC
State Mfr Report Id

fever 101.3 Urticaria covering neck, chest, abdomen, arms, legsSymptom Text:

Other Meds:
Lab Data:
History:

resolving UTIPrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

292256-1

10-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pyrexia, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
05-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1060U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4820
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Oct-2007
Vaccine Date

03-Oct-2007
Onset Date

1
Days

10-Oct-2007
Status Date

PA
State Mfr Report Id

Patient received 3 shots (Hep A, Varicella, HPV) on 10-2-07. 24 hours after the vaccine, pt first noticed stinging at shot administration site. Then redness and
swelling were noted. Increased swelling and stinging and itching noted and increasing pain. Tylenol used.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
Penicillin, hives, seasonal allergies, bee sting allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

292257-1

10-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site pain, Injection site pruritus, Injection site swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
05-Oct-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
HEPA

MERCK & CO. INC.
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

1274U
1061U
AHAVB207AA

1
0
0

Right arm
Right arm
Right arm

Subcutaneously
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4821
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Sep-2007
Vaccine Date

27-Sep-2007
Onset Date

9
Days

10-Oct-2007
Status Date

PA
State Mfr Report Id

Developed widespread urticariaSymptom Text:

Other Meds:
Lab Data:
History:

diffuse urticariaPrex Illness:

Urine dipstick wnl.
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

292266-1

10-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
05-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1060U 1 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4822
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Jul-2007

Vaccine Date
17-Jul-2007
Onset Date

0
Days

10-Oct-2007
Status Date

VT
State Mfr Report Id

Same day as administered, injection site bled, oozed clear fluid and eventually scabbed over. Site also became red, with a hard lump, this lasted for 3 weeks.
Pt applied ice and used ibuprofen as treatment.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

292270-1

10-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site discharge, Injection site erythema, Injection site haemorrhage, Injection site induration, Injection site scab

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
05-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1447F 2 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4823
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Sep-2007
Vaccine Date

27-Sep-2007
Onset Date

1
Days

10-Oct-2007
Status Date

MD
State Mfr Report Id

Menactra Given with local reaction of reddness and swellingSymptom Text:

PPDOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

292271-1

10-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
05-Oct-2007

Received Date

Prex Vax Illns:

VARCEL
MNQ
HPV4

MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.

0823U
42375BA
42583

1
0
0

Right arm
Right arm
Left arm

Subcutaneously
Intramuscular

Unknown



10 JUN 2008 06:27Report run on: Page 4824
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Sep-2007
Vaccine Date

29-Sep-2007
Onset Date

1
Days

10-Oct-2007
Status Date

MD
State Mfr Report Id

Menactra Vaccine given on 9/28/07 and a Reaction on LA-Reddness 4" x 4" and painfulSymptom Text:

PPDOther Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

292272-1

10-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
05-Oct-2007

Received Date

Prex Vax Illns:

PPV
MNQ
HPV4

MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.

0554U
U2375BA
0927U

0
0
0

Left arm
Left arm

Right arm

Subcutaneously
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4825
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Oct-2007
Vaccine Date

05-Oct-2007
Onset Date

0
Days

09-Oct-2007
Status Date

PA
State Mfr Report Id

Nausea, dizziness after receiving vaccines.Symptom Text:

FLONASE, CLARITIN, ADVAIR 100/50Other Meds:
Lab Data:
History:

NonePrex Illness:

Allergies - asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

292280-1

09-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
05-Oct-2007

Received Date

Prex Vax Illns:

TDAP
HPV4
MNQ

SANOFI PASTEUR
MERCK & CO. INC.
SANOFI PASTEUR

C2769AA
1065U
U2482AA

0
0
0

Unknown
Right arm
Right arm

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 4826
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Oct-2007
Vaccine Date

02-Oct-2007
Onset Date

-1
Days

09-Oct-2007
Status Date

IA
State

IA07012
Mfr Report Id

HCN heard a "thud" in waiting area of agency who immunization clinic held look in area at client on back on floor. Mother and brother beside her. HCN rushed
over and asked her if she knew who she was  and said "yes". She was asked if hurt anywhere and hurt in upper chest and stiff neck and upper back. She
stated she did not know where she was then within 10 seconds on back.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

292326-1

08-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Back pain, Chest pain, Fall, Musculoskeletal stiffness

 ER VISIT, NOT SERIOUS

Other Vaccine
05-Oct-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

0338U
U2324AA

0
0

Left arm
Right arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4827
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Oct-2007
Vaccine Date

05-Oct-2007
Onset Date

0
Days

10-Oct-2007
Status Date

VA
State Mfr Report Id

Fainted w/in 5 minutes of HPV4 shot (taken after other two, at around 920am, 05Oct07). Unconscious for ~2 minutes, accompanied by dilated pupils, pale and
clammy skin, and a 5 second "seizure" (mom writing this - looked like a mini seizure to me). After regaining consciousness, pt remained prone for ~15 minutes,
and complained of nausea when raised to a sitting position. Was given water and some peanut butter crackers, and released to home... Took about 2 hours for
pt to return to normal, except for minor pain at shot locations

Symptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

n/a
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

292341-1

10-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cold sweat, Convulsion, Injection site pain, Loss of consciousness, Mydriasis, Nausea, Pallor, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
05-Oct-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
MEN

UNKNOWN MANUFACTURER
MERCK & CO. INC.
UNKNOWN MANUFACTURER

UNKNOWN
UNKNOWN
UNKNOWN

0
0
0

Left arm
Right arm
Left arm

Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4828
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Sep-2007
Vaccine Date

26-Sep-2007
Onset Date

0
Days

10-Oct-2007
Status Date

MI
State Mfr Report Id

Received Tdap and HPV4 vaccines on 9-26-07, same day developed a burning rash on the left side of neck and chest.  Has been afebrile and attending
school. Presented in office today, 10-05-2007, with c/o rash and burning. Has a H/O varicella disease as a small child and varicella vaccine on 6-1-1998. Has
raised blisters with red base, lesions vertically descend from neck to left side of chest.  Dr. diagnosed Pt with Shingles.

Symptom Text:

Started on acyclovir 10-5-2007Other Meds:
Lab Data:
History:

Healthy office visit for Well Child Check on 9-26-2007.Prex Illness:

No lab tests.
History of seizure, unspecified /stable

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

292343-1

10-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blister, Burning sensation, Herpes zoster, Rash, Skin lesion

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
05-Oct-2007

Received Date

Prex Vax Illns:

TDAP
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

C2844AA
0245U

0
0

Right arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4829
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Aug-2007
Vaccine Date

29-Aug-2007
Onset Date

2
Days

10-Oct-2007
Status Date

CA
State Mfr Report Id

Patient reports full body itchy rash commenced 2 -3 days after vaccine administration.  Patient came to clinic for evaluation on 10-5-07 and was given benadryl
and hypoallergenic lotion for treatment.

Symptom Text:

oral contraceptivesOther Meds:
Lab Data:
History:

nonePrex Illness:

none
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

292350-1

10-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash generalised, Rash pruritic

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
05-Oct-2007

Received Date

Prex Vax Illns:

TDAP
HPV4
MNQ

SANOFI PASTEUR
MERCK & CO. INC.
SANOFI PASTEUR

U1734EA
0187U
U223AA

Right arm
Left arm
Left arm

Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4830
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Sep-2007
Vaccine Date

26-Sep-2007
Onset Date

0
Days

09-Oct-2007
Status Date

NC
State Mfr Report Id

Muscle pain, weakness, fever (102), lymphadenopathy, tonsillitis, improved next day with Abx.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

292368-1

09-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Lymphadenopathy, Myalgia, Pyrexia, Tonsillitis

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
05-Oct-2007

Received Date

soreness at site, low grade fever~HPV (Gardasil)~1~0~In PatientPrex Vax Illns:

HPV4 MERCK & CO. INC. 1062U 1 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4831
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
09-Oct-2007
Status Date

NY
State Mfr Report Id

Patient in office today for third Gardasil states that she had "body tremors" for several days after 1st injection. Had he same after second injection but didn't last
as long. Third dose held until verifies with MD.

Symptom Text:

Lolovral 28Other Meds:
Lab Data:
History:

NonePrex Illness:

Allergy to Reglan, Gout, GERD

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

292372-1

09-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Similar reaction on previous exposure to drug, Tremor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
05-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0522U 1 Right leg Intramuscular



10 JUN 2008 06:27Report run on: Page 4832
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-May-2007
Vaccine Date

07-Jun-2007
Onset Date

8
Days

09-Oct-2007
Status Date

PA
State Mfr Report Id

Red papular rash started 1 week after vaccine 2-3 weeks later significant lesions on head, face and vaginal area saw gynecology and dermatology - no specific
diagnosis significant episode in August 2007.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Allergy Midazolam, Crohn's Disease

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

292374-1

09-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash erythematous, Rash papular, Skin lesion

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
05-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0522U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4833
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Jun-2007
Vaccine Date

29-Jun-2007
Onset Date

0
Days

13-Mar-2008
Status Date

NE
State

WAES0707USA00158
Mfr Report Id

Information has been received from a Licensed Practical Nurse concerning a 25 year old female who on 29-JUN-2007 was vaccinated in the right deltoid with a
first dose of Gardasil (Lot #0469U) while nursing.  On approximately 13-JUL-2007, the baby developed a cold.  Subsequently, the baby recovered.
Subsequently the infant developed otitis media (OM).  The infant was treated with amoxicillin for OM.  On approximately 07-AUG-2007, the baby developed a
cold.  At the time of the report the infant's outcomes was unknown.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

292381-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure via breast milk

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0469U 0 Right arm Unknown



10 JUN 2008 06:27Report run on: Page 4834
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Mar-2008
Status Date

--
State

WAES0707USA00898
Mfr Report Id

Information has been received from a nurse practitioner concerning an unknown number of patients (age and gender not reported) who was vaccinated with
Gardasil (lot # unknown). The nurse reported that at two separate clinics the patients were complaining about receiving Gardasil in the deltoid so the office
began to administer the injection in the hip. No adverse event was involved. Follow-up information was received from a nurse via telephone. The nurse reported
that her office had given approximately 100 injections in the hip. The nurse did not have an exact amount. The nurse also reported that patients complain about
burning at the injection site. This report is from one of two reports. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292382-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug administered at inappropriate site, Injection site irritation

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4835
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Mar-2008
Status Date

OH
State

WAES0707USA02807
Mfr Report Id

Information has been received from a nurse concerning a teenage female patient who was vaccinated with a dose of Gardasil.  Subsequently the patient
fainted in the physician's office after receiving the vaccination.  Subsequently, the patient recovered while in the office and was sent home.  The patient did not
require additional medical attention.  This is one of several reports received from the same source.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292383-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4836
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Mar-2008
Status Date

PA
State

WAES0707USA05082
Mfr Report Id

Initial and follow-up information has been received from a office manager concerning several families, with no pertinent medical history, who were vaccinated
IM with a 0.5 ml dose of Gardasil. Subsequently the patient experienced that their vaccination hurt and or had a burning sensation. Subsequently, all the
patients recovered. No laboratory or diagnostic tests were performed. At this time, the office manager reported that she had "no idea how many patients
complained" since she did not document. Attempts are being made to obtain additional identifying information to distinguish the individual patients mentioned in
this report. Additional information will be provided if available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292384-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Burning sensation, Pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4837
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Mar-2008
Status Date

OH
State

WAES0708USA00411
Mfr Report Id

Information has been received from a nurse concerning a teenage female patient who was vaccinated with a dose of Gardasil.  Subsequently the patient
fainted in the physician's office after receiving the vaccination.  Subsequently, the patient recovered while in the office and was sent home.  The patient did not
require additional medical attention.  This is one of several reports received from the same source.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292385-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4838
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Sep-2007
Vaccine Date

01-Oct-2007
Onset Date

21
Days

11-Oct-2007
Status Date

NY
State Mfr Report Id

Dizziness, nausea.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

292406-1

08-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
08-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0927U 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4839
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Aug-2007
Vaccine Date

07-Aug-2007
Onset Date

1
Days

11-Oct-2007
Status Date

ID
State

ID07037
Mfr Report Id

Swelling and redness at injection site. Treated with antibiotics but really I doubt infection. Child also had low grade fever and chills. Problem rapidly resolved
w/o sequela.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

292409-1

11-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chills, Injection site erythema, Injection site swelling, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
08-Oct-2007

Received Date

Prex Vax Illns:

TDAP
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

C2759AA
0524U

0
0

Right arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4840
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Apr-2007
Vaccine Date

Unknown
Onset Date Days

11-Oct-2007
Status Date

ID
State

ID07036
Mfr Report Id

Following administration of vaccine (unsure of onset) she had episodes of "fast heart rate", weakness, dizziness and nausea. Episodes infrequent initially then
became daily. Episodes lasted for one month.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

292410-1

11-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Dizziness, Heart rate increased, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
08-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0243U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4841
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Oct-2007
Vaccine Date

Unknown
Onset Date Days

11-Oct-2007
Status Date

IN
State Mfr Report Id

Vasculitis - legs buttocks and belly.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

292416-1

11-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Vasculitis

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
08-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1265U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4842
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Oct-2007
Vaccine Date

06-Oct-2007
Onset Date

3
Days

11-Oct-2007
Status Date

MI
State Mfr Report Id

Onset rash - Saturday 10-6-07. Rec'd vaccine (HPV #2) on 10-3-07. Rash now over arms, legs, feet, some on back - itching on same day. Was to be seen by
clinician. Also - end of initial HSV infection - on Valtrex.

Symptom Text:

Nuvaring; ValtrexOther Meds:
Lab Data:
History:

NonePrex Illness:

CBC - Plt 446/ul, MPV 5.8 fL,
NKDA, recurrent genital herpes

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

292418-1

11-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus, Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
08-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0389U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4843
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Oct-2007
Vaccine Date

03-Oct-2007
Onset Date

1
Days

11-Oct-2007
Status Date

MN
State Mfr Report Id

Received Gardasil #3 about 4 PM. Next AM red pruritic rash on forehead which spread to cheeks. Swelling around eye (mild) and cheeks.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Strep neg

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
10.0

292423-1

11-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Eye swelling, Rash pruritic

 NO CONDITIONS, NOT SERIOUS

Related reports:   292423-2

Other Vaccine
08-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1061U 2 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4844
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Oct-2007
Vaccine Date

03-Oct-2007
Onset Date

1
Days

17-Dec-2007
Status Date

MN
State

WAES0710USA01126
Mfr Report Id

Information has been received concerning a 10 year old female who on 02-Oct-2007 was vaccinated intramuscularly with HPV rL1 6 11 16 18 VLP vaccine
(yeast).  Concomitant therapy included omeprazole (Prilosec) and esomeprazole magnesium (Nexium).  On 03-Oct-2007 the patient developed a facial rash.
The patient's facial rash persisted and has gotten worse since 03-Oct-2007.  Patient sought unspecified medical attention at the physician's office.  Additional
information has been requested.

Symptom Text:

Nexium, PrilosecOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
10.0

292423-2

17-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 ER VISIT, NOT SERIOUS

Related reports:   292423-1

Other Vaccine
14-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1061U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4845
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Oct-2007
Vaccine Date

08-Oct-2007
Onset Date

0
Days

11-Oct-2007
Status Date

PA
State Mfr Report Id

Patient sat in room for 5 minutes - then was checking out and felt faint dizzy - resolved. Laid down for 5-10 minutes felt better - on her way home. Told to call
with any questions.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

292427-1

11-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
08-Oct-2007

Received Date

Prex Vax Illns:

TDAP
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

C2769AA
1063U

5
0

Left arm
Left arm

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 4846
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Oct-2007
Vaccine Date

04-Oct-2007
Onset Date

0
Days

10-Oct-2007
Status Date

CA
State Mfr Report Id

SQ SITE RIGHT ARM SOLLEN WITH ITCHING,MILD PAIN, LOW GRADE FEVER,DIZZINESS POST VACCINATION. NO BLISTERS OR VESICLES.Symptom Text:

TYLENOLOther Meds:
Lab Data:
History:

NONEPrex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

292435-1

10-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Injection site pruritus, Injection site swelling, Pain, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
08-Oct-2007

Received Date

Prex Vax Illns:

VARCEL
TDAP

HPV4
MNQ

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
SANOFI PASTEUR

127LU
AC52BO12AA

0802U
U2375BA

1
0

0
0

Right arm
Right arm

Left arm
Left arm

Subcutaneously
Intramuscular

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4847
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Jul-2007

Vaccine Date
24-Jul-2007
Onset Date

0
Days

10-Oct-2007
Status Date

NC
State

WAES0710USA00945
Mfr Report Id

Information has been received via the Merck Pregnancy registry, from a registered nurse, a 24 year old female with a drug hypersensitivity to morphine, who
was unknowingly pregnant (LMP date of 24-JUN-2007) when on 24-JUL-2007 she was vaccinated with the first dose of Gardasil (lot # not provided). On 17-
SEP-2007 the nurse reported that she "started to miscarry," and consequently underwent an outpatient dilation & curettage (D & C) procedure. The fetus was at
8 weeks gestation at the time of the miscarriage. At the time of this report, the patient had recovered (duration not specified). The nurse considered miscarriage
to be serious as an other important medical event. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP=6/24/2007), Drug hypersensitivityPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

292471-1

10-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy, Uterine dilation and curettage

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4848
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Oct-2007
Vaccine Date

08-Oct-2007
Onset Date

0
Days

11-Oct-2007
Status Date

CT
State

CT200717
Mfr Report Id

Fainting, sent to ER via EMS.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

292491-1

11-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Oct-2007

Received Date

Felt faint~HPV (Gardasil)~1~17~In PatientPrex Vax Illns:

HPV4 MERCK & CO. INC. 0522U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4849
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Oct-2007
Vaccine Date

04-Oct-2007
Onset Date

1
Days

11-Oct-2007
Status Date

CA
State Mfr Report Id

Erythema, slight swelling and itching per patient to injection site, right arm.Symptom Text:

N/AOther Meds:
Lab Data:
History:

NonePrex Illness:

None
N/A

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

292509-1

12-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site pruritus, Injection site swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-Oct-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
TDAP

MERCK & CO. INC.
MERCK & CO. INC.
SANOFI PASTEUR

0369U
1060U
C2756AA

1
0
5

Right arm
Right arm
Left arm

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 4850
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Oct-2007
Vaccine Date

06-Oct-2007
Onset Date

1
Days

10-Oct-2007
Status Date

CA
State Mfr Report Id

Patient received vaccine 10/5/07.  She came to clinic 10/9/07 and states she has a reaction from the vaccine of itching, bumps and rash generalized over the
body.  Patient was encouraged to seek treatment from her primary care physician or urgent care for any unresolved symptoms.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

292535-1

10-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Nodule, Pruritus, Rash, Rash generalised

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Oct-2007

Received Date

Prex Vax Illns:

VARCEL
HEP

MNQ
IPV
TDAP
HPV4

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
SANOFI PASTEUR
SANOFI PASTEUR
SANOFI PASTEUR
MERCK & CO. INC.

1175U
B409AA

U2171AA
Z10692
C26388AA
0927U

1

0

0
0

Right arm
Left arm

Right arm
Left arm
Left arm

Right arm

Subcutaneously
Intramuscular

Intramuscular
Subcutaneously
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4851
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Sep-2007
Vaccine Date

23-Sep-2007
Onset Date

5
Days

10-Oct-2007
Status Date

TX
State Mfr Report Id

3 events: #1 ~10 days afer Gardasil injection #1 on 7/26/07,, pt awoke with nearly complete amnesia of events of the day before and confusion as to her
whereabouts lasting ~ 1 hour; was somnolent , fell asleep, improved within a few hours after awakening. No history of any such episode previously. Event #2- 5
minutes after receiving Gardasil injection #2 on 9/18/07, patient became faint, diaphoretic and nearly lost consciousness. Quickly recovered. No prior history of
such reaction to vaccinations. EVENT #3 - ~ 5 DAYS AFTER SECOND GARDASIL VACCINATION ON 9/18/07, PATIENT EXPERIENCED A GENERALIZED
SEIZURE, NEW ONSET. FULL EVALUATION IN ER REVEALED NO OTHER ABNORMALITIES. RESULTS OF 48 HOUR AMBULATORY EEG MONITOR
ARE PENDING. SHE HAS BEEN RECIEVING AED, TOPAMAX, AT LOW DOSE WITHOUT RECURRENCE OF SEIZURES.

Symptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

MRI, CT HEAD, EEG, 48 HOUR AMBULATORY EEG, BLOOD TESTS
mild GE reflux

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

292538-1

10-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Amnesia, Confusional state, Convulsion, Hyperhidrosis, Presyncope, Somnolence, Syncope

 ER VISIT, NOT SERIOUS

Related reports:   292538-2

Other Vaccine
09-Oct-2007

Received Date

none prior~ ()~NULL~~In PatientPrex Vax Illns:

HPV4 MERCK & CO. INC. 0188U 1 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4852
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
03-Dec-2007
Status Date

TX
State

WAES0711USA04187
Mfr Report Id

Information has been received from a physician concerning a physician's 17 year old daughter who was vaccinated (date not reported) intramuscularly (site not
reported) with the 1st dose of Gardasil (lot # not reported). The physician reported that the patient developed some twitching (not specific) after the 1st dose of
Gardasil (lot # not reported). The patient experienced a "grand mal seizure" after being vaccinated intramuscularly (site not reported) with the 2nd dose of
Gardasil (date and lot # not reported). The patient was diagnosed with "juvenile myotonic epilepsy" after a 48-hour EEG. The physician reported that the patient
will not be receiving the 3rd dose of Gardasil. The patient did received unspecified medical attention and is currently on anti-seizure medication. At the time of
this report the patient's outcome is unknown. Upon internal review, the patient's epilepsy was considered an other important medical event. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

electroencephalography - juvenile myotonic epilepsy
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

292538-2

03-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Grand mal convulsion, Muscle twitching, Myoclonic epilepsy

 ER VISIT, NOT SERIOUS

Related reports:   292538-1

Other Vaccine
30-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4853
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Oct-2007
Status Date

OH
State Mfr Report Id

Nausea, dizziness, tingling in face.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

292572-1

12-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Nausea, Paraesthesia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
10-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1062U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4854
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Oct-2007
Vaccine Date

02-Oct-2007
Onset Date

1
Days

12-Oct-2007
Status Date

CA
State Mfr Report Id

Pt has inflammation and erythema 2 inches in diameter. + tenderness and pruritus.Symptom Text:

Other Meds:
Lab Data:
History:

NoPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

292580-1

12-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Inflammation, Pruritus, Tenderness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
10-Oct-2007

Received Date

Prex Vax Illns:

VARCEL
TDAP
HPV4

MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.

0824U
C2770AA
0171U

0
0
0

Right arm
Left arm

Right arm

Subcutaneously
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4855
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Sep-2007
Vaccine Date

14-Sep-2007
Onset Date

2
Days

12-Oct-2007
Status Date

MO
State Mfr Report Id

Intermittent facial swelling since vaccine administered. Benadryl given orally.Symptom Text:

NoneOther Meds:
Lab Data:
History:

Annual PAP smearPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

292581-1

12-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Swelling face

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
10-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0011U 0 Gluteous maxima Intramuscular



10 JUN 2008 06:27Report run on: Page 4856
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Sep-2007
Vaccine Date

07-Oct-2007
Onset Date

9
Days

12-Oct-2007
Status Date

NH
State Mfr Report Id

Acute appendicitis 10/11/07-ER records received with report for DOS 10/8/07-Developed nausea, fever, chills, headaches and neck stiffness. No neurological
complaints, no numbness or tingling. PE: some rigidity moving her neck from side to side.LP performed. Admitted with possible meningitis.  11/16/07-for DOS
10/7/07-DC DX: acute nonperforated appendicitis. Presented to ED 3 days prior with C/O pain in lower abdomen most in right lower quadrant.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Pelvic u/s 10/7/07 -> appendicitis 11/16/07-records received-CT documented appendiciits. White count slightly elevated.
Possible allergic rhinitis, Acne, otherwise healthy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

292587-1 (S)

21-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Appendicitis, Chills, Headache, Musculoskeletal stiffness, Nausea, Pyrexia

 ER VISIT, HOSPITALIZED, SERIOUS

Other Vaccine
10-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0930U 2 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4857
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Oct-2007
Vaccine Date

09-Oct-2007
Onset Date

0
Days

11-Oct-2007
Status Date

MA
State Mfr Report Id

within minutes of the HPV vaccine my daughter started feeling lightheaded, once we sat down her eyes started to roll back, her hands stiffened,her back
arched, she made a screaching noise, appeared to be a seizure, she came to before the nurse got there, she did not remember what had happened to her.
She said her ears felt blocked and her eyes were sensitive to light that night.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

292612-1

11-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Dizziness, Ear discomfort, Gaze palsy, Immediate post-injection reaction, Musculoskeletal stiffness, Opisthotonus, Photophobia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
10-Oct-2007

Received Date

Prex Vax Illns:

MEN
HPV4

UNKNOWN MANUFACTURER
MERCK & CO. INC.

?
?

0
0

Right arm
Left arm

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 4858
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Jul-2007

Vaccine Date
26-Jul-2007
Onset Date

0
Days

13-Mar-2008
Status Date

NM
State

WAES0708USA02586
Mfr Report Id

Information has been received from a physician concerning a 20 year old female who on 26-JUL-2007 was vaccinated IM with the first dose of Gardasil
(Lot#0530U).  Concomitant therapy included PULMICORT, CLARITIN, albuterol and ORTHO EVRA.  On 26-JUL-2007 post vaccination the patient fainted.  The
physician reported that he found out after administering the vaccine that the patient had not eaten that morning.  Subsequently, before leaving the physician's
office that day the patient had recovered from the event.  Additional information has been requested.

Symptom Text:

albuterol; PULMICORT; ORTHO EVRA; CLARITINOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

292669-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0530U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4859
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Mar-2008
Status Date

CT
State

WAES0708USA01489
Mfr Report Id

Information has been received from a licensed practical nurse concerning a 19 year old female, with no pertinent medical history, who in March 2007, was
vaccinated IM with a 0.5 ml first dose of Gardasil.  There was no concomitant medication.  In March 2007, the patient felt dizzy and lightheaded.  The patient
had the symptoms one week after the vaccination.  Unspecified medical attention was sought.  Subsequently, the patient recovered from feeling dizzy and
lightheaded.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

292670-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4860
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Jul-2007

Vaccine Date
24-Jul-2007
Onset Date

0
Days

13-Mar-2008
Status Date

--
State

WAES0708USA04672
Mfr Report Id

Information has been received from a registered nurse concerning a 20 year old female who on 24-JUL-2007, was vaccinated with a second dose of Gardasil in
her left deltoid (Lot# 658222/0927U).  On 24-JUL-2007, after receiving the vaccination, the patient stated that she wasn't feeling well.  She became
unresponsive, jerking movements of the upper body times two.  After approximately one to two minutes, the patient began to respond and speak to the
reporter.  A cold cloth was applied to her face and neck.  Her blood pressure was assessed at 90/64.  Emergency medical technicians were called and
responded.  They assessed the patient and the patient refused to transfer via the ambulance to the hospital emergency room.  The patient awaited a family
member who stated that the patient had had this same type of reaction to injections before (not further specified).  On 24-JUL-2007, the patient recovered from
the events.  Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
the patient had had this same type of reaction to injections before

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

292671-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dyskinesia, Malaise, Unresponsive to stimuli

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0927U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4861
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Aug-2007
Vaccine Date

20-Aug-2007
Onset Date

0
Days

13-Mar-2008
Status Date

--
State

WAES0708USA04690
Mfr Report Id

Information has been received from a nurse practitioner concerning an 11 year old female who on 20-AUG-2007 was vaccinated with Gardasil.  On 20-AUG-
2007 the patient felt dizzy.  Patient outcome was unknown.  No further information is available.  A 13 year old's experiences were also reported after Gardasil
(WAES 0709USA01953).

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

292672-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4862
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Aug-2007
Vaccine Date

09-Aug-2007
Onset Date

0
Days

13-Mar-2008
Status Date

OH
State

WAES0708USA04696
Mfr Report Id

Information has been received from a registered nurse concerning an 18 year old female with no current illnesses and an allergy to Bactrim and amoxicillin who
on 09-AUG-2007 at 1030 hours was vaccinated in the left deltoid with the first dose of Gardasil.  At 1035 hours, the patient left the exam room and walked to
the check out window stating that she did not feel well and was placed in a chair.  The patient became non-responsive with jerky movements X2 of the upper
body.  A cold cloth was placed to her face.  Ammonia salts was given.  After approximately 1-2 minutes, she became responsive and was assisted to the exam
table.  Her blood pressure was 102/64.  She rested for approximately 5 minutes and sat up stating she felt better.  The patient's sister reported that she had a
prior history of fainting with injections.  The patient left and was accompanied under arm by her sister.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Drug hypersensitivityPrex Illness:

Syncope

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

292673-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure, Dyskinesia, Malaise, Unresponsive to stimuli

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0927U 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 4863
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Mar-2008
Status Date

NY
State

WAES0708USA04726
Mfr Report Id

Initial and follow up information has been received from a physician and a nurse, concerning an unknown number of female patients who were vaccinated with
a dose of Gardasil.  The physician indicated that 10 to 15 minutes after the vaccination was administered, "about a quarter" (25%) of the patients had fainted.
At the time of this report, the outcome of the events were unknown.  The patients did not seek medical attention.  Follow up information from the nurse
indicated that there was no "trend" to the patients fainting, and it occurred with different lot numbers.  She stated that they will keep track of these episodes in
the future.  No further information on individual patients was available.  No further information is expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292674-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4864
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Nov-2006
Vaccine Date

Unknown
Onset Date Days

13-Mar-2008
Status Date

CA
State

WAES0708USA04735
Mfr Report Id

Information has been received from a physician, via a company representative, concerning a female college student (age not specified), who on approximately
24-NOV-2006 ("9 months ago") was vaccinated with the first dose of Gardasil (lot # not provided). Concomitant therapy included hormonal contraceptives
(unspecified). Following the vaccination (duration of time not specified), she developed hives and swelling of her arm. After "about a week" she recovered from
the events. The patient sought unspecfieid medical attention. Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292675-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Oedema peripheral, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4865
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Aug-2007
Vaccine Date

23-Aug-2007
Onset Date

2
Days

13-Mar-2008
Status Date

--
State

WAES0708USA04737
Mfr Report Id

Information has been received from a licensed practical nurse concerning a 26 year old female with an allergy to penicillin, amoxicillin, morphine and acyclovir
who on 21-AUG-2007 was vaccinated with the first dose of Gardasil (lot# 654539/0742U) intramuscularly in the left deltoid of the upper arm.  Concomitant
therapy included birth control (unspecified) and vitamins (unspecified).  On 23-AUG-2007 the patient broke out in rash from the waist up, red but not itchy.  She
did not feel right.  She felt "crappy".  The patient had not recovered.  No lab testing was performed.  Additional information has been requested.

Symptom Text:

hormonal contraceptives; vitamins (unspecified)Other Meds:
Lab Data:
History:

Drug hypersensitivityPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

292676-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Malaise, Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0742U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4866
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Aug-2007
Vaccine Date

13-Aug-2007
Onset Date

0
Days

13-Mar-2008
Status Date

FL
State

WAES0708USA04738
Mfr Report Id

Information has been received from a physician concerning an 18 year old female who on 13-AUG-2007 was vaccinated intramuscularly with a second dose of
Gardasil (lot#65822/0927U). On 13-AUG-2007 the patient described the vaccine as being "very painful." The patient did not seek medical attention. On 13-
AUG-2007 the patient recovered before leaving the physician's office. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

292677-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0927U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4867
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Aug-2007
Vaccine Date

10-Aug-2007
Onset Date

0
Days

13-Mar-2008
Status Date

FL
State

WAES0708USA04739
Mfr Report Id

Information has been received from a physician concerning a 15 year old female who on 10-AUG-2007 was vaccinated IM with a first dose of Gardasil (Lot #
658222/0927U).  Concomitant vaccination included MENACTRA.  On 10-AUG-2007 the patient felt woozy after the vaccination but didn't feel completely faint.
It was reported that the patient had not eaten all day.  The physician had the patient stay for an hour.  The patient left the office fully recovered.  Additional
information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

292678-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
0927U

0
0

Unknown
Unknown

Unknown
Intramuscular



10 JUN 2008 06:27Report run on: Page 4868
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Mar-2008
Status Date

MA
State

WAES0708USA04740
Mfr Report Id

Information has been received from a physician, via a company representative, concerning a 14 year old female patient, who on an unknown date was
vaccinated with the first dose of Gardasil (Lot # not provided).  The day after the vaccination, she developed a swollen arm and started to vomit.  At the time of
this report, the outcome of the event was unknown.  The patient sought unspecified medical attention.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

292679-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Oedema peripheral, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4869
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Aug-2007
Vaccine Date

22-Aug-2007
Onset Date

0
Days

13-Mar-2008
Status Date

PA
State

WAES0708USA04749
Mfr Report Id

Information has been received from the pregnancy registry via a physician concerning an 18 year old female who on 22-AUG-2007 was vaccinated IM with a
0.5 ml first dose of Gardasil (lot # 658822/0927U). Concomitant therapy included DEPO-PROVERA. The physician stated that the patient was diagnosed with a
urinary tract infection on 22-AUG-2007. The patient had a urinalysis (results not reported). On 24-AUG-2007 the patient spoke with the physician by phone to
report she was two weeks pregnant. The patient last menstrual period was 10-AUG-2007 and estimated of delivery was 15-MAY-2008. Additional information is
not expected.

Symptom Text:

Depo-ProveraOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP=8/10/2007)Prex Illness:

diagnostic urinalysis results not provided

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

292680-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Urinary tract infection

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0927U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4870
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Mar-2008
Status Date

FL
State

WAES0708USA04760
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated intramuscularly with a dose of Gardasil.  Subsequently the patient
became woozy "almost immediately after vaccination".  Medical attention was not sought.  The patient recovered before leaving the office.  Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292681-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4871
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Mar-2008
Status Date

FL
State

WAES0708USA04761
Mfr Report Id

Information has been received from a physician concerning a female (age unknown), who, on an unspecified date, was vaccinated intramuscularly with a dose
of Gardasil.  Subsequently, almost immediately after receiving the vaccination the patient became very lightheaded.  The patient did not seek medical attention.
 The patient recovered within five minutes after the vaccine was administered.  No product quality complaint was involved.  Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292682-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Immediate post-injection reaction

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4872
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Mar-2008
Status Date

FL
State

WAES0708USA04762
Mfr Report Id

Information has been received from a physician concerning a female (age unknown), who, on an unspecified date, was vaccinated intramuscularly with a dose
of Gardasil.  Subsequently, almost immediately after receiving the vaccination, the patient became very lightheaded.  The patient did not seek medical
attention.  The patient recovered within five minute after the vaccine was administered.  No product quality complaint was involved.  Additional information has
been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292683-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Immediate post-injection reaction

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4873
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Jun-2007
Vaccine Date

17-Jun-2007
Onset Date

1
Days

13-Mar-2008
Status Date

--
State

WAES0708USA04763
Mfr Report Id

Information has been received from a licensed visiting nurse concerning a 17 year old female who on 16-JUN-2007 was vaccinated with her first dose of
Gardasil, 0.5 mL injection (Lot # 658556/U). After her first dose of Gardasil, on 17-JUN-2007 the patient developed bruising the size of a baseball on her right
arm around the injection site. On an unspecified date the patient recovered from bruising around the injection site. On an unspecified date the patient received
her second dose of Gardasil on her left arm and did not report any bruising. It was reported that the patient sought medical attention in the office. PQC was not
involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

292684-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site bruising

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1060U Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4874
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Aug-2007
Vaccine Date

14-Aug-2007
Onset Date

0
Days

13-Mar-2008
Status Date

IL
State

WAES0708USA04776
Mfr Report Id

Information has been received from an emergency medical technician concerning a 22 year old female student with no pertinent medical history , who on 14-
AUG-2007 at 11:15 am was vaccinated IM in the left deltoid with a first dose of Gardasil (lot # 658556/1060U).  On 14-AUG-2007 at 11:30 am, the patient
experienced a syncopal episode and hypotension that lasted 5-10 seconds.  The patient had not had a recollection of the event.  On 14-AUG-2007, the patient
recovered from syncopal episode and hypotension.  Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

blood pressure, 08/14/07, results not reported
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

292685-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hypotension, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1060U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4875
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Mar-2008
Status Date

--
State

WAES0708USA04777
Mfr Report Id

Information has been received from a registered nurse concerning a female who was vaccinated on an unspecified date with a first dose of Gardasil.
Subsequently the patient fainted. The patient fully recovered without complication. The patient was vaccinated on an unspecified date with a second dose of
Gardasil. Subsequently the patient developed a migraine headache. The patient contacted the office. The patient fully recovered without complication.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292686-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Migraine, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4876
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Aug-2007
Vaccine Date

21-Aug-2007
Onset Date

0
Days

13-Mar-2008
Status Date

MN
State

WAES0708USA04787
Mfr Report Id

Information has been received from a physician concerning a 21 year old female who on 21-AUG-2007 was vaccinated with a second dose of Gardasil lot #
0530U.  Concomitant therapy included ZYRTEC.  The physician reported that on 21-AUG-2007 the patient developed red itchy rash on her face that spread to
her arms and chest.  The outcome was unknown.  Additional information has been requested.

Symptom Text:

ZYRTECOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

292687-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Rash pruritic

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0530U 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4877
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Jun-2007
Vaccine Date

27-Jun-2007
Onset Date

0
Days

22-Feb-2008
Status Date

--
State

WAES0708USA04803
Mfr Report Id

Information has been received from a consumer concerning her daughter who on 27-JUN-2007 was vaccinated with a first dose of Gardasil and on 22-AUG-
2007 was vaccinated with a second dose of Gardasil.  The reporter reported that after each dose her daughter experienced dizziness and disorientation.  She
mentioned that after the 1st injection her daughter experienced dizziness and disorientation for "a while."  She indicated that after she received her second
dose of Gardasil the dizziness and disorientation returned and was worse than the first time.  She was not sure if her daughter should receive her last injection
or not.  It was unknown if patient sought medical attention.  As of this report day the patient had not recovered.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292688-1

22-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Disorientation, Dizziness, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Jun-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4878
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Aug-2007
Vaccine Date

08-Aug-2007
Onset Date

0
Days

13-Mar-2008
Status Date

CA
State

WAES0708USA04819
Mfr Report Id

Information has been received from a physician's assistant concerning a 13 year old female with no known drug allergies who on 08-AUG-2007 was vaccinated
IM in the left deltoid with the second vaccination of Gardasil (Lot # 655620/0171U).  The date of the patient's first vaccination was not reported.  It was reported
that the patient was not instructed to wait the minimum 15 minutes post vaccination and left the office with her family.  As she walked to the car she reported
that she felt dizzy.  She then fell and hit the occipital area of her head.  Paramedics were called and the patient was transported to the ER.  A head CT scan
was performed which was normal.  The event was diagnosed as a syncopal episode.  At the time of the report it was unknown if the patient had recovered from
the event.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

head computed axial, 08/08/07, normal
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

292689-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Fall, Head injury, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0171U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4879
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Mar-2008
Status Date

--
State

WAES0708USA04820
Mfr Report Id

Information has been received from a registered nurse concerning her 19 year old daughter who on an unspecified date was vaccinated in the buttocks with a
first dose of Gardasil.  Subsequently the patient developed pain at the injection site that was "black and blue".  On 23-AUG-2007 the patient was vaccinated in
the buttocks with a 1.5 inch needle with a 10 cc syringe second dose of Gardasil.  Subsequently the "drug leaked out."  At the time of the report the patient's
outcome was unknown.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

292690-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug administered at inappropriate site, Injection site bruising, Injection site extravasation, Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Gluteous maxima Unknown



10 JUN 2008 06:27Report run on: Page 4880
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Mar-2008
Status Date

--
State

WAES0708USA04830
Mfr Report Id

Information has been received from a physician concerning his daughter who was vaccinated with Gardasil. A few days after Gardasil, she experienced flu-like
symptoms, sore throat, and lesions on her throat. A few days after that, she experienced cutaneous lesions in her genital area. She was tested for herpes
which was negative. "BBC" and complete work were performed (results not provided). The patient subsequently recovered. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

herpes simplex virus neg
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292691-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Genital lesion, Influenza like illness, Pharyngolaryngeal pain, Throat lesion

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4881
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Mar-2008
Status Date

PA
State

WAES0708USA04836
Mfr Report Id

Information has been received from a nurse concerning female patients who were vaccinated with a dose of Gardasil.  Subsequently the patients fainted.
Subsequently, the patients recovered.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292692-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4882
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Mar-2008
Status Date

PA
State

WAES0708USA04837
Mfr Report Id

Information has been received from a nurse concerning female patients who were vaccinated with a dose of Gardasil.  Subsequently the patients fainted.
Subsequently, the patients recovered.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292693-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4883
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Mar-2008
Status Date

PA
State

WAES0708USA04838
Mfr Report Id

Information has been received from a nurse concerning female patients who was vaccinated with a dose of Gardasil. Subsequently the patients fainted.
Subsequently, the patients recovered. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292694-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4884
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Mar-2008
Status Date

PA
State

WAES0708USA04839
Mfr Report Id

Information has been received from a nurse concerning female patients who were vaccinated with a dose of Gardasil.  Subsequently the patients fainted.
Subsequently, the patients recovered.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292695-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4885
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Oct-2007
Vaccine Date

08-Oct-2007
Onset Date

0
Days

12-Oct-2007
Status Date

--
State

WAES0710USA01924
Mfr Report Id

Information has been received from a medical assistant concerning a 14 year old female who on 08-OCT-2007 was vaccinated with her first dose of Gardasil
(lot # 1208F/654741). There was no concomitant medication reported. On 08-OCT-2007, about 10 minutes after the vaccination, the patient fell out of her chair
and had a seizure that lasted about 5 seconds. The patient quickly recovered from the seizure, but did not remember the event. The patient was seen in the
physician's office. No other symptoms were noted. Upon internal review, seizure was determined to be an other important medical event. Additional information
has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

292700-1

12-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Fall

 ER VISIT, NOT SERIOUS

Other Vaccine
11-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4886
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Oct-2007
Status Date

--
State

WAES0710USA00489
Mfr Report Id

Information has been received from a registered nurse concerning a female (age not reported) who on an unspecified date was vaccinated with Gardasil.
Concomitant medication was not reported. Subsequently on an unspecified date, the patient experienced transverse myelitis which required hospitalization.
Unspecified medical attention was sought. The outcome of the event was not reported. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292701-1 (S)

12-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Myelitis transverse

 EXTENDED HOSPITAL STAY, HOSPITALIZED, SERIOUS

Other Vaccine
11-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4887
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Sep-2007
Vaccine Date

26-Sep-2007
Onset Date

1
Days

12-Oct-2007
Status Date

--
State Mfr Report Id

9*25-07 Vaccine RUE 9-25 thru 10-11 right elbow and wrist pain on ROM only 10-11 when getting out of bed face to floor secondary to ? right or ? left sided
weakness no LOC symptoms resolved after walking around no further episode. Injection site - erythema, - edema - fever.

Symptom Text:

None BCP onlyOther Meds:
Lab Data:
History:

NonePrex Illness:

refer to PMD
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

292729-1

15-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Asthenia, Fall, Injection site erythema, Injection site oedema, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
11-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0522U 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4888
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Oct-2007
Vaccine Date

09-Oct-2007
Onset Date

1
Days

12-Oct-2007
Status Date

MI
State Mfr Report Id

10/05/2007 P/C from Mom.  States patient started complaining of discomfort right arm the  morning of 10/03/2007, before school.  Stated it hurt to lift her arm.
After school that day she had swelling and redness right arm. Thursday, Oct. 4, complained of increased redness to elbow, hurt under right armpit.  Still had
swelling.  Site was warm to touch.  On Friday, Oct 5th, less sore, decreased swelling, decreased redness - improving.  On Sunday, Oct 7th, site was "itchy".
On Mon, Oct 8th, no more complaints of discomfort.  Took Motrin while having discomfort, "don't know if it helped."  Never developed any fever.

Symptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

292754-1

12-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Injection site pruritus, Injection site warmth, Limb discomfort, Oedema peripheral

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
11-Oct-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
HEPA

MERCK & CO. INC.
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

1092U
0245U
AHAVB200AA

1
2
0

Right arm
Left arm

Right arm

Subcutaneously
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 4889
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Oct-2007
Vaccine Date

09-Oct-2007
Onset Date

0
Days

19-Oct-2007
Status Date

CA
State Mfr Report Id

Dizziness, loss of hearing, headache, fainting, mild convulsion (erratic arms), pallor, nausea, soreness and itchiness at injection siteSymptom Text:

NoneOther Meds:
Lab Data:
History:

None.  Please note that I strongly disagree with physician's theory that it was a delayed reaction to the stress of getting vaccPrex Illness:

mild asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

292767-1

19-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Deafness, Dizziness, Headache, Injection site pain, Injection site pruritus, Nausea, Pallor, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
11-Oct-2007

Received Date

Prex Vax Illns:

VARCEL
TDAP
HPV4
MNQ

MERCK & CO. INC.
UNKNOWN MANUFACTURER
MERCK & CO. INC.
SANOFI PASTEUR

UN
UN
UN
UN

2

Unknown
Unknown
Unknown
Unknown

Unknown
Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 4890
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Jun-2007
Vaccine Date

11-Oct-2007
Onset Date

120
Days

19-Oct-2007
Status Date

CA
State Mfr Report Id

THE INSURANCE COMPANY HAS NOT PAID FOR THE 2/3 HPV VACCINES DONE ON 6-13-07 AND 8-13-07. THE PROVIDER'S BILLING HAS BILLED THE
INSURANCE FOR THE SAME VACCINE WITH THE BILLING CODE, BUT THE INSURANCE WILL NOT PAY. I HAVE BEEN TOLD THE INSURANCE HAS
ANOTHER CODE, BUT THAT THE FDA HAS SAID THE GARDASIL VACCINE FOR HPV IS RECCOMENDED FOR FEMALES AGES 9 TO 26, SO
INSURANCE COMPANIES DO NOT PAY FOR THE VACCINE IF WOMEN ARE 27 OR OLDER BECAUSE OF THE FDA STATING THE AGES 9 TO 26, EVEN
IF THERE ARE WOMEN 27 AND OLDER WHO HAVE HPV AND GOT THE VACCINE, WHO NEED THEIR INSURANCE TO PAY THE BILL, LIKE MYSELF
WHO IS 28. I HAVE ALSO SENT A COMPLAINT TO THE FDA AND I HAVE CALLED THE AMA. I HAVE SUFFERED CHRONIC PAIN, STRESS, ANXIETY, I
HAVE BEEN ON THE PHONE WITH THE PROVIDER AND THE INSURANCE FOR HOURS ABOUT THIS. FINALLY, I FOUND OUT THE CPT CODE THE
PROVIDER IS USING IS NOT FOR A SPECIFIC AGE GROUP OF 9-26, BUT JUST FOR THE HPV GARDASIL VACCINE. IT IS THE GARDASIL COMPANY
AND FDA SAYING THAT IT IS FOR 9-26 THAT IS MAKING THE INSURANCE COMPANIES REFUSE TO PAY FOR WOMEN 27 AND OLDER GETTING THE
VACCINE. THIS IS AN ADVERSE VACCINE EVENT AND IT IS NOT FAIR. i THINK IT IS FRAUD.

Symptom Text:

PAIN MEDICATION, STOMACH MEDICINE, ALLERGY MEDICATIONOther Meds:
Lab Data:

History:

PAIN MEDICATION, STOMACH MEDICATION, ALLERGY MEDICATION, HIGH RISK FOR CERVICAL CANCER, HPV POSITIVE AT NEED FOR VACCINE
AT HIGH

Prex Illness:

THE CPT CODE IS FOR THE VACCINE, SO THE INSURANCE COMPANIES ARE COMMITING FRAUD BY NOT PAYING FOR WOMEN 27 AND OLDER
WHO GET THE VACCINE, HOW CAN I GET MY INSURANCE COMPANY TO PAY FOR THE VACCINE?
CHRONIC PAIN, ARTHRITIS, TENDONITIS, CHRONIC LOWER BACK L4-L5 DISC PROBLEM,PROBLEM WITH WALKING, VISION IMPAIRED, HEARING
IMPAIRED, WEAR RIGHT WRIST BAND WHEN DRIVING AND WRITING, ALLERGIES

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
28.0

292770-1

19-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anxiety, Pain, Stress

 ER VISIT, NOT SERIOUS

Related reports:   292770-2

Other Vaccine
11-Oct-2007

Received Date

Prex Vax Illns:

HPV4HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4891
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Aug-2007
Vaccine Date

10-Oct-2007
Onset Date

58
Days

18-Oct-2007
Status Date

CA
State Mfr Report Id

HPV vaccine for age 28, needed is CPT code for age 28, it is not fair to only recommend the vaccine for ages 9 to 28, insurance companies are refusing to pay
for the vaccine for anyone 27 and older, due to this when there are women 27 and older who have HPV who get the vaccine and need their insurance to pay for
the vaccine, but the CPT code is being refused to be paid by the insurance because FDA and Gardasil claim the FDA claims Gardasil is for ages 9 to 26
because of the FDA, this is not fair to women ages 27 and older, like me who need the vaccine to be paid for by their insurance, this is insurance fraud, due to
FDA not using wording that the vaccine can be used for women over age 26.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
28.0

292770-2

08-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Unevaluable event

 NO CONDITIONS, NOT SERIOUS

Related reports:   292770-1

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4892
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Mar-2008
Status Date

OH
State

WAES0708USA00412
Mfr Report Id

Information has been received from a nurse concerning a teenage female patient who was vaccinated with a dose of Gardasil.  Subsequently the patient
fainted in the physician's office after receiving the vaccination.  Subsequently, the patient recovered while in the office and was sent home.  The patient did not
require additional medical attention.  This is one of several reports received from the same source.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292778-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4893
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Mar-2008
Status Date

OH
State

WAES0708USA00413
Mfr Report Id

Information has been received from a nurse concerning a teenage female patient who was vaccinated with a dose of Gardasil. Subsequently the patient fainted
in the physician's office after receiving the vaccination. Subsequently, the patient recovered while in the office and was sent home. The patient did not require
additional medical attention. This is one of several reports received from the same source. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292779-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4894
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Jul-2007

Vaccine Date
23-Jul-2007
Onset Date

0
Days

13-Mar-2008
Status Date

PA
State

WAES0708USA00427
Mfr Report Id

Information has been received from a physician concerning a 16 year old female patient who on 23-JUL-2007 was vaccinated IM in to right deltoid with a third
dose of Gardasil lot #0469U.  Concomitant therapy included Tdap and hormonal contraceptives (unspecified).  The physician reported that the patient
developed post vaccination pain at the injection site that radiated to her elbow after she got her third injection on 23-JUL-2007.  Unspecified medical attention
was sought by the patient.  The patient has not recovered as of this report day.  Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

292780-1

14-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

TDAP
HPV4

UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
0469U 2

Unknown
Right arm

Unknown
Intramuscular



10 JUN 2008 06:27Report run on: Page 4895
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Mar-2008
Status Date

--
State

WAES0708USA00447
Mfr Report Id

Information has been received from a registered nurse concerning a 14 year old female who was vaccinated with a dose of Gardasil. Concomitant therapy
included MMR II and another unspecified vaccine. Subsequently the patient broke into a rash on the site where the Gardasil was given. Unspecified medical
attention was sought. Subsequently, the patient recovered from the rash after three days. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

292781-1

14-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site rash

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

MMR
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 4896
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Aug-2007
Vaccine Date

01-Aug-2007
Onset Date

0
Days

13-Mar-2008
Status Date

VA
State

WAES0708USA00461
Mfr Report Id

Information has been received from a physician concerning a 15 year old female who on 01-AUG-2007 was vaccinated with the first dose of Gardasil.  On 01-
AUG-2007 the patient experienced muscle tenseness in her arms, legs and torso, tremors and a weak pulse.  Subsequently, the patient recovered from muscle
tenseness in her arms, legs and torso, tremors and weak pulse on the same day.  Medical attention was sought.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

292782-1

14-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pulse pressure decreased, Tension, Tremor

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4897
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Aug-2007
Vaccine Date

01-Aug-2007
Onset Date

0
Days

17-Mar-2008
Status Date

NM
State

WAES0708USA00486
Mfr Report Id

Information has been received from a physician concerning a 16 year old female who on 01-AUG-2007 was vaccinated with the second dose of Gardasil and
fainted 2-3 minutes after receiving the vaccine. The patient recovered that same day. Medical attention was sought. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

292783-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4898
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Jul-2007

Vaccine Date
05-Jul-2007
Onset Date

0
Days

17-Mar-2008
Status Date

AR
State

WAES0708USA00537
Mfr Report Id

Information has been received from a Registered Nurse concerning a 20 year old female with an aspirin allergy who on 05-JUL-2007 was vaccinated with
Gardasil (Lot#657736/0389U). There was no concomitant medication. On 05-JUL-2007 the patient experienced dizziness and low grade fever. Subsequently,
the patient recovered from dizzy and low grade fever the next day. Medical attention was sought. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Drug hypersensitivityPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

292784-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0389U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4899
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-May-2007
Vaccine Date

29-May-2007
Onset Date

0
Days

17-Mar-2008
Status Date

TX
State

WAES0708USA00536
Mfr Report Id

Information has been received from a medical assistant concerning an 18 year old female patient who on 29-MAY-2007 at 11:00 AM, was vaccinated into the
left arm with a first dose of Gardasil. Suspect therapy included MENACTRA and VAQTA (manufacturer unknown). After administration of the vaccine's the
patient experienced a vasovagal reaction. The patient was "O.K." after 10 to 20 minutes. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

292785-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope vasovagal

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

MNQ
HEPA
HPV4

SANOFI PASTEUR
MERCK & CO. INC.
MERCK & CO. INC.

NULL
NULL
NULL 0

Unknown
Unknown
Unknown

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 4900
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
30-Jul-2007

Vaccine Date
Unknown

Onset Date Days
14-Mar-2008
Status Date

--
State

WAES0708USA00544
Mfr Report Id

Initial and follow-up information has been received from a registered nurse concerning 8 to 9 patients who on approximately 30-JUL-2007 were vaccinated with
the first or second dose of Gardasil (lot not reported).  Subsequently the patients experienced swollen arms, low grade fever and tight chestness.  The patients
sought unspecified medical attention.  The outcome was not reported.  There was no product quality complaint involved.  Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

body temp, low grade fever
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292786-1

14-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Chest discomfort, Oedema peripheral, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4901
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Jun-2007
Vaccine Date

21-Jun-2007
Onset Date

1
Days

17-Mar-2008
Status Date

CO
State

WAES0708USA00545
Mfr Report Id

Information has been received from a health professional concerning a 12 year old female who on 20-JUN-2007 was vaccinated on the left side with a second
dose of Gardasil (lot # 657737/0522U). Suspect therapy included on the left side a second dose of Varivax (lot # 657406/0516U). Other concomitant therapy
included on the left side a second dose of ADACEL (lot # C73444). On 21-JUN-2007 the patient developed an 8.5 cm x 4.5 cm area of erythema and
tenderness. Subsequently on an unspecified date, the patient recovered from the erythema and tenderness. Additional information is not expected.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

292787-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Tenderness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
TDAP

MERCK & CO. INC.
MERCK & CO. INC.
SANOFI PASTEUR

0516U
0522U
C73444

1
1
1

Unknown
Unknown
Unknown

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 4902
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jun-2007
Vaccine Date

01-Jun-2007
Onset Date

0
Days

17-Mar-2008
Status Date

--
State

WAES0708USA00550
Mfr Report Id

Information has been received from the mother of a 20 year old female with no known medical history and no known drug reactions/allergies who "sometime in
June" 2007, was vaccinated intramuscularly with a dose of Gardasil (lot # not reported). Concomitant therapy included unspecified "birth control pill". "Two to
three weeks after first dose", the patient experienced three heat exhaustion episodes that included fainting since she began the Gardasil dosing schedule in
June. The patient sought unspecified medical attention. The patient's three heat exhaustion episodes and fainting persisted. there was no product quality
complaint involved. Additional information has been requested.

Symptom Text:

Therapy unspecifiedOther Meds:
Lab Data:
History:
Prex Illness:

Computed axial - results not provided; hematology - results not provided.
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

292788-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Heat exhaustion, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4903
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Mar-2008
Status Date

--
State

WAES0708USA00600
Mfr Report Id

Information has been received from a nurse practitioner concerning a female patient with an allergy to grapes who was vaccinated with a dose of Gardasil.
Subsequently, the patient experienced an anaphylactic reaction. Upon further contact with the patient, the patient shared she had eaten grapes at an Italian
restaurant and that "was what caused the reaction." At the time of this report, the patient's outcome was unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

HypersensitivityPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292789-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anaphylactic reaction

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4904
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Dec-2006
Vaccine Date

20-Dec-2006
Onset Date

0
Days

17-Mar-2008
Status Date

KY
State

WAES0708USA00619
Mfr Report Id

Initial and follow up information has been received from a certified medical assistant (CMA), concerning a 16 year old female patient, who on 20-DEC-2006 was
vaccinated IM in the arm, with the second dose, 0.5ml, of Gardasil (Lot # not provided). The CMA reported that the patient was "late" with receiving the
vaccination, and added that the patient complained that "the medicine burned." At the time of this report, the patient had recovered from the event (date and
duration not specified). The patient sought unspecified medical attention. The CMA reported other "young teenaged" patients also experienced the medicine
burning when vaccinated with Gardasil (lot # not provided) (WAES #0708USA01332). Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

292790-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Burning sensation, Inappropriate schedule of drug administration

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4905
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Mar-2008
Status Date

NY
State

WAES0708USA00622
Mfr Report Id

Information has been received from a physician, via a company representative, concerning the physician's daughter (age not reported), who was vaccinated IM
on unspecified dates with the first dose and the second dose of Gardasil (Lot # not provided).  Following both the first vaccination and the second vaccination,
his daughter experienced nausea, and dizziness that lasted for "about a day afterwards."  The physician indicated he was planning to proceed with the third
vaccination for his daughter.  The patient sought unspecified medical attention.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292791-1

14-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Nausea, Vaccine positive rechallenge

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4906
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Jul-2007

Vaccine Date
31-Jul-2007
Onset Date

0
Days

14-Mar-2008
Status Date

TX
State

WAES0708USA00628
Mfr Report Id

Initial and follow up information has been received from a physician, concerning a 15 year old female patient with drug hypersensitivity to cephalosporin,
CEFTIN, penicillin and sulfonamide, who on 31-JUL-2007 (previously reported as 01-AUG-2007), at 4:15pm, was vaccinated IM in the left arm, with the first
dose of Gardasil (Lot # 658490/0802U).  There was no illness at the time of vaccination.  On 31-JUL-2007, at 6:00pm, the patient developed a rash/hives on
her trunk.  The physician indicated an office visit was not required, and did not specify treatment.  On 02-AUG-2007, the patient had recovered from the hives.
No further information is expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Drug hypersensitivity; allergic reaction to antibiotics; penicillin allergy; sulfonamide allergyPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

292792-1

14-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0802U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4907
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Jul-2007

Vaccine Date
31-Jul-2007
Onset Date

0
Days

14-Mar-2008
Status Date

--
State

WAES0708USA00632
Mfr Report Id

Information has been received from a consumer concerning her 14 year old daughter, with pertinent medical history, who on 29-MAY-2007 was vaccinated with
a first dose of Gardasil.  The mother reported that her daughter didn't have any reaction.  On 31-JUL-2007, the patient was vaccination IM with a 0.5 ml second
dose of Gardasil (lot # 655205/1426F).  There was no concomitant medication.  On 31-JUL-2007 the patient fainted twice but got up but complained about her
arms felt rigid and tingling.  The mother reported that the patient's eyes were looking upward when the incident happened and all the reporter could see was the
whites on the patient's eye balls.  The patient's hands were in claw like position.  The patient was taken to the emergency room and was diagnosed with
vasovagal.  The mother noted that the patient was fine now and just experienced a mild headache but had recovered totally.  It was reported that the patient
recovered "after 24 hours".  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
On 29-MAY-2007 was vaccinated with a first dose of Gardasil.  The mother reported that her daughter didn't have any reaction.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

292793-1

14-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Gaze palsy, Headache, Muscle rigidity, Paraesthesia, Syncope, Syncope vasovagal

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1426F 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4908
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Aug-2007
Vaccine Date

02-Aug-2007
Onset Date

1
Days

14-Mar-2008
Status Date

--
State

WAES0708USA00638
Mfr Report Id

Information has been received from a registered nurse, via a company representative, concerning a female patient (age not reported), who on 01-AUG-2007
was vaccinated with the first dose, 0.5ml, of Gardasil (Lot # unavailable).  Concomitant and suspect vaccine therapy included VARIVAX (MSD) (lot # not
reported), and Vaqta (manufacturer not specified).  On 02-AUG-2007, the patient developed a rash, that broke out on her feet and hands, though there was no
rash at the injection site.  The patient was scheduled to see her physician, though at the time of this report, the outcome of the event was unknown.  Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292794-1

14-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

VARCEL
HEPA
HPV4

MERCK & CO. INC.
MERCK & CO. INC.
MERCK & CO. INC.

NULL
NULL
NULL 0

Unknown
Unknown
Unknown

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 4909
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Aug-2007
Vaccine Date

01-Aug-2007
Onset Date

0
Days

14-Mar-2008
Status Date

MO
State

WAES0708USA00641
Mfr Report Id

Initial and follow-up information has been received from a certified medical assistant concerning a 14 year old female who on 01-AUG-2007 at 2:00 pm, was
vaccinated IM in the left arm with a first dose of Gardasil (lot # 655849/0263U).  Concomitant vaccination in her right arm included a dose of BOOSTRIX.  On
01-AUG-2007 in the evening, the patient experienced swollen lymph nodes in her neck (left side) and it was painful to the touch.  Unspecified medical attention
was sought.  The patient's swollen lymph nodes in her neck and painful to the touch persisted.  Additional information is not expected.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

292795-1

14-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Lymph node pain, Lymphadenopathy

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

TDAP

HPV4

GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

NULL

NULL 0

Right arm

Left arm

Unknown

Intramuscular



10 JUN 2008 06:27Report run on: Page 4910
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Aug-2007
Vaccine Date

02-Aug-2007
Onset Date

0
Days

14-Mar-2008
Status Date

PA
State

WAES0708USA00688
Mfr Report Id

Information has been received from a physician concerning a 13 year old female who on 02-AUG-2007 was vaccinated with a first dose of Gardasil.  On 02-
AUG-2007 the patient fainted.  Subsequently, the patient recovered from fainted.  It was reported that the patient did not seek medical attention.  Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

292796-1

14-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4911
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-May-2007
Vaccine Date

21-May-2007
Onset Date

0
Days

14-Mar-2008
Status Date

--
State

WAES0708USA00698
Mfr Report Id

Information has been received from a registered nurse concerning a 27 year old female with no pertinent medical history who on 21-MAY-2007 was vaccinated
with a first dose of Gardasil.  There was no concomitant medication. On 28-MAY-2007 the patient experienced pain at injection site.  She also had limited
mobility and severe weakness in the entire arm for six weeks.  Unspecified medical attention was sought.  Subsequently, the patient recovered.  On 27-JUL-
2007, the patient was vaccinated with a second dose of Gardasil.  On approximately 27-JUL-2007 the patient experienced pain at injection site.  Subsequently,
the patient recovered.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
27.0

292797-1

02-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Mobility decreased, Muscular weakness, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0244U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4912
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Mar-2008
Status Date

AZ
State

WAES0708USA00716
Mfr Report Id

Information has been received from a physician concerning a teenage female who on an unspecified date was vaccinated IM with a first dose of Gardasil.
About a week after the vaccination the patient developed "cluster of plantar warts on her one foot".  Unspecified medical attention was sought.  At the time of
the report, the patient's status was unknown.  The patient planned to continue the series.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292798-1

14-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Skin papilloma

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4913
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
31-Jul-2007

Vaccine Date
Unknown

Onset Date Days
14-Mar-2008
Status Date

--
State

WAES0708USA00723
Mfr Report Id

Information has been received from a pharmacist concerning a patient who on 31-JUL-2007 was vaccinated IM with a 0.5ml dose of Gardasil.  On 02-AUG-
2007 the patient was prescribed MEDROL.  The pharmacist reported, "that she did not think that the medication was prescribed to treat an allergic reaction."
The patient's specified details were not known.  Unspecified medical attention was sought.  At the time of the report, the status of the patient was unknown.
Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292799-1

14-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Unevaluable event

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4914
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Mar-2008
Status Date

PA
State

WAES0708USA04840
Mfr Report Id

Information has been received from a nurse concerning female patients who were vaccinated with a dose of Gardasil.  Subsequently the patients fainted.
Subsequently, the patients recovered.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292800-1

14-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 3 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4915
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Mar-2008
Status Date

PA
State

WAES0708USA04841
Mfr Report Id

Information has been received from a nurse concerning female patients who were vaccinated with a dose of Gardasil.  Subsequently the patients fainted.
Subsequently, the patients recovered.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292801-1

14-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4916
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Mar-2008
Status Date

AR
State

WAES0708USA04854
Mfr Report Id

Information has been received from a nurse concerning a 16 year old female who on an unspecified date "couple of weeks ago" was vaccinated with Gardasil
(lot# unknown) injection.  The patient experienced syncope "5 minutes" after receiving the Gardasil vaccination.  Medical attention was sought.  The nurse had
given the patient a Popsicle.  The patient had fully recovered after a couple of minutes and walked out of the office the same day as the vaccination.  Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

292802-1

14-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4917
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Aug-2007
Vaccine Date

09-Aug-2007
Onset Date

1
Days

14-Mar-2008
Status Date

MI
State

WAES0708USA04856
Mfr Report Id

Information has been received from a licensed practical nurse concerning a 12 year old female who on 08-AUG-2007 was vaccinated with her first dose of
Gardasil, intramuscularly (lot# reported at "0727U").  Concomitant therapy on that same date included Tdap and MENACTRA.  On 09-AUG-2007 the patient
experienced severe nausea, vomiting and was bedridden.  The physician advised the patient to stay hydrated.  On 10-AUG-2007, the patient recovered from
severe nausea, vomiting and bedridden.  Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

292803-1

02-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Bedridden, Nausea, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

TDAP
MNQ
HPV4

UNKNOWN MANUFACTURER
SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL
0727U 0

Unknown
Unknown
Unknown

Unknown
Unknown

Intramuscular



10 JUN 2008 06:27Report run on: Page 4918
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Aug-2007
Vaccine Date

23-Aug-2007
Onset Date

0
Days

14-Mar-2008
Status Date

--
State

WAES0708USA04866
Mfr Report Id

Information has been received from a physician concerning a female who on 23-AUG-2007 was vaccinated with the first dose of Gardasil.  On approximately
23-AUG-20007 the patient experienced hives on her neck and face.  The patient sought medical attention from her physician.  Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292804-1

14-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4919
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-May-2007
Vaccine Date

30-May-2007
Onset Date

0
Days

14-Mar-2008
Status Date

--
State

WAES0708USA04893
Mfr Report Id

Information has been received from a licensed practical nurse concerning a 24 year old female with no drug reaction, allergies or pertinent medical history who
on 30-MAY-2007 was vaccinated with her first dose of Gardasil, 0.5 mL, IM (Lot # 658222/0927U).  Concomitant therapy included LOESTRIN FE.  After her
initial vaccination of Gardasil, the patient experienced redness and a feeling of swelling of the throat.  The patient denied any respiratory difficulty.  The
symptoms resolved within three days without requiring treatment and on 02-JUN-2007 the patient fully recovered.  No laboratory studies were performed.  The
patient sought medical attention by calling the office.  Patient Quality Complaints (PQC) was not involved.  On 30-JUL-2007 the patient received her second
dose of Gardasil and did not report any adverse reactions.  Additional information has been requested.

Symptom Text:

LOESTRIN FEOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

292805-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Pharyngeal oedema

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0927U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4920
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Mar-2008
Status Date

--
State

WAES0708USA04902
Mfr Report Id

Information has been received from a nurse, via a company representative concerning a 13 year old female patient, who in August 2007 (during the week of
13-AUG-2007), was vaccinated with the first dose of Gardasil (lot # not provided), and was also vaccinated with a dose of MENACTRA.  About 2 to 3 minutes
after the vaccination was administered, the patient "passed out."  The nurse indicated she was out for approximately 20 to 30 minutes.  She was given a drink
and had a cloth on her head, and was feeling better.  No medical treatment was required.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

292806-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL

0
0

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 4921
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Aug-2007
Vaccine Date

15-Aug-2007
Onset Date

7
Days

14-Mar-2008
Status Date

NJ
State

WAES0708USA04930
Mfr Report Id

Information has been received from a registered nurse concerning a 17 year old female who on 08-AUG-2007 was vaccinated with her second IM dose of
Gardasil.  On 15-AUG-2007 the patient experienced tingling sensations throughout the body.  Medical attention was sought via physician contact.  The patient
was also examined by a neurologist (physician's name and outcome was not known).  The patient's recovery status was unknown.  "It was reported that the
patient did not have any problems with the first dose of Gardasil."  There was not product quality complaint.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
"It was reported that the patient did not have any problems with the first dose of Gardasil."

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

292807-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Paraesthesia

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4922
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Mar-2008
Status Date

--
State

WAES0708USA04943
Mfr Report Id

Information has been received from a registered nurse concerning an approximately 17 year old female who was vaccinated intramuscularly with a first dose of
0. mL Gardasil.  Concomitant therapy included MENACTRA.  Subsequently the patient experienced white patches on back of the tongue and uvula.  The
patches were not painful but could be felt by the patient.  The patient sought unspecified medical attention.  As of 27-AUG-2007 the white patches in the
patient's mouth were almost gone and her mother could see her uvula.  Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

292808-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Tongue discolouration

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL 0

Unknown
Unknown

Unknown
Intramuscular



10 JUN 2008 06:27Report run on: Page 4923
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Mar-2008
Status Date

--
State

WAES0708USA04978
Mfr Report Id

Information has been received from a physician concerning a female 20 years of age or younger with no pertinent medical history who was vaccinated with
Gardasil.  There was no concomitant medication.  Subsequently the patient experienced influenza-like symptoms (headache, some nausea, vomiting and
myalgia) within 24 hours of receiving her first dose of Gardasil.  The patient possibly had a CPK level that was mildly elevated (values not provided).  The
patient was possibly examined in the emergency room but was not admitted.  Subsequently, the patient's symptoms resolved within one to four days.
Unspecified medical attention was sought.  Patient Quality Complaints (PQC) was not involved.  This is one of several reports received from the same source.
Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292809-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Influenza like illness, Myalgia, Nausea, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4924
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-May-2007
Vaccine Date

18-May-2007
Onset Date

0
Days

14-Mar-2008
Status Date

TX
State

WAES0708USA04986
Mfr Report Id

Information has been received from a physician concerning a 26 year old female who on 18-MAY-2007 was vaccinated with the first dose of Gardasil (lot #
657736/0389U) at 11:25 and experienced numbness in her arm for the rest of that day.  The patient did not seek medical attention.  There was no illness
reported at the time of vaccination.  The physician did not learn of this until the patient came in for the second dose of Gardasil which was administered.  On
19-MAY-2007, the patient recovered from numbness in her arm.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

292810-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0389U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4925
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Aug-2007
Vaccine Date

22-Aug-2007
Onset Date

1
Days

14-Mar-2008
Status Date

--
State

WAES0708USA05000
Mfr Report Id

Information has been received from a physician concerning a 12 year old female with penicillin allergy and no other pertinent medical history who, on 21-AUG-
2007, was vaccinated intramuscularly (IM) in the right deltoid with Gardasil (Lot #655620/0171U).  There was no concomitant medication. Within one to two
days (on approximately 22-AUG-2007), she experienced right-sided neck and right shoulder pain.  This was followed by a rash on the right side of neck and
right shoulder.  She was seen in the physician's office on 27-AUG-2007 with blisters that followed a dermatome, ending at midpoint with pain continuing in the
area noted, slight swollen gland on right neck, and complaining of dropping things from the right hand.  She was treated with LORTAB and FAMVIR.  As of 27-
AUG-2007, the patient had not recovered from the right-sided neck and right shoulder pain, blisters, swollen gland, and "dropping things from the right hand."
Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Penicillin allergyPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

292811-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Blister, Lymphadenopathy, Muscular weakness, Musculoskeletal pain, Neck pain, Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0171U Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4926
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Aug-2007
Vaccine Date

27-Aug-2007
Onset Date

0
Days

14-Mar-2008
Status Date

WI
State

WAES0708USA05013
Mfr Report Id

Information has been received from a registered nurse concerning a 15 year old female with no known drug allergies, who in June 2007 was vaccinated with
Gardasil.  There was no concomitant medication.  There was no illness reported at the time of vaccination.  The patient began to feel dizzy and light headed
after receiving her second dose of Gardasil (lot# 658554/0928U) on 27-AUG-2007, while still in the physician's office.  No laboratory/diagnostic tests were
performed.  The patient was diaphoretic and given a wet wash cloth to place on her forehead.  There was no other symptoms or treatment.  The reaction lasted
15 minutes following the injection, also reported as the patient was recovering as of 27-AUG-2007.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

292812-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Hyperhidrosis

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0928U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4927
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Mar-2008
Status Date

--
State

WAES0708USA05054
Mfr Report Id

Information has been received from a physician concerning a 15 year old female who was vaccinated with Gardasil, Varivax, and MENACTRA on the same day
and fainted.  The patient outcome was not provided.  No further information is available.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

292813-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

VARCEL
MNQ
HPV4

MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL
NULL

Unknown
Unknown
Unknown

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 4928
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Aug-2007
Vaccine Date

24-Aug-2007
Onset Date

0
Days

14-Mar-2008
Status Date

AZ
State

WAES0708USA05065
Mfr Report Id

Information has been received from a nurse concerning a 16 year old female who on 24-AUG-2007 was vaccinated with first dose of Gardasil.  Within 5
minutes after receiving the injection, the patient felt light headed, pale, nauseated and looked slightly green.  The patient recovered and walked out of the
office.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

292814-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Nausea, Pallor, Skin discolouration

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4929
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Mar-2008
Status Date

NY
State

WAES0708USA05080
Mfr Report Id

Information has been received from a nurse concerning her 22 year old daughter with allergies to DURACEF and tobramycin who in June 2007, was vaccinated
with Gardasil in the left upper arm.  Concomitant therapy included APRI.  In June 2007, the patient immediately fainted after the administration of her first dose.
 A few days later, she developed a firm nodule at the injection site of the left upper arm near the elbow.  The nodule continued to "crust and peel" intermittently.
She also had intermittent shooting pains from the injection site down to the mid forearm area.  The patient's firm nodule at the injection site, shooting pains from
the injection site down to the mid forearm area and nodule that continued to crust and peel persisted.  Additional information has been requested.

Symptom Text:

APRIOther Meds:
Lab Data:
History:

Drug hypersensitivityPrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

292815-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Injection site induration, Injection site nodule, Injection site pain, Pain in extremity, Scab, Skin exfoliation, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4930
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Aug-2007
Vaccine Date

25-Aug-2007
Onset Date

10
Days

14-Mar-2008
Status Date

CO
State

WAES0708USA05087
Mfr Report Id

Information has been received from a nurse practitioner concerning a 24 year old female who on 15-AUG-2007 was vaccinated with her first dose of Gardasil.
There was no concomitant medication.  On 25-AUG-2007 the patient called the office and reported that she had a rash at the injection site and then it got
progressively worse and spread to her stomach and face.  She took BENADRYL to help the rash.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

292816-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site rash, Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Aug-2007
Vaccine Date

09-Aug-2007
Onset Date

1
Days

14-Mar-2008
Status Date

GA
State

WAES0708USA05123
Mfr Report Id

Information has been received from a health professional concerning her 13 year old daughter with no medical history or allergies who on 08-AUG-2007 at
14:00, was vaccinated with a first dose of Gardasil.  On 09-AUG-2007 in the evening, the patient developed a rash.  It was described by a dermatologist as viral
exanthem.  It was reported to have started near both armpits and spread all over her torso and upper legs.  The rash seemed to disappear after using 1%
hydrocortisone cream which was prescribed by the physician.  On 24-AUG-2007, the patient recovered.  Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

292817-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash, Viral rash

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4932
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Mar-2008
Status Date

--
State

WAES0708USA05140
Mfr Report Id

Information has been received from a physician concerning a female (age not reported) with a history of papilloma viral infection (HPV cervical shedding) who
on an unspecified date was vaccinated with a first dose of Gardasil (lot# unknown).  On an unspecified date the patient was vaccinated with a second dose of
Gardasil.  Subsequently the patient developed a non-pruritic exanthem over her arms and abdomen 4 hours after her second dose of Gardasil.  At the time of
reporting it was unknown if the patient had recovered.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Papilloma viral infection

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292818-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Mar-2008
Status Date

--
State

WAES0708USA05158
Mfr Report Id

Information has been received from a registered nurse concerning a female who was vaccinated with Gardasil.  Subsequently, reported on 20-AUG-2007 that
"in the past few months", the patient fainted.  Subsequently, after ten minutes of lying down, the patient recovered from fainting.  This is one of several reports
received from the same source.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292819-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Mar-2008
Status Date

--
State

WAES0708USA05159
Mfr Report Id

Information has been received from a registered nurse concerning a female who was vaccinated with Gardasil.  Subsequently, reported on 20-AUG-2007 as in
the "past few months", the patient light headed.  Subsequently, after about ten minutes of lying down, the patient recovered from being light headed.  This is
one of several reports received from the same source.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292820-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4935
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Mar-2008
Status Date

PA
State

WAES0708USA05199
Mfr Report Id

Information has been received from a physician assistant concerning a female who was vaccinated with a dose of Gardasil.  Subsequently the patient fainted.
The patient recovered before leaving the office.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292821-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Aug-2007
Vaccine Date

22-Aug-2007
Onset Date

0
Days

17-Mar-2008
Status Date

--
State

WAES0708USA05201
Mfr Report Id

Information has been received from a consumer concerning her 19 year old daughter with no pertinent medical history and no prior drug reactions who on 22-
AUG-2007, was vaccinated with her first dose of Gardasil.  There was no concomitant medication.  On 22-AUG-2007, a few hours after receiving the dose, the
patient developed fever, loss of appetite, chills and loss of energy.  As of 28-AUG-2007, the patient's fever, loss of appetite, chills and loss of energy persisted.
The patient sought medical attention with a physician.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

292822-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anorexia, Asthenia, Chills, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4937
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Jun-2007
Vaccine Date

08-Jul-2007
Onset Date

9
Days

17-Mar-2008
Status Date

--
State

WAES0708USA05208
Mfr Report Id

Information has been received from a registered nurse concerning a 25 year old female with no pertinent medical history who on 29-JUN-2007 was vaccinated
with a first dose of Gardasil.  There was no concomitant medication.  On 08-JUL-2007 the patient was diagnosed with an outbreak of HPV.  The patient sought
medical attention when she returned to the nurse's office for the second vaccination with Gardasil.  As of 28-AUG-2007 the patient had not recovered.
Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

292823-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Papilloma viral infection

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4938
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Mar-2008
Status Date

CA
State

WAES0708USA05225
Mfr Report Id

Information has been received from a nurse practitioner concerning a female who was vaccinated intramuscularly with a 0.5 ml first dose of Gardasil.
Subsequently the patient had a Pap test that resulted in an abnormal result.  The patient had a biopsy which came back negative.  The patient had not decided
if she will continue with the dosing schedule.  At the time of the report the patient's outcome was unknown.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Papanicolaou smear abnormalPrex Illness:

biopsy, negative; Pap test, abnormal

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292824-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Smear cervix abnormal

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4939
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Aug-2007
Vaccine Date

27-Aug-2007
Onset Date

0
Days

17-Mar-2008
Status Date

AZ
State

WAES0708USA05240
Mfr Report Id

Information has been received from a medical assistant concerning a 27 year old female patient who on 26-JUN-2007 was vaccinated IM with a first dose of
Gardasil lot #658222/0927U and on 27-AUG-2007 received the second dose of Gardasil.  The reporter reported that the patient felt lightheaded, nauseated and
dizzy for 15 minutes after the second vaccination on 27-AUG-2007.  She felt fine after lying down for 15 minutes.  She did not have any problem after receiving
her first dose of Gardasil.  The patient recovered.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
She did not have any problem after receiving her first dose of Gardasil.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
27.0

292825-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Inappropriate schedule of drug administration, Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4940
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Aug-2007
Vaccine Date

28-Aug-2007
Onset Date

14
Days

17-Mar-2008
Status Date

RI
State

WAES0708USA05254
Mfr Report Id

Information has been received from a physician concerning a 16 year old female who "2 weeks ago", on approximately 14-AUG-2007, was vaccinated with
Gardasil and was, on approximately 28-AUG-2007, complaining that the skin on her palms and feet was peeling.  The patient sought unspecified medical
attention.  There was no illness reported at the time of vaccination.  The patient outcome was unknown.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

292826-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Skin exfoliation

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4941
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Aug-2007
Vaccine Date

25-Aug-2007
Onset Date

2
Days

17-Mar-2008
Status Date

NY
State

WAES0708USA05277
Mfr Report Id

Information has been received from a physician concerning a 15 year old female who on 23-AUG-2007 was vaccinated on the left side of the arm with a dose
of Gardasil (Lot # 655849/0263U).  Concomitant vaccination included MENACTRA.  On 25-AUG-2007 the right side of the patient face became swollen and a
rash developed on the injection site.  On 27-AUG-2007 the patient recovered from the right side of her face being swollen and the rash that developed at the
injection site.  Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

292827-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site rash, Swelling face

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
0263U

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 4942
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Mar-2008
Status Date

--
State

WAES0708USA05284
Mfr Report Id

Information has been received from a physician concerning a female was vaccinated with a first dose of Gardasil.  Subsequently, the patient experienced
tenderness, soreness and swelling at injection.  Unspecified medical attention was sought.  Subsequently, the patient recovered from tenderness at injection,
soreness at injection and swelling at injection.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292828-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Injection site swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4943
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Aug-2007
Vaccine Date

24-Aug-2007
Onset Date

1
Days

17-Mar-2008
Status Date

CT
State

WAES0708USA05291
Mfr Report Id

Information has been received from a consumer concerning her 17 year old daughter with no pertinent medical history who on 06-JUL-2007 was vaccinated IM
with a first dose of Gardasil.  There was no concomitant medication.  On 23-AUG-2007 the patient was vaccinated with a second dose of Gardasil.  On 24-
AUG-2007 the patient experienced headache and migraine the day after the second dose.  Unspecified medical attention was sought.  Subsequently, the
patient recovered from the headache and migraine on 24-AUG-2007.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

292829-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Migraine

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4944
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Aug-2007
Vaccine Date

14-Aug-2007
Onset Date

0
Days

17-Mar-2008
Status Date

TX
State

WAES0708USA05321
Mfr Report Id

Information has been received from a nurse concerning a 15 year old female who on approximately 14-AUG-2007 was vaccinated IM with a 0.5 ml first dose of
Gardasil.  Later that evening, the patient's feet started to itch.  The itching spread through her body and the next day she developed a rash all over her body.
The patient went back to the physician's office and the physician recommended BENADRYL.  On an unspecified date, the patient recovered.  Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

292830-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus generalised, Rash generalised

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4945
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Aug-2007
Vaccine Date

20-Aug-2007
Onset Date

0
Days

17-Mar-2008
Status Date

OH
State

WAES0708USA05340
Mfr Report Id

Information has been received from a registered nurse concerning a 16 year old female (126 lbs., 62in.) student with no known drug allergies, who on 20-AUG-
2007 was vaccinated with the first dose of Gardasil.  Concomitant therapy included MENACTRA, ADACEL and ACCUTANE.  There was no illness at the time
of vaccination.  Approximately 10 minutes after vaccination, the patient fainted for approximately 1-2 minutes in the office parking lot, struck her head on the
pavement and was taken by EMS to the emergency room of a hospital.  The patient experienced hematoma on the scalp of the right back side of the head and
contusion due to the syncope from getting "3 shots".  The patient's ECG was "normal" and a CT scan of the head without contrast revealed soft tissue swelling
in the right parietal occipital region suggestive of recent trauma and no evidence of intracranial hemorrhage or parenchymal contusion.  On the same day, 20-
AUG-2007, the patient was discharged from the emergency room as "improved".  Additional information is not expected.

Symptom Text:

ACCUTANE, mgOther Meds:
Lab Data:
History:
Prex Illness:

electrocardiogram, 08/20/07, normal; computed axial, 08/20/07, see narr.
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

292831-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Contusion, Haematoma, Head injury, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1060U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4946
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Aug-2007
Vaccine Date

16-Aug-2007
Onset Date

0
Days

17-Mar-2008
Status Date

--
State

WAES0708USA05347
Mfr Report Id

Information has been received from a nurse practitioner concerning a 15 year old female with an allergy to pertussis, who on 16-AUG-2007 was vaccinated with
a first dose of Gardasil (Lot# 658488/0930U).  Concomitant vaccination included tetanus toxoid.  Subsequently, after receiving the first dose of Gardasil the
patient felt like she was going to pass out.  The nurse practitioner laid her down and waited about 15 minutes.  The nurse practitioner then vaccinated the
patient with the tetanus toxoid because of the allergy to pertussis.  Subsequently, after receiving the tetanus toxoid the patient felt dizzy.  The patient was laid
back down for another 15 minutes and then was fine so they let her go home.  While the patient was about to leave the lot, she felt dizzy again, but they
decided just to go home because her mom was a nurse and decided it would be better.  During the next couple days after the vaccination, the patient
experienced being really tired, nausea, and dizziness.  No laboratory diagnostic studies were performed.  The patient recovered on an unspecified date.  No
product quality complaint was involved.  Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:

HypersensitivityPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

292832-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Fatigue, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

TTOX
HPV4

UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
0930U 0

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 4947
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Mar-2008
Status Date

PA
State

WAES0708USA05417
Mfr Report Id

Information has been received from a physician concerning a female (age not reported) who on an unspecified date was vaccinated with a first dose of Gardasil
(lot # unknown).  Subsequently, the patient developed a rash after the first dose.  On an unspecified date the patient was vaccinated with a second dose of
Gardasil injection and developed a rash.  Medical attention was sought.  The location of the rash and the dates were unspecified.  At the time of reporting it was
unknown if the patient had recovered.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292833-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash, Vaccine positive rechallenge

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4948
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Aug-2007
Vaccine Date

24-Aug-2007
Onset Date

1
Days

17-Mar-2008
Status Date

MA
State

WAES0708USA05419
Mfr Report Id

Information has been received from a nurse, concerning an 18 year old female patient, who on 23-AUG-2007 was vaccinated IM, with a dose, 0.5ml, of
Gardasil (Lot #658554/0928U).  Concomitant therapy on the same date included MENACTRA.  On 24-AUG-2007, about 24 hours after the vaccination, the
patient developed hives on her face and neck.  Treatment included BENADRYL.  At the time of this report, it was unknown if the patient had recovered.
Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

292834-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
0928U

Unknown
Unknown

Unknown
Intramuscular



10 JUN 2008 06:27Report run on: Page 4949
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Mar-2008
Status Date

FL
State

WAES0708USA05420
Mfr Report Id

Information has been received from a physician, via a company representative, regarding a female patient (age not specified), who on an unknown date was
vaccinated IM with a dose of Gardasil (Lot # not provided).  Concomitant therapy included DTaP (manufacturer unspecified).  Following the vaccination with
Gardasil the patient fainted.  At the time of this report, the outcome of the event was unknown.  No further information is available.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292835-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4
DTAP

MERCK & CO. INC.
UNKNOWN MANUFACTURER

NULL
NULL

Unknown
Unknown

Intramuscular
Unknown



10 JUN 2008 06:27Report run on: Page 4950
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Mar-2008
Status Date

NV
State

WAES0708USA05433
Mfr Report Id

Initial and follow up information has been received from a physician concerning a 14 month old female child who inadvertently was vaccinated IM in to left thigh
with a dose of Gardasil lot #656371/0181U.  In follow up the physician reported that the child was experiencing nausea, vomiting, fever and decreased appetite
following vaccination.  The outcome was unknown.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
1.2

292836-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Decreased appetite, Nausea, Pyrexia, Vomiting, Wrong drug administered

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0181U Left leg Intramuscular



10 JUN 2008 06:27Report run on: Page 4951
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Aug-2007
Vaccine Date

21-Aug-2007
Onset Date

0
Days

17-Mar-2008
Status Date

CT
State

WAES0708USA05452
Mfr Report Id

Information has been received from a nurse concerning an "around 21 year" old female patient who approximately on 21-AUG-2007 was vaccinated with a first
dose of Gardasil.  The reporter reported that "the patient said her arm felt weird and she did not feel well after getting the dose of Gardasil.  She called back the
office after she went home because she felt tightness in her chest.  The physician suggested her to go to the Emergency Room, where she was given
BENADRYL".  No additional information was provided.  The outcome was unknown.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

292837-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Chest discomfort, Limb discomfort, Malaise

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4952
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Mar-2008
Status Date

NJ
State

WAES0708USA05455
Mfr Report Id

Information has been received from a healthcare professional concerning a patient who was vaccinated with a second dose of Gardasil.  After receiving the
vaccine, the patient developed oozing at the injection site.  Unspecified medical attention was sought.  At the time of this report, the patient's outcome was
unknown.  No product quality complaint was involved.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292838-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site extravasation

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4953
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Aug-2007
Vaccine Date

26-Aug-2007
Onset Date

4
Days

17-Mar-2008
Status Date

NY
State

WAES0708USA05458
Mfr Report Id

Information has been received from a healthcare professional concerning a 25 year old female patient with migraines and an allergic reaction to CECLOR and
SEPTRA who on 22-AUG-2007, was vaccinated IM with a first dose of Gardasil (Lot# 658556/1060U).  There was no concomitant medication.  On 26-AUG-
2007, the patient experienced fever and chills.  It was reported that these symptoms lasted for several days.  On 28-AUG-2007, the patient experienced
migraines.  Unspecified medical attention was sought.  On 29-AUG-2007, the patient called the office.  No laboratory diagnostic studies were performed.  After
several days, the patient recovered from fever and chills but had not recovered from migraines.  It was also reported that the patient had not had a "migraine
attack" for years.  No product quality complaint was involved.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Migraine; allergic reaction to antibioticsPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

292839-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Chills, Condition aggravated, Migraine, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1060U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4954
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Jul-2007

Vaccine Date
24-Jul-2007
Onset Date

0
Days

17-Mar-2008
Status Date

MA
State

WAES0708USA05487
Mfr Report Id

Information has been received from a physician concerning a female who on 24-JUL-2007 was vaccinated with the third dose of Gardasil.  On 24-JUL-2007,
the patient experienced injection site pain.  The patient was scheduled for an appointment to be seen in the office on 30-AUG-2007.  At the time of this report,
the patient was not recovered.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292840-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4955
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Aug-2007
Vaccine Date

09-Aug-2007
Onset Date

0
Days

17-Mar-2008
Status Date

PA
State

WAES0708USA05491
Mfr Report Id

Information has been received from a physician concerning a 10 year old female who on 09-AUG-2007 was vaccinated IM with a 0.5 mL dose of Gardasil (lot
#658490/0802U).  There was no concomitant medication.  On 09-AUG-2007, the patient experienced pain and soreness in her arm (unspecified).  On an
unspecified date in August 2007, the patient was seen by the physician, who reported that when the patient raised her arm and activated the deltoid muscle,
there was pain.  Upon examination, there was no swelling and no nodule noted.  At the time of this report, the patient was not recovered.  Additional information
has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

physical examination, 08/??/07, see narrative
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
10.0

292841-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0802U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4956
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Apr-2007
Vaccine Date

Unknown
Onset Date Days

17-Mar-2008
Status Date

FL
State

WAES0708USA05497
Mfr Report Id

Information has been received from a physician concerning a 16 year old female, who on 16-APR-2007 was vaccinated with a first dose of Gardasil (Lot#
656050/0245U).  Subsequently, after receiving the vaccination the patient experienced a heavy menstrual cycle.  No laboratory diagnostics were performed.
The patient sought unspecified medical attention.  At the time of the report, the patient's outcome was unknown.  No product quality complaint was involved.
Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

292842-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Menorrhagia

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0245U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4957
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Mar-2008
Status Date

--
State

WAES0708USA05535
Mfr Report Id

Information has been received from a physician concerning a female with a history of syncope (during a blood draw) who was vaccinated with a dose of
Gardasil.  Concomitant therapy, on the same day, included a dose of MENACTRA.  Subsequently the patient experienced syncope.  The patient sought
unspecified medical attention.  Subsequently, the patient recovered from syncope.  Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:

SyncopePrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292843-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 4958
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Aug-2007
Vaccine Date

29-Aug-2007
Onset Date

0
Days

17-Mar-2008
Status Date

--
State

WAES0708USA05536
Mfr Report Id

Information has been received from a healthcare professional concerning a 17 year old female who on 29-AUG-2007 was vaccinated with a first 0.5 ml dose of
Gardasil.  Concomitant therapy included a dose of MENACTRA.  Within 15 minutes, the patient passed out twice.  Unspecified medical attention was sought.
On 29-AUG-2007, the patient recovered.  No product quality complaint was involved.  Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

292844-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL 0

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 4959
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Aug-2007
Vaccine Date

23-Aug-2007
Onset Date

1
Days

17-Mar-2008
Status Date

CA
State

WAES0708USA05549
Mfr Report Id

Information has been received from a physician concerning a 15 year old female who on 22-AUG-2007 was vaccinated with a first dose Gardasil.  There was
no concomitant medication.  On 23-AUG-2007 the patient experienced hives.  Unspecified medical attention was sought.  Subsequently, the patient recovered
from hives.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

292845-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4960
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
28-Aug-2007
Onset Date Days

17-Mar-2008
Status Date

NJ
State

WAES0708USA05578
Mfr Report Id

Information has been received from a consumer, concerning her 17 year old daughter, who on an unknown date was vaccinated with the third dose of Gardasil.
 There was no concomitant medication.  On 29-AUG-2007 the patient had a Pap smear that was positive for human papilloma virus.  At the time of this report,
the patient had not recovered.  The patient sought unspecified medical attention.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Pap test, 08/28/2007, HPV positive
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

292846-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Papilloma viral infection

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4961
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Aug-2007
Vaccine Date

17-Aug-2007
Onset Date

0
Days

17-Mar-2008
Status Date

--
State

WAES0708USA05584
Mfr Report Id

Information has been received for the Pregnancy Registry for Gardasil from a 21 year old female licensed visiting nurse with no pertinent medical history or
drug reactions/allergies who on 17-AUG-2007 was vaccinated with a first dose of Gardasil (lot# unknown).  No concomitant medication was used.  On 17-AUG-
2007 the patient discovered she was pregnant.  The patient's date of last menstrual period was 27-JUL-2007.  Medical attention was sought.  On 17-Aug-2007
a Papanicolaou test  was performed and the results were unspecified.  A beta-human chorionic gonadotropin test (unspecified) was performed and was
positive.  The patient also reported soreness at the injection site.  As of 29-AUG-2007 the arm is still tender.  The estimated date of delivery was 02-MAY-2007.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 7/27/2007)Prex Illness:

Pap test, 08/17/07, results unspecified; beta-human chorionic, 08/17/07, positive

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

292847-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Injection site pain, Tenderness

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4962
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Mar-2008
Status Date

--
State

WAES0708USA05585
Mfr Report Id

Information has been received from a nurse concerning a female who was vaccinated with a dose of Gardasil.  Subsequently the patient developed soreness in
her arm.  At the time of the report the patient's outcome was unknown.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292848-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4963
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Aug-2007
Vaccine Date

29-Aug-2007
Onset Date

1
Days

17-Mar-2008
Status Date

--
State

WAES0708USA05587
Mfr Report Id

Information has been received from a pharmacist concerning an approximately 20 year old female with no pertinent medical history who on 28-AUG-2007 was
vaccinated with a first dose of Gardasil.  Concomitant therapy included hormonal contraceptives (unspecified).  On 29-AUG-2007 the patient experienced
stomach upset.  Unspecified medical attention was sought.  At the time of the report, the patient was recovering.  Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

292849-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Stomach discomfort

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4964
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Jun-2007
Vaccine Date

Unknown
Onset Date Days

17-Mar-2008
Status Date

NJ
State

WAES0708USA05590
Mfr Report Id

Information has been received from a certified medical assistant concerning a 21 year old female with no pertinent medical history who on 26-JUN-2007 was
vaccinated IM with a 0.5 ml first dose of Gardasil (lot #0469U).  Concomitant therapy included an unspecified anti-histamine and ADVIL.  Subsequently, the
patient experienced redness and swelling on right hand and shooting pain in left lower quadrant of pelvic area.  Subsequently, the patient recovered.  On an
unspecified date, the patient was vaccinated with a second dose of Gardasil (lot #0469U).  On 28-AUG-2007 the patient experienced shooting pain in left lower
quadrant of pelvic area, swelling and redness on right hand.  The patient called the physician's office on 28-AUG-2007.  At the time of the report, the patient
had not recovered.  Additional information has been requested.

Symptom Text:

(therapy unspecified); ADVILOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

292850-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain lower, Erythema, Oedema peripheral, Pain, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0469U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4965
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-May-2007
Vaccine Date

29-May-2007
Onset Date

0
Days

17-Mar-2008
Status Date

PA
State

WAES0708USA05592
Mfr Report Id

Information has been received from the Pregnancy Registry for Gardasil from a License Practical Nurse (L.P.N.) concerning a 14 year old female patient who
on 29-MAY-2007 was vaccinated IM with a dose of Gardasil lot #654535/0960F and found to be pregnant on 06-JUN-2007.  The patient came into the office for
a physical because of complaints of an irregular period and was given the injection as a routine immunization.  The laboratory test complete metabolic profile
(CMP), human chorionic gonadotropin test (HCG), insulin levels, lipid profile, thyroid panel and complete blood count with differential (CBC with diff) were done.
 Results are not available.  The outcome was unknown.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Pregnancy NOS (LMP = Unknown)Prex Illness:

serum alpha-human, 05/29/07; serum insulin test, 05/29/07; complete blood cell, 05/29/07; laboratory test, 05/29/07, complete metabolic profile test; laboratory
test, 05/29/07, lipid profile

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

292851-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Menstruation irregular

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0960F Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4966
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Aug-2007
Vaccine Date

28-Aug-2007
Onset Date

0
Days

17-Mar-2008
Status Date

PA
State

WAES0708USA05597
Mfr Report Id

Information has been received from a physician concerning a 16 year old female who on 28-AUG-2007 was vaccinated with Gardasil.  On 28-AUG-2007, the
patient passed out after receiving the vaccination.  Unspecified medical attention was sought.  On 28-AUG-2007, the patient recovered.  No further information
is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

292852-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4967
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Mar-2008
Status Date

--
State

WAES0708USA05598
Mfr Report Id

Information has been received from an 18 year old female healthcare worker with a history of becoming "non-responsive" after getting a pertussis vaccine who
in January 2007, was vaccinate IM with her first dose of Gardasil.  There was no AE after the first dose.  In March 2007, the patient received her second IM
dose of Gardasil.  An hour after the second dose, she developed an ocular migraine and then later a "regular migraine".  Medical attention was sought.  The
patient recovered in March, 2007.  A month later (in April, 2007) she had a "smaller one".  The outcome of the April 2007 migraine was not reported.  Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Vaccination adverse reaction; there was no AE after the first dose of Gardasil.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

292853-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Migraine, Migraine with aura

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4968
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Mar-2008
Status Date

FL
State

WAES0708USA05602
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated intramuscularly with a dose of Gardasil.  Subsequently the patient
became woozy "almost immediately after vaccination".  Medical attention was not sought.  The patient recovered before leaving the office.  Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292854-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Immediate post-injection reaction

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4969
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Mar-2008
Status Date

FL
State

WAES0708USA05603
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated intramuscularly with a dose of Gardasil.  Subsequently the patient
became woozy "almost immediately after vaccination".  Medical attention was not sought.  The patient recovered before leaving the office.  Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292855-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Immediate post-injection reaction

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4970
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Mar-2008
Status Date

FL
State

WAES0708USA05604
Mfr Report Id

Information has been received from a  physician concerning a female who was vaccinated intramuscularly with a dose of Gardasil.  Subsequently the patient
became woozy "almost immediately after vaccination".  Medical attention was not sought.  The patient recovered before leaving the office.  Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292856-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Immediate post-injection reaction

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4971
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Mar-2008
Status Date

FL
State

WAES0708USA05605
Mfr Report Id

Information has been received from a  physician concerning a female who was vaccinated intramuscularly with a dose of Gardasil.  Subsequently the patient
became woozy "almost immediately after vaccination".  Medical attention was not sought.  The patient recovered before leaving the office.  Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292857-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Immediate post-injection reaction

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4972
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Mar-2008
Status Date

FL
State

WAES0708USA05606
Mfr Report Id

Information has been received from a  physician concerning a female who was vaccinated intramuscularly with a dose of Gardasil.  Subsequently the patient
became woozy "almost immediately after vaccination".  Medical attention was not sought.  The patient recovered before leaving the office.  Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292858-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Immediate post-injection reaction

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4973
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Mar-2008
Status Date

FL
State

WAES0708USA05607
Mfr Report Id

Information has been received from a  physician concerning a female who was vaccinated intramuscularly with a dose of Gardasil.  Subsequently the patient
became woozy "almost immediately after vaccination".  Medical attention was not sought.  The patient recovered before leaving the office.  Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292859-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Immediate post-injection reaction

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4974
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Mar-2008
Status Date

FL
State

WAES0708USA05608
Mfr Report Id

Information has been received from a  physician concerning a female who was vaccinated intramuscularly with a dose of Gardasil.  Subsequently the patient
became woozy "almost immediately after vaccination".  Medical attention was not sought.  The patient recovered before leaving the office.  Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292860-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Immediate post-injection reaction

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4975
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Mar-2008
Status Date

FL
State

WAES0708USA05609
Mfr Report Id

Information has been received from a  physician concerning a female who was vaccinated intramuscularly with a dose of Gardasil.  Subsequently the patient
became woozy "almost immediately after vaccination".  Medical attention was not sought.  The patient recovered before leaving the office.  Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292861-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Immediate post-injection reaction

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4976
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Mar-2008
Status Date

FL
State

WAES0708USA05610
Mfr Report Id

Information has been received from a  physician concerning a female who was vaccinated intramuscularly with a dose of Gardasil.  Subsequently the patient
became woozy "almost immediately after vaccination".  Medical attention was not sought.  The patient recovered before leaving the office.  Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292862-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Immediate post-injection reaction

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4977
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Aug-2007
Vaccine Date

17-Aug-2007
Onset Date

1
Days

17-Mar-2008
Status Date

CA
State

WAES0708USA05635
Mfr Report Id

Information has been received from a physician, via a company representative, concerning a 15 year old female patient, with no pertinent medical history, who
on 16-AUG-2007 was vaccinated in the deltoid, with the first dose of Gardasil (Lot #658558/1061U).  There was no concomitant medication.  On 17-AUG-2007,
the patient developed nausea, vomiting and diarrhea.  On 24-AUG-2007, she visited her primary care physician, and he advised her to keep herself well
hydrated.  No medical treatment was prescribed.  At the time of this report, the patient had not recovered.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

292863-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Diarrhoea, Nausea, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1061U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4978
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Aug-2007
Vaccine Date

21-Aug-2007
Onset Date

7
Days

17-Mar-2008
Status Date

NJ
State

WAES0708USA05664
Mfr Report Id

Information has been received from a grandmother concerning her 15 year old granddaughter with penicillin allergy who on 14-AUG-2007 was vaccinated with
a dose of Gardasil.  There was no concomitant medication.  On approximately 21-AUG-2007 the patient developed bronchitis.  Unspecified medical attention
was sought.  The patient's bronchitis persisted with coughing and breathing problems.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Penicillin allergyPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

292864-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Bronchitis, Cough, Dyspnoea

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4979
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Aug-2007
Vaccine Date

24-Aug-2007
Onset Date

1
Days

17-Mar-2008
Status Date

NJ
State

WAES0708USA05667
Mfr Report Id

Information has been received from a registered nurse concerning her daughter with no pertinent medical history, who on 23-AUG-2007 was vaccinated with a
first dose of Gardasil.  There was no concomitant medication.  On 24-AUG-2007 the patient experienced urticaria than began bilaterally on the legs.  On 25-
AUG-2007 the rash progressed to her trunk, upper extremities, neck and face.  The physician was notified by telephone and the patient did not need
BENADRYL.  On 27-AUG-2007, the patient recovered.  No laboratory or diagnostic tests were performed.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292865-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash generalised, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4980
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Aug-2007
Vaccine Date

23-Aug-2007
Onset Date

0
Days

15-Oct-2007
Status Date

--
State

WAES0708USA05673
Mfr Report Id

Information has been received from a registered nurse concerning a 19 year old female with hypersensitivity to pineapple and to amoxicillin, and a history of
urticaria 5 years ago to a tetanus toxoid, who on 23-AUG-2007 was vaccinated IM with a 0.5ml first dose of Gardasil (lot # 658488/0930U). Concomitant
therapy included SYNTHROID, ORTHO TRI-CYCLEN LO, albuterol, ADVAIR, CLARITIN and ZANTAC. On 23-AUG-2007 the patient experienced hives all over
her body and had no trouble breathing. The patient telephoned the office and BENADRYL was prescribed. The patient's hives all over her body persisted. No
laboratory or diagnostic tests were performed. Additional information has been requested.

Symptom Text:

albuterol; ORTHO TRI-CYCLEN LO; ADVAIR; SYNTHROID; CLARITIN; ZANTACOther Meds:
Lab Data:
History:

Hypersensitivity; Drug hypersensitivityPrex Illness:

None
Urticaria

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

292866-1

15-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0930U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4981
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Mar-2008
Status Date

IL
State

WAES0708USA05677
Mfr Report Id

Information has been received from a physician concerning a 22 year old female who in July 2007, was vaccinated with the last dose of Gardasil in the series.
Concomitant therapy included "OCT".  In January 2007 the patient tested negative for HPV.  In August 2007, the patient tested positive for HPV.  The patient
sought unspecified medical attention.  The patient believed it was related to vaccination with Gardasil.  At the time of the report, the patient's outcome was
unknown.  No product quality complaint was involved.  Additional information has been requested.

Symptom Text:

(therapy unspecified)Other Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory, 01/??/07, negative HPV test; diagnostic laboratory, 08/??/07, positive HPV test
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

292867-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Papilloma viral infection

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4982
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Mar-2008
Status Date

--
State

WAES0708USA05678
Mfr Report Id

Information has been received from a registered nurse concerning a female who was vaccinated with Gardasil.  The patient developed a swollen gland under
her arm two weeks after receiving a dose of Gardasil.  As of 30-AUG-2007, the outcome of the patient's swollen gland was unknown.  The patient sought
medical attention.  No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292868-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Lymphadenopathy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4983
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Aug-2007
Vaccine Date

29-Aug-2007
Onset Date

1
Days

17-Mar-2008
Status Date

--
State

WAES0708USA05683
Mfr Report Id

Information has been received from a physician concerning a 14 year old female who on 28-AUG-2007 was vaccinated with the second dose of Gardasil.  On
29-AUG-2007 the patient experienced hives, had a really bad stomach ache, throat was tight and had trouble breathing, and by the next day had hives all over.
The patient sought unspecified medical attention.  The patient's hives, really bad stomach ache, and tight throat, and breathing trouble persisted.  Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

292869-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain upper, Dyspnoea, Throat tightness, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4984
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Aug-2007
Vaccine Date

29-Aug-2007
Onset Date

1
Days

17-Mar-2008
Status Date

--
State

WAES0708USA05704
Mfr Report Id

Information has been received from a nurse practitioner concerning a 22 year old female with no drug allergies and no medical history, who on 28-AUG-2007
was vaccinated intramuscularly into the right deltoid with a 0.5mL first dose of Gardasil (Lot #0469U).  There was no concomitant medication.  On 29-AUG-
2007 the patient developed hives on her arms, legs, back and abdomen totaling 10 hives, with severe itching, and no difficulty breathing.  On 30-AUG-2007 she
called the nurse practitioner and was treated with BENADRYL.  No laboratory diagnostics were performed.  At the time of the report, the patient had not
recovered.  No product quality complaint was involved.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

292870-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Right arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Aug-2007
Vaccine Date

13-Aug-2007
Onset Date

0
Days

17-Mar-2008
Status Date

WA
State

WAES0708USA05708
Mfr Report Id

Information has been received from a physician concerning a 17 year old female who on approximately 13-AUG-2007 was vaccinated intramuscularly with a
first dose of Gardasil.  Concomitant suspect vaccination included Vaqta (dose not reported).  Concomitant vaccinations included DTaP and MENACTRA.
Subsequently, the patient fainted and as a result had whiplash and broke her front teeth.  It was reported that since the patient had received multiple vaccines,
when the physician administered Gardasil she did so slowly and cautiously and the patient fainted when the physician withdrew the needle.  The patient had
dental repair and went to physical therapy for the whiplash.  The patient was also treated with unspecified muscle relaxers.  At the time of the report, the
patient's outcome was unknown.  No product quality complaint was involved.  Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

292871-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, Physiotherapy, Syncope, Tooth injury, Whiplash injury

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

MNQ
HPV4
HEPA
DTAP

SANOFI PASTEUR
MERCK & CO. INC.
MERCK & CO. INC.
UNKNOWN MANUFACTURER

NULL
NULL
NULL
NULL

0
Unknown
Unknown
Unknown
Unknown

Unknown
Intramuscular

Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Jul-2007

Vaccine Date
13-Jul-2007
Onset Date

1
Days

17-Mar-2008
Status Date

GA
State

WAES0708USA05711
Mfr Report Id

Information has been received from a physician concerning an 11 year old female with no drug allergies and no medical history, who on 12-JUL-2007 was
vaccinated with a first dose of Gardasil (Lot# 658100/0525U).  Concomitant therapy included ADACEL.  On 13-JUL-2007 the patient experienced confusion,
dizziness, nausea and pain at the injection site.  The patient received each of the vaccines in different arms.  It was reported that she only experienced pain in
the arm she was vaccinated with Gardasil.  The patient sought unspecified medical attention.  No laboratory diagnostics were performed.  The patient
recovered on an unspecified date.  No product quality complaint was involved.  Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

292872-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Confusional state, Dizziness, Injection site pain, Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

TDAP
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
0525U 1

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 4987
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Mar-2008
Status Date

MA
State

WAES0708USA05722
Mfr Report Id

Information has been received from a nurse concerning an 11 year old female who on an unspecified date was vaccinated with a 0.5 ml first dose of Gardasil.
Concomitant therapy included MENACTRA.  Subsequently, the patient experienced dizziness, nausea, and abdominal pain.  The symptoms lasted for "a day"
and the patient recovered.  She did not report the event at the time of the occurrence.  On 29-AUG-2007 she was vaccinated with a second dose of Gardasil.
"The office is trying to follow-up with the patient to see if she had the same experience after the second dose of Gardasil, but no contact has been made yet".
There were no laboratory or diagnostic tests performed.  The patient was seen in the office.  Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

292873-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Dizziness, Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL 0

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 4988
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Mar-2008
Status Date

--
State

WAES0708USA05774
Mfr Report Id

Information has been received from a registered nurse concerning a "14 or 15" year old female who was vaccinated with a dose of Gardasil.  Subsequently the
patient developed pain at the injection site and headache.  Unspecified medical attention was sought.  Subsequently, the patient recovered.  Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292874-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 4989
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Aug-2007
Vaccine Date

30-Aug-2007
Onset Date

2
Days

17-Mar-2008
Status Date

NY
State

WAES0708USA05792
Mfr Report Id

Information has been received from a health professional concerning an 11 year old female patient who on 28-AUG-2007 was vaccinated IM with a second
dose of Gardasil.  The reporter reported that patient had hives on 30-AUG-2007 for which BENADRYL was recommended.  No further information was
available.  The outcome was unknown.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

292875-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4990
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Mar-2008
Status Date

RI
State

WAES0708USA05808
Mfr Report Id

Information has been received from a registered nurse concerning a female (age unknown), who, on an unspecified date, was vaccinated with a dose of
Gardasil.  Subsequently, the patient developed a rash from her shoulders to her face.  At the time of the report, the patient's outcome was unknown.  Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292876-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Mar-2008
Status Date

--
State

WAES0708USA05812
Mfr Report Id

Information has been received from a health professional concerning her sister who was vaccinated with Gardasil (Lot # and date not reported).  The patient
experienced soreness and tingling three days after receiving Gardasil.  As of 30-AUG-2007, the outcome of the patient's soreness and tingling was unknown.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292877-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pain, Paraesthesia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Mar-2008
Status Date

--
State

WAES0708USA05815
Mfr Report Id

Information has been received from a physician concerning an approximately 14 year old female who was vaccinated with Gardasil.  Subsequently, the patient
developed a headache and pain at injection site that radiated to the back of her shoulder and to the back of her neck.  Subsequently, the patient recovered
from the headache and the pain at injection site that radiated to the back of her shoulder and to the back of her neck.  Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

292878-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Injection site pain, Musculoskeletal pain, Neck pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4993
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Mar-2008
Status Date

CA
State

WAES0708USA05818
Mfr Report Id

Information has been received from a nurse and a medical assistant concerning a female patient who was vaccinated IM with a dose of Gardasil. Concomitant
therapy included antimicrobial (unspecified). The reporter reported that patient received Gardasil and her period stopped for 2 months, the patient only had a
little bit of spotting for the 2 months. As of this report day patient has not recovered. Additional information has been requested.

Symptom Text:

antimicrobial (unspecified)Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292879-1

19-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Amenorrhoea, Metrorrhagia

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4994
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Mar-2008
Status Date

CA
State

WAES0708USA05826
Mfr Report Id

Information has been received from a nurse concerning a 27 year old female who in approximately February 2007, "6 months ago" was vaccinated with a first
dose of Gardasil (lot # unknown).  Concomitant therapy included hormonal contraceptives (unspecified) for 5 years.  On an unspecified date the patient was
vaccinated with a second dose of Gardasil.  On an unspecified date the patient was vaccinated with a third dose of Gardasil 0.5 mL injection.  The patient came
into the office and said she developed melasma (brown spots on her face).  Medical attention was sought.  At the time of reporting the patient's melasma
persisted.  Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
27.0

292880-1

19-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Chloasma, Inappropriate schedule of drug administration

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Jul-2007

Vaccine Date
20-Jul-2007
Onset Date

1
Days

15-Oct-2007
Status Date

FR
State

WAES0710USA01694
Mfr Report Id

Information has been received from a health authority concerning a 12 year old female with no medical history who on 19-JUL-2007, was vaccinated IM into the
upper arm with a first dose of Gardasil (Lot# 654740/0859F; Batch # NE29660). On 20-JUL-2007, the patient experienced right facial paresis with restricted
eyelid closure, hanging corner of the mouth and inability to frown. The patient was admitted to the hospital. Laboratory diagnostic studies included
cerebrospinal fluid culture (CSF), routine lab findings which were reported as normal. Serum Borrelia Burgdorferi antibody test (IgM and IgG) was negative.
Physiotherapy was carried out and lead to improvement. On 23-JUL-2007, she was discharged. Physiotherapy was continued. On 26-JUL-2007, the patient
presented to the reporter and the symptoms were reported as resolving. It was reported that the duration of the event was approximately 14 days and the final
outcome was unknown to the reporter. Other business partner numbers include: E2007-06206 and PEI 2007008648. Additional information is not expected.
The case is closed.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory test normal, cerebrospinal fluid culture normal, serum Borrelia burgdorferi antibody test negative (IgM and IgG)
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

292882-1 (S)

15-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dyskinesia, Eyelid disorder, Facial paresis

 HOSPITALIZED, SERIOUS

Other Vaccine
12-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0859F Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 4996
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Oct-2007
Vaccine Date

09-Oct-2007
Onset Date

0
Days

15-Oct-2007
Status Date

AZ
State Mfr Report Id

On 10/9 patient received Tdap, Hep A, HPV, MCV4, and Varivax after the Varivax patient's arm swelled slightly and turned red. Ice was applied, swelling went
down. Patient was discharged on 10/12 patients mother called arm still swollen and hot to touch patient was sent to ER.

Symptom Text:

Albuterol MDIOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

292911-1

15-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Oedema peripheral, Skin warm

 ER VISIT, NOT SERIOUS

Other Vaccine
12-Oct-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
HEPA

MNQ
TDAP

MERCK & CO. INC.
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
SANOFI PASTEUR
GLAXOSMITHKLINE
BIOLOGICALS

0824A
1424F
AHAVB172BA

U2338AA
AC528014BA

1
0
0

0
0

Left arm
Right arm
Left arm

Right arm
Left arm

Subcutaneously
Unknown
Unknown

Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Jun-2007
Vaccine Date

Unknown
Onset Date Days

19-Oct-2007
Status Date

MD
State Mfr Report Id

Developed alopecia areata. Exact date of on-set is unknown with large patch of missing hair noticed in mid August. So, within 5 weeks of vaccine, serious
alopecia areata had developed. Currently, applying Clobetasol propionate cream as prescribed by physician. Additional hair loss continues to occur.  10/16/07
Reviewed pcp medical records.  Received vax record which confirms dose & lot # for HPV.  No medical records beyond 6/20 included.  T/C to pcp to request
same. PCP reports no visits in July or August.  11/27/07 Reviewed medical records from specialist which reveals patient exprienced baseball sized area of hair
loss w/rash inside it on the occiput.  Noted to have very mild seborrheic dermatitis in other areas of scalp but not enough to produce alopecia.  Tx w/topical
cream.   FINAL DX: alopecia areata.

Symptom Text:

Clobetasol propionate , 0.05% for condition...and Yasmin 28 , 0.03-3MGOther Meds:
Lab Data:
History:

nonePrex Illness:

Visual diagnosis
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

292929-1

29-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Alopecia areata, Rash, Seborrhoeic dermatitis

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
12-Oct-2007

Received Date

none~ ()~~0~In PatientPrex Vax Illns:

HPV4 MERCK & CO. INC. 00140 1 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4998
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Oct-2007
Vaccine Date

10-Oct-2007
Onset Date

0
Days

17-Oct-2007
Status Date

NM
State Mfr Report Id

HPV vaccine given at Elementary School clinic. About 10 minutes after HPV adminictered in left deltoid, child began c/o numbness/tingling in the whole arm
and hand radiating to that scapula. Complaints worsened for 3 hours. Hand also became visably [but not grossly] swollon. Pulses, perfusion,sensaton, strength
were normal in the hand. 200mg ibuprofen was given and we elevated arm. She felt relief but not resolution in 1 hour. The hand was normal 2 hours later. Pain
and tingling still present but markedly less. The next morning it was totally resolved per school health aide. We think the hand swelling may be due to her
dangling and favoring arm at the time.

Symptom Text:

unknownOther Meds:
Lab Data:
History:

nonePrex Illness:

none
no allergies..........rest unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

292934-1

18-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Oedema peripheral, Pain, Paraesthesia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
12-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1263U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 4999
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Aug-2007
Vaccine Date

30-Aug-2007
Onset Date

0
Days

19-Mar-2008
Status Date

CA
State

WAES0708USA05830
Mfr Report Id

Information has been received from a physician concerning a 17 year old female who on 30-AUG-2007 was vaccinated with Gardasil (Lot # not provided).  On
30-AUG-2007 post vaccination the patient experienced numbness in her arm that radiated and then numbness in her other arm.  The numbness then turned to
pain.  It was reported that the patient also felt weak.  The patient's blood pressure was recorded at 80/60 mmHg which was reported to be slightly higher than
before she felt weak.  Unspecified medical attention was sought.  At the time of the report it was reported that the patient was recovering.  Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

blood pressure, 08/30/07, 80/60 mmHg
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

292973-1

19-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Hypoaesthesia, Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5000
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Mar-2008
Status Date

CA
State

WAES0708USA05833
Mfr Report Id

Information has been received from a physician concerning his sister who on an unspecified date was vaccinated with Gardasil (Lot # not provided).
Subsequently, she developed a rash that was itchy and swelling.  Unspecified medical attention was sought.  At the time of this report it was unknown if she
had recovered from the event.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292974-1

19-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash pruritic, Swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5001
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Aug-2007
Vaccine Date

30-Aug-2007
Onset Date

0
Days

19-Mar-2008
Status Date

--
State

WAES0709USA00032
Mfr Report Id

Information has been received from an unspecified source who reported that a 17 year old female with shellfish intolerance, decreased hearing in the right ear
and who required glasses to see distant objects on 30-AUG-2007 received her second dose of Gardasil 0.5 ml, intramuscularly.  It was the patient's second
dose of Gardasil 0.5 ml, intramuscularly.  The date of the patient's first dose and lot numbers were not known.  There were no concomitant medications.  On
30-AUG-2007 the patient experienced pain at the injection site in her left arm.  On approximately 30-AUG-2007 the patient experienced knee pain.  On
approximately 02-SEP-2007 the patient recovered from the pain at the injection site.  On 03-SEP-2007 the knee pain resolved.  Additional information is not
expected.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Hearing decreased; eyeglasses wearer; food intolerancePrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

292975-1

19-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5002
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
24-Aug-2007
Onset Date Days

19-Mar-2008
Status Date

--
State

WAES0709USA00037
Mfr Report Id

Information has been received from a physician concerning a female with an allergy to "tetanus shot" who was vaccinated with the first dose of Gardasil.  On
24-AUG-2007, the patient experienced an allergic reaction described as hives.  The patient's hives persisted.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Allergy to vaccinePrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292976-1

19-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hypersensitivity, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5003
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Jul-2007

Vaccine Date
02-Aug-2007
Onset Date

2
Days

19-Mar-2008
Status Date

--
State

WAES0709USA00045
Mfr Report Id

Information has been received from an office manager concerning a 15 year old female with a penicillin allergy who on 31-JUL-2007 was vaccinated with
Gardasil.  There was no concomitant medication.  Two days after vaccination, on 02-AUG-2007, the patient developed tremors of the hands and feet.  The
symptoms lasted for six days.  The patient came to the office on 25-AUG-2007 to report the tremors.  As of 31-AUG-2007 the patient had no symptoms.
Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Penicillin allergyPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

292977-1

19-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Tremor

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0927U Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5004
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Aug-2007
Vaccine Date

31-Aug-2007
Onset Date

7
Days

19-Mar-2008
Status Date

AR
State

WAES0709USA00066
Mfr Report Id

Information has been received from a physician concerning a 16 year old female who on approximately 24-AUG-2007 was vaccinated with her first dose of
Gardasil in her right arm.  Concomitant therapy included MENACTRA and BOOSTRIX in the left arm.  On 31-AUG-2007 the patient came into the office
reporting a sinus infection and the physician identified swollen lymph nodes in her neck and right axillary area.  As of 31-AUG-2007, the patient's sinus infection
and swollen lymph nodes in her neck and right axillary area persisted.  Patient Quality Complaints (PQC) was not involved.  Additional information has been
requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

292978-1

19-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Lymphadenopathy, Sinusitis

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

TDAP

HPV4
MNQ

GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
SANOFI PASTEUR

NULL

NULL
NULL

0

Left arm

Right arm
Left arm

Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 5005
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-May-2007
Vaccine Date

19-Jun-2007
Onset Date

29
Days

19-Mar-2008
Status Date

MN
State

WAES0709USA00079
Mfr Report Id

Information has been received from a nurse concerning an 18 year old female waitress with a history of panic attack and anxiety issues who on 21-MAY-2007
was vaccinated with a 0.5 ml first dose of Gardasil.  Concomitant therapy included REMERON, LAMISIL and LAMICTAL.  On 19-JUN-2007 the patient
experienced multiple episodes of dizziness.  It was reported on one occasion she felt light-headed, weak, blurry vision and headache while working a 12 hour
shift.  She was taken to the emergency room.  In June 2007 the patient had a physical and blood work which were normal.  Additional information has been
requested.

Symptom Text:

LAMICTAL; REMERONOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory, blood work was normal; physical examination, blood work was normal
Panic attack; anxiety

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

292979-1

19-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Dizziness, Headache, Vision blurred

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5006
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Aug-2007
Vaccine Date

15-Aug-2007
Onset Date

2
Days

19-Mar-2008
Status Date

--
State

WAES0709USA00081
Mfr Report Id

Information has been received from a certified medical assistant concerning a 26 year old female with no drug allergies and no medical history, who on 13-
AUG-2007 was vaccinated intramuscularly with a 0.5mL first dose of Gardasil (Lot# 658488/0930U).  There was no concomitant medication.  Subsequently,
"within a few days" the patient developed small bumps all over her back.  It was not itchy.  The patient picked at it and thought they were pimples.  She treated
the bumps with PROACTIVE.  No laboratory diagnostics were performed.  The patient sought unspecified medical attention.  At the time of the report, the
patient had not recovered.  It was reported that the bumps had gotten worse over time.  No product quality complaint was involved.  Additional information has
been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

292980-1

19-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0930U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5007
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Aug-2007
Vaccine Date

14-Aug-2007
Onset Date

0
Days

19-Mar-2008
Status Date

MN
State

WAES0709USA00082
Mfr Report Id

Information has been received from a nurse concerning a 14 year old female who on 13-JUN-2007 was vaccinated with a 0.5 ml first dose of Gardasil.  On 14-
AUG-2007 the patient was vaccinated with a 0.5 ml second dose of Gardasil (Lot # 658282/0929U).  Concomitant medication included MENACTRA.  On 14-
AUG-2007 the patient's family member called the office and reported that the patient felt dizzy and was acting loopy after the second dose.  Unspecified
medical attention was sought.  Subsequently, the patient recovered.  She did not report a similar experience after the first dose.  Additional information has
been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

292981-1

19-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abnormal behaviour, Dizziness, No reaction on previous exposure to drug

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0929U 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5008
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Aug-2007
Vaccine Date

14-Aug-2007
Onset Date

0
Days

19-Mar-2008
Status Date

MN
State

WAES0709USA00098
Mfr Report Id

Information has been received from a nurse, via a company representative, concerning a 23 year old ("about 23 years old") female patient, who on 13-JUN-
2007 was vaccinated with the first dose of Gardasil with no difficulties reported, and on 14-AUG-2007, was vaccinated with the second dose, 0.5 ml, of Gardasil
(lot #658282/0929U).  Concomitant therapy included ADACEL.  On 14-AUG-2007, following the second vaccination, a family member called the office to report
the patient felt dizzy and was "acting loopy."  Subsequently, the patient recovered (date and duration not specified).  The patient's 14 year old sister also
experienced a similar event as described above, when vaccinated with Gardasil (lot #658282/0929U) (WAES # 0709USA00082).  Additional information has
been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None
was vaccinated with the first dose of Gardasil with no difficulties reported

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

292982-1

19-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abnormal behaviour, Dizziness

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0929U 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5009
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Mar-2008
Status Date

NJ
State

WAES0709USA00101
Mfr Report Id

Information has been received from a physician concerning a 25 year old female who, on an unspecified date, was vaccinated with a first dose of Gardasil.
Subsequently, the patient fainted.  The patient sought unspecified medical attention.  The patient recovered on an unspecified date.  No product quality
complaint was involved.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

292983-1

19-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5010
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Mar-2008
Status Date

MI
State

WAES0709USA00109
Mfr Report Id

Information has been received from a physician concerning a 19 year old female who in June 2007, was vaccinated on the left arm with a first dose of Gardasil.
 In June 2007 the patient developed a rash that went all the way down the patient's left arm, down her upper back and down the right arm.  Unspecified medical
attention was sought.  Subsequently, the patient recovered from the rash.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

292984-1

19-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 5011
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Mar-2008
Status Date

--
State

WAES0709USA00163
Mfr Report Id

Initial and follow up information has been received from a nurse concerning a female between the ages of 13 to 16 years old, who was vaccinated
intramuscularly with a dose of Gardasil (Lot# 654741/1208F).  Subsequently, after receiving the vaccination the patient fainted.  At the time of the report, the
patient's outcome was unknown.  The same source provided information on another patient, WAES #0707USA01794 and WAES# 0707USA05068.  Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292985-1

19-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1208F Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5012
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Mar-2008
Status Date

CA
State

WAES0709USA00189
Mfr Report Id

Information has been received from a physician concerning a 13 year old female who was vaccinated with a second dose of Gardasil in her left arm.
Subsequently, the patient felt dizzy as she started to walk to the bathroom.  She became even more dizzy she decided to sit down on the floor and she fainted.
The patient was not injured she didn't hit her head.  The patient was placed in a supine position where cold rags were applied.  It was reported that the patient
rested for a while.  The patient recovered from that event.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

292986-1

19-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 5013
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Aug-2007
Vaccine Date

31-Aug-2007
Onset Date

0
Days

19-Mar-2008
Status Date

OH
State

WAES0709USA00273
Mfr Report Id

Information has been received from a physician concerning a 16 year old female who on 31-AUG-2007 was vaccinated with a first dose of Gardasil.  Illness at
time of vaccination included headache.  There was no concomitant medication.  Fifteen minutes after receiving the first dose of Gardasil she still had a pretty
bad headache.  No hospitalization or medical treatment was required.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

HeadachePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

292987-1

19-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Condition aggravated, Headache

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5014
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Aug-2007
Vaccine Date

21-Aug-2007
Onset Date

0
Days

19-Mar-2008
Status Date

--
State

WAES0709USA00278
Mfr Report Id

Information has been received from a registered nurse concerning a 13 year old female who was vaccinated with the third dose of Gardasil (Lot
#658222/0927U) on 21-AUG-2007. On approximately 21-AUG-2007, the patient complained of a headache with a short duration after the third dose of
Gardasil.  This is one of three reports from the same source/siblings.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

292988-1

19-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Headache

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0927U 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5015
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Aug-2007
Vaccine Date

21-Aug-2007
Onset Date

0
Days

19-Mar-2008
Status Date

--
State

WAES0709USA00279
Mfr Report Id

Information has been received from a registered nurse concerning a 15 year old female who was vaccinated with the third dose of Gardasil (Lot
#658222/0927U) on 21-AUG-2007. On approximately 21-AUG-2007, the patient complained of a headache with a short duration after the third dose of
Gardasil.  This is one of three reports from the same source/siblings.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

292989-1

19-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Headache

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0927U 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5016
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Mar-2008
Status Date

--
State

WAES0709USA00398
Mfr Report Id

Information has been received from a registered nurse concerning a teenage female who on an unspecified date was vaccinated intramuscularly with Gardasil
(0.5 ml).  Subsequently, following vaccination, the patient fainted.  Unspecified medical attention was sought.  The patient subsequently recovered.  Additional
information has been requested.  This is one of two reports from the same source.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292990-1

19-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5017
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Mar-2008
Status Date

PA
State

WAES0709USA00448
Mfr Report Id

Information has been received from a physician assistant concerning a female who was vaccinated with a dose of Gardasil.  Subsequently the patient fainted.
The patient recovered before leaving the office.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292991-1

19-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5018
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Mar-2008
Status Date

PA
State

WAES0709USA00449
Mfr Report Id

Information has been received from a physician assistant concerning a female who was vaccinated with a dose of Gardasil.  Subsequently the patient fainted.
The patient recovered before leaving the office.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292992-1

19-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5019
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-May-2007
Vaccine Date

20-Jun-2007
Onset Date

22
Days

19-Mar-2008
Status Date

NY
State

WAES0709USA00499
Mfr Report Id

Information has been received from a physician concerning a female who on 29-MAY-2007 was vaccinated with Gardasil.  On 20-JUN-2007, lab work was done
as part of a regular check-up, and transient elevated liver enzymes was noted.  It was reported that the rest of the lab work was normal, and there was no
elevation in bilirubin.  The patient was re-tested 3 weeks later, and all results were normal.  The patient was reported to be fine.  Additional information has
been requested.  This is one of two repots from the same source.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory, 07/11?/07, normal; hepatic function tests, 06/20/07, elevated
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292993-1

19-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hepatic enzyme abnormal

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5020
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Mar-2008
Status Date

--
State

WAES0709USA00525
Mfr Report Id

Information has been received from a physician concerning a female 20 years of age or younger with no pertinent medical history who was vaccinated with
Gardasil.  There was no concomitant medication.  Subsequently the patient experienced influenza-like symptoms (headache, some nausea, vomiting and
myalgia) within 24 hours of receiving her first dose of Gardasil.  The patient possibly had a CPK level that was mildly elevated (values not provided).  The
patient was possibly examined in the emergency room but was not admitted.  Subsequently, the patient's symptoms resolved within one to four days.
Unspecified medical attention was sought.  Patient Quality Complaints (PQC) was not involved.  This is one of several reports received from the same source.
Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292994-1

19-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Influenza like illness, Myalgia, Nausea, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5021
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Mar-2008
Status Date

--
State

WAES0709USA00526
Mfr Report Id

Information has been received from a physician concerning a female 20 years of age or younger with no pertinent medical history who was vaccinated with
Gardasil.  There was no concomitant medication.  Subsequently the patient experienced influenza-like symptoms (headache, some nausea, vomiting and
myalgia) within 24 hours of receiving her first dose of Gardasil.  The patient possibly had a CPK level that was mildly elevated (values not reported).  The
patient was possibly examined in the emergency room but was not admitted.  Subsequently, the patient's symptoms resolved within one to four days.
Unspecified medical attention was sought.  Patient Quality Complaints (PQC) was not involved.  This is one of several reports received from the same source.
Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292995-1

19-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Influenza like illness, Myalgia, Nausea, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5022
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Mar-2008
Status Date

--
State

WAES0709USA00556
Mfr Report Id

Information has been received from a nurse practitioner concerning a female who was vaccinated with Gardasil.  Subsequently the patient experienced
numbness in her arm and axilla.  No patient could be identified, and at the time the numbness was not associated with the Gardasil vaccination.  Subsequently
she recovered without treatment after a few days.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292996-1

19-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5023
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Mar-2008
Status Date

CA
State

WAES0709USA00645
Mfr Report Id

Information has been received from a medical assistant concerning a female patient who was vaccinated IM with a dose of Gardasil.  Concomitant therapy
included antimicrobial (unspecified).  The reporter mentioned that patient's menstruation period stopped for 1 month then came back after she got the dose of
Gardasil.  She also mentioned that the patient was not pregnant.  The outcome was unknown.  Additional information has been requested.

Symptom Text:

antimicrobial (unspecified)Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292997-1

19-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Menstruation delayed

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5024
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Mar-2008
Status Date

CA
State

WAES0709USA00646
Mfr Report Id

Information has been received from a nurse and a medical assistant concerning a female patient who was vaccinated IM with a dose of Gardasil.  Concomitant
therapy included antimicrobial (unspecified).  The reporter reported that the patient did not have her period for 2 months.  Her pregnancy test was negative.
The patient's grand mother mentioned that it was unknown whether the patient has a history of irregular menstrual periods.  The outcome was unknown.
Additional information has been requested.

Symptom Text:

antimicrobial (unspecified)Other Meds:
Lab Data:
History:
Prex Illness:

beta-human chorionic, negative
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

292998-1

19-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Menstruation delayed

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5025
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Mar-2008
Status Date

CA
State

WAES0709USA00883
Mfr Report Id

Information has been received from a physician concerning a female patient in her 20's who was vaccinated with a first and second dose of Gardasil. The
physician reported that the patient had unusual soreness at the injection site after the first and second injection. He also reported that the patient had unusual
stiffness and weakness with local mechanical trouble after she was given the third dose of Gardasil. The patient had not recovered as of this report day. The
physician reported that this is one of the three patient who experienced similar experience. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

292999-1

19-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Injection site pain, Musculoskeletal stiffness, Vaccine positive rechallenge

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5026
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Mar-2008
Status Date

CA
State

WAES0709USA00884
Mfr Report Id

Information has been received from a physician concerning a female patient in her 20's who was vaccinated with a first and second dose of Gardasil.  The
physician reported that the patient had unusual soreness at the injection site after the first and second injection.  He also reported that the patient had unusual
stiffness and weakness with local mechanical trouble after she was given the third dose of Gardasil.  The patient had not recovered as of this report day.  The
physician reported that this is one of the three patients who experienced similar experiences.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

293000-1

19-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Injection site pain, Musculoskeletal stiffness, Vaccine positive rechallenge

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5027
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Jan-2007
Vaccine Date

30-Jan-2007
Onset Date

0
Days

19-Mar-2008
Status Date

CT
State

WAES0709USA00927
Mfr Report Id

Information has been received from a registered medical assistant concerning a 13 year old female with no pertinent medical history, who on 30-JAN-2007 at
3:00 pm, was vaccinated in the left arm with a first dose of Gardasil (lot # 654389/0961F). On 30-JAN-2007 at 3:00 pm, the patient experienced a brief syncopal
episode. The patient was monitored in the office for 10 to 15 minutes vital signs were reported as normal. Subsequently, the patient recovered from a brief
syncopal episode and patient was left with her mother who is a registered nurse. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

vital sign 01/30/07
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

293001-1

19-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0961F 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5028
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Aug-2007
Vaccine Date

14-Aug-2007
Onset Date

0
Days

19-Mar-2008
Status Date

--
State

WAES0709USA00948
Mfr Report Id

Information has been received from a nurse practitioner concerning a 15 year old female who on 14-AUG-2007 was vaccinated with Gardasil.  On 14-AUG-
2007, the spring on the syringe did not release, so she pushed harder on the plungers before withdrawing the syringes from the patient's arm.  The patient
complained that the injection hurt.  Unspecified medical attention was sought.  The outcome was not reported.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

293002-1

19-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Medical device complication

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5029
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Mar-2008
Status Date

CT
State

WAES0709USA00949
Mfr Report Id

Information has been received from a physician concerning a female (age not reported) who on an unspecified date was vaccinated with a 0.5 mL dose of
Gardasil.  Immediately following the vaccination, the patient experienced dizziness, nausea and then fainted.  The patient sought unspecified medical attention.
 Subsequently, the patient recovered.  This is one of several reports from the same source.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

293003-1

19-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Nausea, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5030
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Mar-2008
Status Date

CT
State

WAES0709USA00950
Mfr Report Id

Information has been received from a physician concerning a female (age not reported) who on an unspecified date was vaccinated with a 0.5 mL dose of
Gardasil.  Immediately following the vaccination, the patient experienced dizziness, nausea and then fainted.  The patient sought unspecified medical attention.
 Subsequently, the patient recovered.  This is one of several reports from the same source.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

293004-1

19-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Immediate post-injection reaction, Nausea, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5031
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Mar-2008
Status Date

FL
State

WAES0709USA01367
Mfr Report Id

Information has been received from a physician concerning a female patient who on an unspecified date was vaccinated with Gardasil (lot# unknown) 0.5 mL
injection and fainted. Medical attention was sought.  At the time of reporting it was unknown if the patient had recovered.  No additional information was
provided.  No further information is available.  This is one of two reports from the same source.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

293005-1

19-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5032
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Aug-2007
Vaccine Date

23-Aug-2007
Onset Date

0
Days

19-Mar-2008
Status Date

--
State

WAES0709USA01953
Mfr Report Id

Information has been received from a nurse practitioner concerning a 13 year old female who on 23-AUG-2007 was vaccinated at 1115 hours with the third
dose of Gardasil. Afterwards, the patient experienced dizziness for a couple minutes. She sat down, had a cup of water and walked to the waiting room. About
5 minutes later, she passed out. She was cold, clammy, and pale. When she finally came to, the patient was watched for about 20 minutes. The patient felt
nauseated. She received no other vaccines that day. She had eaten breakfast. When she left the office, she still felt nauseous. No further details were
provided. It was reported that an 11 year old female experienced dizziness after Gardasil vaccination (WAES 0708USA04690).

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

293006-1

19-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Cold sweat, Dizziness, Feeling cold, Loss of consciousness, Nausea, Pallor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5033
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Aug-2007
Vaccine Date

14-Aug-2007
Onset Date

0
Days

19-Mar-2008
Status Date

TX
State

WAES0709USA02594
Mfr Report Id

Information has been received from a physician concerning a female (demographics not provided) who on 14-AUG-2007 was vaccinated with Gardasil (Lot#
not reported).  That same day post vaccination the patient experienced dizziness.  Unspecified medical attention was sought.  Subsequently, on an unspecified
date the patient recovered from dizziness.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

293007-1

19-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5034
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Aug-2007
Vaccine Date

14-Aug-2007
Onset Date

0
Days

19-Mar-2008
Status Date

IL
State

WAES0708USA02595
Mfr Report Id

Information has been received from a physician concerning a 21 year old female who on 14-AUG-2007 was vaccinated with the first dose of Gardasil (Lot # and
route of vaccination not provided). Post vaccination that same day the patient fainted. Unspecified medical attention was sought. The physician reported that
the patient did not appear to be injured, her vital signs were stable (actual value not provided). The physician reported that the patient was recovering in the
office. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

293008-1

07-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5035
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Mar-2008
Status Date

TX
State

WAES0709USA02602
Mfr Report Id

Information has been received from a physician concerning a female (demographics not provided) who on an unspecified date was vaccinated with Gardasil
(lot # not provided).  Concomitant therapy included DTAP-IPV.  Subsequently at an unspecified time post vaccination the patient experienced syncope.  The
patient sought unspecified medical attention.  Subsequently, on an unspecified date the patient recovered from the syncope.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

293009-1

19-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

IPV
DTAP
HPV4

UNKNOWN MANUFACTURER
UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL
NULL

Unknown
Unknown
Unknown

Unknown
Unknown

Intramuscular



10 JUN 2008 06:27Report run on: Page 5036
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Mar-2008
Status Date

OH
State

WAES0708USA02629
Mfr Report Id

Information has been received from a physician concerning a female patient who on an unknown date was vaccinated IM into the upper arm with an entire dose
of Gardasil. After vaccination, the patient experienced syncope. Unspecified medical attention was sought. On an unknown date, the patient recovered. No
product quality complaint was involved. This is one of two reports from the same source. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

293010-1

19-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5037
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Aug-2007
Vaccine Date

06-Aug-2007
Onset Date

0
Days

19-Mar-2008
Status Date

NC
State

WAES0708USA02666
Mfr Report Id

Information has been received from a licensed practical nurse concerning a female patient who on 06-AUG-2007, was vaccinated with a dose of Gardasil. On
06-AUG-2007 after receiving the vaccine, the patient felt dizzy and lightheaded. It was reported that the patient hit her head on the receptionist counter
however she never lost consciousness. Unspecified medical attention was sought. Laboratory diagnostic studies included a blood pressure measurement. On
an unknown date, the patient recovered. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

blood pressure
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

293011-1

19-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Head injury

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5038
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Jul-2007

Vaccine Date
30-Jul-2007
Onset Date

0
Days

19-Mar-2008
Status Date

NC
State

WAES0708USA02678
Mfr Report Id

Information has been received from a nurse concerning a 15 year old female patient who on 30-JUL-2007 was vaccinated IM with a first dose of Gardasil lot
#658488/0930U.  The nurse reported that the patient "fainted" after getting the Gardasil injection.  She also reported that the patient experienced "tingling
around the lips and her fingers after she recovered from fainting."  The physician provided the patient with ice.  No further information was provided.  The
patient "left office feeling better".  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

293012-1

19-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Paraesthesia, Paraesthesia oral, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0930U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5039
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Jul-2007

Vaccine Date
03-Aug-2007
Onset Date

24
Days

19-Mar-2008
Status Date

UT
State

WAES0708USA02682
Mfr Report Id

Information has been received from a physician concerning a 19 year old female patient who on 10-JUL-2007 was vaccinated with a first dose of Gardasil.
Concomitant therapy included Hepatitis B vaccine, recomb (manufacturer unspecified). The physician stated that patient developed an unusual rash after she
got her injection. He stated that the rash was in the injection site area, and it was perfectly circular and flat and approximately 5 cm in diameter. There was also
a smaller rash of approximately 1.5 cm which overlapped the larger rash. Unspecified medical attention was sought by the patient. The patient had not
recovered. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

293013-1

19-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site rash

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5040
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Jul-2007

Vaccine Date
14-Aug-2007
Onset Date

28
Days

19-Mar-2008
Status Date

AZ
State

WAES0708USA02701
Mfr Report Id

Information has been received from a physician concerning a female patient with no allergies, who on approximately 17-JUL-2007 "about four weeks ago", was
vaccinated IM with a third 0.5 ml dose of Gardasil.  "Recently" the patient experienced a painful knot at the injection site where the last dose was given.
Unspecified medical attention was sought.  No diagnostic laboratory studies were performed.  At the time of this report, the patient had not recovered.  No
product quality complaint was involved.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

293014-1

19-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site nodule, Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5041
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Aug-2007
Vaccine Date

14-Aug-2007
Onset Date

0
Days

19-Mar-2008
Status Date

IN
State

WAES0708USA02715
Mfr Report Id

Information has been received from a licensed practical nurse concerning a 20 year old female who on 14-AUG-2007 was vaccinated with a dose of Gardasil
(lot# 658100/0525U). On 14-AUG-2007 the patient experienced syncope, dizziness and fatigue. Unspecified medical attention was sought. The patient's
syncope and dizziness and fatigue persisted. No product quality complaint was involved. This is one of two reports received from the same source. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

293015-1

19-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Fatigue, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0525U Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5042
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Aug-2007
Vaccine Date

13-Aug-2007
Onset Date

0
Days

19-Mar-2008
Status Date

IN
State

WAES0708USA02717
Mfr Report Id

Information has been received from a physician concerning an 18 year old female with no medical history, who on 13-AUG-2007 was vaccinated with Gardasil.
Concomitant therapy given into the same arm included a dose of MENACTRA.  On 13-AUG-2007, the patient experienced pain and a knot in her arm.
Unspecified medical attention was sought.  No laboratory diagnostic studies were performed.  The patient's pain in arm and knot in arm persisted.  No product
quality complaint was involved.  Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

293016-1

19-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Nodule, Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 5043
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Aug-2007
Vaccine Date

14-Aug-2007
Onset Date

0
Days

19-Mar-2008
Status Date

--
State

WAES0708USA02744
Mfr Report Id

Information has been received from a nurse practitioner concerning a 17 year old female who on 14-AUG-2007 was vaccinated with Gardasil. On 14-AUG-
2007, the spring on the syringe did not release, so she pushed harder on the plungers before withdrawing the syringes from the patient's arm. The patient
complained that the injection hurt. Unspecified medical attention was sought. The outcome was not reported. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

293017-1

19-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Medical device complication

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5044
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Aug-2007
Vaccine Date

10-Aug-2007
Onset Date

0
Days

19-Mar-2008
Status Date

OH
State

WAES0708USA02750
Mfr Report Id

Information has been received from a registered nurse concerning a 23 year old female who on 10-AUG-2007 was vaccinated with Gardasil (lot #
657872/0515U) 0.5 ml IM in the left deltoid.  Concomitant therapy included hormonal contraceptives (unspecified).  On 10-AUG-2007, a few minutes after
leaving the physician's office, the patient experienced a swollen sensation in her throat and tongue.  She took BENADRYL and slept for one hour.  This relieved
her symptom (recovered on 10-AUG-2007).  No further information was provided.  Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

293018-1

19-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Feeling abnormal

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0515U Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 5045
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Mar-2008
Status Date

CT
State

WAES0708USA02768
Mfr Report Id

Information has been received from a physician concerning a female (age not reported) who on an unspecified date was vaccinated with a 0.5 mL dose of
Gardasil. Immediately following the vaccination, the patient experienced dizziness, nausea and then fainted. The patient sought unspecified medical attention.
Subsequently, the patient recovered. This is one of several reports from the same source. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

293019-1

19-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Nausea, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5046
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Mar-2008
Status Date

NJ
State

WAES0708USA02777
Mfr Report Id

Information has been received from a certified nurse midwife concerning a patient (age and gender not reported) who on an unspecified date was vaccinated
with Gardasil (lot# unknown).  On an unspecified date the patient experienced a high fever.  Medical attention was sought.  The patient went to the emergency
room.  At the time of reporting it is unknown if the patient had recovered.  No further information is available.  This is one of two reports from the same source.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

293020-1

19-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5047
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Mar-2008
Status Date

CA
State

WAES0708USA02778
Mfr Report Id

Information has been received from a physician concerning an approximately 11 year old female who on an unspecified date was vaccinated in the right arm
with the first dose of Gardasil. The patient was also vaccinated in the left arm with a dose of MENACTRA and DTaP. Subsequently the patient developed
swelling and redness at injection site. The patient sought unspecified medical attention. At the time of this report, the outcome was unknown. Additional
information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

293021-1

07-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, Injection site erythema, Injection site swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

MNQ
DTAP
HPV4

SANOFI PASTEUR
UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL
NULL 0

Unknown
Unknown
Unknown

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 5048
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Jul-2007

Vaccine Date
03-Aug-2007
Onset Date

7
Days

19-Mar-2008
Status Date

TX
State

WAES0708USA02799
Mfr Report Id

Information has been received from a physician concerning a 13 year old female who on 27-JUL-2007 was vaccinated with a dose of Gardasil (lot
654885/1424F).  There was no concomitant medication.  On 03-AUG-2007, the patient returned to the clinic with complaint of hyperpigmentation patch on right
wrist.  The physician was not sure if the patient's hyperpigmentation was due to vaccination with Gardasil or other causes.  Laboratory evaluations on 03-AUG-
2007 revealed normal lipid profile.  At the time of this report, the patient had not recovered and was still being treated.  Additional information has been
requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

total serum lipid test, 08/03/2007, normal
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

293022-1

19-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Skin hyperpigmentation

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1424F Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5049
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Mar-2008
Status Date

FL
State

WAES0708USA02821
Mfr Report Id

Information has been received from a medical assistant concerning an unknown number of females (age not reported) who on unspecified dates was
vaccinated with Gardasil (lot#s unknown). On unspecified dates "a couple" of patients developed menstrual spotting after vaccination with Gardasil. Medical
attention was sought. No other information was available. On unspecified dates the females had recovered. Attempts were being made to obtain additional
identifying information to distinguish the unidentified patients mentioned in the report. Follow-up information was received from a medical assistant via
telephone. The nurse reported that she could not provide any additional patient details. The nurse confirmed that there were 3 patients who reported menstrual
spotting following vaccination with Gardasil. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

293023-1

19-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Metrorrhagia

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5050
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Aug-2007
Vaccine Date

15-Aug-2007
Onset Date

0
Days

19-Mar-2008
Status Date

NY
State

WAES0708USA02838
Mfr Report Id

Information has been received from a physician concerning a 12 year old female with no pertinent medical history, who was very nervous and hyperventilation
before receiving the vaccinations and it was reported that the physician "laid the patient down." On 15-AUG-2007 the patient was vaccinated with a first dose of
Gardasil (lot # 657872/0515U). Concomitant suspect vaccine on 15-AUG-2007 included Varivax. Other concomitant vaccine on 15-AUG-2007 included
MENACTRA. On 15-AUG-2007 after receiving all three vaccinations the patient stood up and fainted. Unspecified medical attention was sought. On 15-AUG-
2007, the patient recovered from fainting. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:

Hyperventilation; NervousnessPrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

293024-1

19-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
MNQ

MERCK & CO. INC.
MERCK & CO. INC.
SANOFI PASTEUR

NULL
0515U
NULL

0
Unknown
Unknown
Unknown

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 5051
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Aug-2007
Vaccine Date

10-Aug-2007
Onset Date

0
Days

19-Mar-2008
Status Date

--
State

WAES0708USA02855
Mfr Report Id

Information has been received from a pharmacist concerning a female who on approximately 10-AUG-2007 was vaccinated with a dose of Gardasil (lot #
653736/0014U).  On approximately 10-AUG-2007 the patient felt nauseous and fainted, "went straight down."  At the time of the report the outcome was
unknown.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

293026-1

19-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Nausea, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0014U Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5052
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Aug-2007
Vaccine Date

06-Aug-2007
Onset Date

0
Days

19-Mar-2008
Status Date

NY
State

WAES0708USA02880
Mfr Report Id

Initial and follow-up information has been received from a registered nurse concerning a 20 year old female student with penicillin allergy who on 06-AUG-2007
at 9:15 am, was vaccinated IM in the left deltoid with a 0.5 ml second dose of Gardasil (lot # 655324/0089U).  Concomitant therapy included hormonal
contraceptives (unspecified).  On 06-AUG-2007 at approximately 9:30 am, the patient experienced increased left arm pain and was unable to lift the left arm
completely, muscle spasms in her arm along with numbness and tingling in her fingers.  She had alternated heat and cold application to the injection site.  She
had massaged her arm with "icy hot gel and Jergens lotion."  On 15-AUG-2007 at 10:11 am, she telephoned the office and at 3:15 pm, the patient was
examined in the office.  It was reported no redness or swelling.  The patient was referred to a neurologist of further evaluation.  The patient's symptoms
persisted.  No laboratory or diagnostic tests were performed.  Additional information is not expected.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:

Penicillin allergyPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

293027-1

19-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Injected limb mobility decreased, Muscle spasms, Pain in extremity, Paraesthesia

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0089U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 5053
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Aug-2007
Vaccine Date

13-Aug-2007
Onset Date

0
Days

19-Mar-2008
Status Date

WA
State

WAES0708USA02887
Mfr Report Id

Information has been received from a nurse concerning a 17 year old female with a history of syncope after injections who on 13-AUG-2007 was vaccinated
with a first dose of Gardasil (lot# unknown).  Concomitant vaccinations included MENACTRA and Tdap (manufacturer unknown).  On 13-AUG-2007 the patient
fainted.  The patient fully recovered and was sent on her way.  Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Syncope

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

293028-1

19-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Reaction to previous exposure to any vaccine, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

TDAP
MNQ
HPV4

UNKNOWN MANUFACTURER
SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL
NULL 0

Unknown
Unknown
Unknown

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 5054
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Aug-2007
Vaccine Date

13-Aug-2007
Onset Date

5
Days

19-Mar-2008
Status Date

TX
State

WAES0708USA02910
Mfr Report Id

Initial and follow-up information has been received from a physician and a health professional concerning a 17 year old female who on 08-AUG-2007 was
vaccinated with a first dose of Gardasil.  Concomitant therapy included hormonal contraceptives (unspecified). On 13-AUG-2007 the patient experienced
dizziness, difficulty breathing and blurred vision.  Unspecified medical attention was sought.  At the time of the report, the status of the patient was unknown.
No laboratory or diagnostic tests were performed.  In follow-up the health professional reported that the physician did not believe the patient's symptoms were
related to the vaccination with an onset of at least 3 days after the vaccination and were not reported to a health professional until one week following the
vaccination.  The physician reported that the patient is a "nervous" person who may have "exaggerated" the experience.  Additional information has been
requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

293029-1

19-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Dyspnoea, Nervousness, Vision blurred

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5055
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Dec-2006
Vaccine Date

Unknown
Onset Date Days

19-Mar-2008
Status Date

MD
State

WAES0708USA02917
Mfr Report Id

Information has been received from a registered nurse concerning a 16 female, with no pertinent medical history, who on 19-DEC-2006 was vaccinated IM with
a 0.5 ml dose of Gardasil (lot # 653938/0954F).  There was no concomitant medication.  Subsequently 5 weeks after her second dose the patient developed a
right upper arm mass at the injection site.  She was seen by an orthopedic physician who diagnosed the mass as a granuloma.  The orthopedic physician
reported that the vaccine was "self contained" in the granuloma.  The patient had a complete blood cell count (results not reported).  Subsequently, the patient
recovered.  At the time of the report, the patient has not had the third dose.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

complete blood cell, results not reported
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

293030-1

19-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site mass, Injection site nodule

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0954F Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5056
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
24-Jul-2007
Onset Date Days

19-Mar-2008
Status Date

TX
State

WAES0708USA02956
Mfr Report Id

Information has been received from a physician concerning a 25 year old female who on an unspecified date was vaccinated subcutaneously with a second
dose of Gardasil.  On 24-JUL-2007 the patient developed an injection site bump that lasted about 3-4 days.  Unspecified medical attention was sought.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

293031-1

19-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Incorrect route of drug administration, Injection site mass

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Subcutaneously



10 JUN 2008 06:27Report run on: Page 5057
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Aug-2007
Vaccine Date

14-Aug-2007
Onset Date

0
Days

19-Mar-2008
Status Date

PA
State

WAES0708USA02958
Mfr Report Id

Information has been received from a nurse concerning a 13 year old female who on 14-AUG-2007 was vaccinated with a first dose of Gardasil
(658094/0524U). Concomitant vaccination given on the same day included BOOSTRIX and MENACTRA. On 14-AUG-2007 the patient experienced syncope.
Unspecified medical attention was sought. On 14-AUg-2007 the patient recovered. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

293032-1

19-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0524U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5058
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Jul-2007

Vaccine Date
26-Jul-2007
Onset Date

0
Days

19-Mar-2008
Status Date

CA
State

WAES0708USA02962
Mfr Report Id

Information has been received from a physician concerning a 14 year old female with a history of syncope and fatigability of knees and no drug
reactions/allergies who on 26-JUL-2007 was vaccinated with a first dose of Gardasil (655503/0012U expiry date 13-JUN-2009) in the left arm at 3:30 PM.
Concomitant therapy included MENACTRA.  On 26-JUL-2007 during the vaccination the patient was sitting.  There was no illness at the time of the vaccination.
 After receiving the vaccination, as she stood up at approximately 3:35PM the patient buckled at the knees and fainted.  The healthcare professional helped the
patient to the floor carefully as the patient was fainting and made sure the patient remained conscious and called in the physician.  The patient's vitals were
taken and sat the patient up.  The patient (athlete) reported that she had not eaten all day.  The patient was given a trail mix bar and juice and was retained in
the office for 20 minutes.  Follow-up was made the following day.  The patient did not seek medical attention.  On 26-JUL-2007 the patient had recovered.
Additional information is not expected.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Syncope; fatigability of knees

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

293033-1

19-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
0012U 0

Unknown
Left arm

Unknown
Intramuscular



10 JUN 2008 06:27Report run on: Page 5059
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Mar-2008
Status Date

PA
State

WAES0708USA02969
Mfr Report Id

Information has been received from a licensed practical nurse concerning her 15 year old daughter who was vaccinated with a first dose of Gardasil.
Subsequently the patient developed a heavier than normal menstrual period. A urine pregnancy test was performed before the vaccination, and the patient was
not pregnant. Unspecified medical attention was sought. At the time of the report the patient's second menstrual cycle returned to normal. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

urine beta-human negative
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

293034-1

19-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Menorrhagia

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5060
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Aug-2007
Vaccine Date

15-Aug-2007
Onset Date

0
Days

19-Mar-2008
Status Date

TX
State

WAES0708USA02974
Mfr Report Id

Information has been received from a medical assistant concerning a 15 year old female with no pertinent medical history who on 15-AUG-2007 was
vaccinated intramuscularly with a 0.5ml first dose of Gardasil (Lot # 658490/0802U).  There was no concomitant medication.  On 15-AUG-2007 the patient
experienced shaking and became rigid and blacked out.  Unspecified medical attention was sought.  There was no laboratory or diagnostic tests performed.
On 15-AUG-2007 the patient recovered.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

293035-1

19-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness, Muscle rigidity, Tremor

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0802U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5061
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Aug-2007
Vaccine Date

15-Aug-2007
Onset Date

0
Days

19-Mar-2008
Status Date

AZ
State

WAES0708USA03001
Mfr Report Id

Information has been received from a registered nurse concerning a 11 year old female with no drug allergies and no medical history, who on 15-AUG-2007
was vaccinated intramuscularly with a first dose of Gardasil (Lot# 655620/0171U). Concomitant vaccinations included DTaP and meningococcal vaccine
(unspecified). On 15-AUG-2007 the patient experienced pain and burning during administration. The pain lasted for 30 minutes after receiving the vaccination.
The patient sought unspecified medical attention. No laboratory diagnostics were performed. On 15-AUG-2007 the patient recovered. No product quality
complaint was involved. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

293036-1

07-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, Injection site irritation, Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

MEN
HPV4
DTAP

UNKNOWN MANUFACTURER
MERCK & CO. INC.
UNKNOWN MANUFACTURER

NULL
0171U
NULL

0
Unknown
Unknown
Unknown

Unknown
Intramuscular

Unknown



10 JUN 2008 06:27Report run on: Page 5062
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Mar-2007
Vaccine Date

10-Mar-2007
Onset Date

0
Days

19-Mar-2008
Status Date

NY
State

WAES0708USA03015
Mfr Report Id

Information has been received from a physician concerning a 15 year old female, who on 10-MAR-2007 was vaccinated in her left arm with a first dose of
Gardasil (Lot# 653735/0688F).  Concomitant suspect vaccination included Varivax (dose not reported) administered subcutaneously in her left arm.  Other
concomitant vaccination included HAVRIX administered in her right arm.  On 10-MAR-2007 the patient developed a warm tennis ball size lump in her arm
apparently from shoulder to elbow.  The patient was treated with ice and MOTRIN.  The patient recovered on an unspecified date.  Additional information has
been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

293037-1

19-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Mass, Skin warm

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

VARCEL
HEPA

HPV4

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

NULL
NULL

0688F 0

Left arm
Right arm

Left arm

Subcutaneously
Unknown

Unknown



10 JUN 2008 06:27Report run on: Page 5063
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Aug-2007
Vaccine Date

15-Aug-2007
Onset Date

0
Days

19-Mar-2008
Status Date

NY
State

WAES0708USA03024
Mfr Report Id

Information has been received from a medical assistant concerning a 15 year old female with no drug allergies and no medical history, who on 15-AUG-2007
was vaccinated in the left arm with a second dose of Gardasil. The first dose was given on 20-JUN-2007. There was no concomitant medication. Shortly after
receiving the vaccination at 09:15am the patient felt "queasy." The patient was directed to sit down and the only observation was that the patient was "clammy."
The patient reported a short period of "loss of vision", but the healthcare worker stated that she had her eyes closed. The patient never lost consciousness, and
after 10 minutes, she was treated with an ice pack and some juice (the patient never ate breakfast) the patient felt fine and left the office. No laboratory
diagnostic were performed. On 15-AUG-2007 the patient recovered. No product quality complaint was involved. Additional information is not expected.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

293038-1

19-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Cold sweat, Nausea, Visual disturbance

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5064
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-May-2007
Vaccine Date

23-Jul-2007
Onset Date

70
Days

19-Mar-2008
Status Date

NY
State

WAES0708USA03026
Mfr Report Id

Information has been received from a registered nurse concerning a 21 year old female with no drug allergies and no medical history, who on 14-MAY-2007
was vaccinated intramuscularly with a 0.5mL first dose of Gardasil (Lot# 657621/0387U).  Concomitant therapy included ORTHO TRI-CYCLEN.  Several weeks
after the first dose, on 23-JUL-2007 the patient developed a generalized rash.  On 30-JUL-2007 the patient was vaccinated with a second dose of Gardasil
(Lot# 658490/0802U).  No laboratory diagnostics were performed.  The patient sought unspecified medical attention.  At the time of the report, the patient was
recovering.  No product quality complaint was involved.  Additional information has been requested.

Symptom Text:

ORTHO TRI-CYCLENOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

293039-1

19-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash generalised

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5065
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Apr-2007
Vaccine Date

18-Apr-2007
Onset Date

1
Days

19-Mar-2008
Status Date

--
State

WAES0708USA03037
Mfr Report Id

Information has been received from a physician concerning a 26 year old female, who on 19-FEB-2007 was vaccinated with a 0.5mL first dose of Gardasil.  On
17-APR-2007 the patient was vaccinated with a second dose of Gardasil.  On 18-APR-2007 the patient felt disoriented, nauseous, and fatigue for three weeks.
The patient sought unspecified medical attention.  After approximately three weeks, the patient recovered.  No product quality complaint was involved.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

293040-1

19-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Disorientation, Fatigue, Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5066
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Mar-2008
Status Date

--
State

WAES0708USA03038
Mfr Report Id

Information has been received from a nurse practitioner concerning an 18 year old female, who, on an unspecified date, was vaccinated intramuscularly with a
first dose of Gardasil.  The lot # provided was 0532U, which was a valid lot # for Varivax (Oka/Merck).  Subsequently, the patient fainted after administration
and "passed out" for 30 seconds.  It was unknown if the office used a single dose vial or a pre-filled syringe.  The patient did not seek medical attention.  It was
noted that the patient was not pregnant at the time.  The patient recovered and was fine before leaving the office.  No product quality complaint was involved.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

293041-1

19-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5067
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Aug-2007
Vaccine Date

09-Aug-2007
Onset Date

0
Days

19-Mar-2008
Status Date

--
State

WAES0708USA03040
Mfr Report Id

Initial and follow-up information has been received from an Urgent Care physician concerning an 11 year old female who on 09-AUG-2007 was vaccinated IM
in the left arm with a 0.5ml first dose of Gardasil.  Concomitant vaccination in the right arm included Tdap.  On 09-AUG-2007 the left deltoid muscle was
enlarged, induration, tender and had redness tracked to mid to upper arm.  On 12-AUG-2007 the patient was seen in the Urgent Care with an enlarged,
indurated, tender, red and blanched arm.  Laboratory data revealed white blood cell count was 6.6, absolute granulocyte count was 3.9, lymphocyte count was
2.4, and urine pH was 200.  The physician was concerned that the injection infiltrated the subcutaneous tissue.  The physician reported there were no fever or
chills.  The injection site was treated with ice and nonsteroidal anti-inflammatory drug (unspecified).  The physician recommended follow-up with her primary
care physician.  At the time of the report, the outcome was unknown.  Additional information is not expected.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

WBC count, 08/12/07, 6.6; lymphocyte count, 08/12/07, 2.4; absolute blood, 08/12/07, 3.9; urine pH, 08/12/07, 200
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

293042-1

19-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site induration, Injection site pain, Injection site swelling, Pallor

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

TDAP
HPV4

UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL 0

Unknown
Left arm

Unknown
Intramuscular



10 JUN 2008 06:27Report run on: Page 5068
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Mar-2008
Status Date

CA
State

WAES0708USA03057
Mfr Report Id

Information has been received from a nurse practitioner concerning a 16 year old female with a fever at the time of vaccination who a few months ago was
vaccinated with a 0.5 ml first dose of Gardasil.  There was no concomitant medication.  Subsequently the patient fainted.  Unspecified medical attention was
sought.  Subsequently, the patient recovered.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

FeverPrex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

293043-1

19-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5069
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Mar-2008
Status Date

TX
State

WAES0708USA03069
Mfr Report Id

Information has been received from a nurse concerning a female patient who was vaccinated with a dose of Gardasil.  Concomitant therapy included "multiple
vaccinations" given on the same day.  Five minutes after receiving the vaccine, the patient experienced syncope.   Unspecified medical attention was sought.
Subsequently, the patient recovered quickly.  No product quality complaint was involved.  Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

293044-1

19-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

UNK
HPV4

UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 5070
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Mar-2008
Status Date

TX
State

WAES0708USA03073
Mfr Report Id

Information has been received from a physician concerning a female patient who on an unknown date was vaccinated with a second dose of Gardasil.
Subsequently, the patient experienced significant pain around the injection site which lasted for a week or longer after receiving the vaccine.  Unspecified
medical attention was sought.  It was also reported that the same reaction occurred after the first dose of Gardasil.  No product quality complaint was involved.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

293045-1

19-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Vaccine positive rechallenge

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5071
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Jul-2007

Vaccine Date
10-Aug-2007
Onset Date

17
Days

19-Mar-2008
Status Date

OH
State

WAES0708USA03076
Mfr Report Id

Information has been received from a registered nurse and a father concerning his 18 year old daughter with a history of "something related to irritable bowel
syndrome" and "gastrointestinal problems" over the last 10 years who on 24-JUL-2007 was vaccinated IM with a first 0.5 ml dose of Gardasil.  Concomitant
therapy included LOESTRIN.  On 10-AUG-2007 the patient experienced severe abdominal pain and diarrhea.  It was reported that she experienced pain when
she was "up and moving around" but not when she was laying down.  On 13-AUG-2007 the patient went to the emergency room .  There she received a
"gastrointestinal work-up" that was reported as normal.  The patient was not admitted to the hospital.  The patient's severe abdominal pain and diarrhea
persisted.  Additional information has been requested.

Symptom Text:

LOESTRINOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory, "gastrointestinal work-up" was normal
Irritable bowel syndrome; gastrointestinal disorder

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

293046-1

19-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Condition aggravated, Diarrhoea

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5072
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Jul-2007

Vaccine Date
12-Jul-2007
Onset Date

0
Days

20-Mar-2008
Status Date

NY
State

WAES0708USA03086
Mfr Report Id

Information has been received from a nurse concerning a 19 year old female who on an unspecified date was vaccinated with a first dose of Gardasil (lot #
653938/0954F).  On an unspecified date the patient was vaccinated with a second dose of Gardasil (lot # 655617/1447F).  On 12-JUL-2007 the patient was
vaccinated IM with a third dose of Gardasil (lot # 658100/0525U).  Concomitant therapy included hormonal contraceptives (unspecified).  On 12-JUL-2007 the
patient experienced a fever of 102 F and chills.  Unspecified medical attention was sought.  On an unspecified date, the patient recovered from fever and chills.
 Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

body temp, 07/12/07, 102 F
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

293047-1

20-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Chills, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0525U 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5073
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Aug-2007
Vaccine Date

13-Aug-2007
Onset Date

3
Days

20-Mar-2008
Status Date

NY
State

WAES0708USA03089
Mfr Report Id

Information has been received from a physician concerning a female (age unknown), who on approximately 10-AUG-2007, was vaccinated with a 0.5mL first
dose of Gardasil.  Subsequently, the patient experienced a numb tongue.  The patient sought unspecified medical attention.  The patient recovered on an
unspecified date.  No product quality complaint was involved.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

293048-1

20-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia oral

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5074
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Aug-2007
Vaccine Date

16-Aug-2007
Onset Date

0
Days

20-Mar-2008
Status Date

VA
State

WAES0708USA03090
Mfr Report Id

Information has been received from a physician, via a company representative, concerning a 15 year old female patient with no pertinent medical history, who
on 16-AUG-2007 was vaccinated with the first dose of Gardasil (Lot #658490/0802U).  There was no concomitant medication.  On 16-AUG-2007, after the
vaccination and while the patient was leaving the office, she fainted.  The physician called the "rescue squad," however, the patient was not taken to the
hospital.  She was monitored and then released to home.  The patient recovered on the same day, 16-AUG-2007.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

293049-1

20-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0802U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5075
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
06-Aug-2007
Onset Date Days

20-Mar-2008
Status Date

NH
State

WAES0708USA03093
Mfr Report Id

Information has been received from a mother concerning her 21 year old daughter with no pertinent medical history, who in June 2007, was vaccinated with a
0.5 ml first dose of Gardasil.  There was no concomitant medication.  Subsequently, the patient experienced uncomfortable feeling in genital area.  On 06-AUG-
2007 the patient had a cervical smear that reported the presence of papilloma viral infection.  On 15-AUG-2007 the patient was vaccinated with a second dose
of Gardasil.  The patient's papilloma viral infection persisted. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

cervical smear, presence of HPV
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

293050-1

20-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Genital discomfort, Papilloma viral infection

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5076
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
20-Mar-2008
Status Date

FL
State

WAES0708USA03097
Mfr Report Id

Information has been received from a physician concerning 1 female patient who on an unspecified date was vaccinated with Gardasil (lot#'s unknown) 0.5 mL
injection and fainted.  Medical attention was sought.  At the time of reporting it was unknown if the patient had recovered.  No additional information was
provided.  No further information is available.  This report is one of two reports from the same source.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

293051-1

20-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5077
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Jun-2007
Vaccine Date

15-Jul-2007
Onset Date

30
Days

20-Mar-2008
Status Date

NY
State

WAES0708USA03111
Mfr Report Id

Information has been received from a physician concerning a 23 year old female with no pertinent medical history, who on 03-APR-2007 was vaccinated IM
with a first dose of Gardasil (lot # 655322/0092U).  On 15-JUN-2007 was vaccinated IM with a second dose of Gardasil (lot # 0210U).  Concomitant therapy
included hormonal contraceptives (unspecified).  On approximately 15-JUL-2007 the patient experienced migraine headache.  The patient was evaluated by a
neurologist.  At the time of the report, the status was unknown.  Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

293052-1

20-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Migraine

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0210U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5078
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Jul-2007

Vaccine Date
19-Jul-2007
Onset Date

2
Days

20-Mar-2008
Status Date

NJ
State

WAES0708USA03116
Mfr Report Id

Information has been received from a pharmacist concerning her 17 year old daughter with no pertinent medical history, who on 17-JUL-2007 was vaccinated
IM with a 0.5 ml first dose of Gardasil.  There was no concomitant medication.  On 19-JUL-2007 the patient experienced tingling in her hands and feet.  On 22-
JUL-2007, the patient recovered from tingling in hands and feet.  The patient did not seek medical attention spontaneously.  No laboratory or diagnostic tests
were performed.  Additional information is not expected.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

293053-1

20-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Paraesthesia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5079
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Nov-2006
Vaccine Date

Unknown
Onset Date Days

16-Oct-2007
Status Date

OH
State

WAES0710USA01461
Mfr Report Id

Information has been received from a physician concerning a 22 year old female with a history of abnormal papanicolaou smears with no treatment who on 30-
NOV-2006 was vaccinated with a first dose of Gardasil. On 07-JAN-2007, the patient tested positive for pregnancy (type unspecified). The date of her last
menstrual period was not reported. Medical attention was sought. On an unspecified date in 2007, at 19 weeks gestation, the mother's "water broke", and she
was taken to the hospital where labor was induced. The baby did not live. At the time of reporting, the status of the mother was unspecified. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Papanicolaou smear abnormal

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

293065-1 (S)

16-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Induced labour, Intra-uterine death, Premature labour

 ER VISIT, HOSPITALIZED, SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5080
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-May-2007
Vaccine Date

Unknown
Onset Date Days

16-Oct-2007
Status Date

--
State

WAES0710USA00779
Mfr Report Id

Information has been received from a physician through the Merck Pregnancy Registry concerning a 14 year old female who on 30-MAY-2007 was vaccinated
IM with a first 0.5 ml dose of Gardasil (lot # 654535/0960F). Concomitant therapy on 30-MAY-2007 included Menactra and tetanus toxoid. A second 0.5 ml IM
dose of Gardasil (lot # 654535/0960F). Subsequently the patient had a miscarriage at 9 weeks. Upon internal review, miscarriage was considered an other
important medical event. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:

Pregnancy NOS (LMP = Unknown)Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

293081-1

16-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

TTOX
MNQ
HPV4

UNKNOWN MANUFACTURER
SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL
0960F 0

Unknown
Unknown
Unknown

Unknown
Unknown
Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-May-2007
Vaccine Date

05-May-2007
Onset Date

0
Days

16-Oct-2007
Status Date

MI
State

WAES0710USA01426
Mfr Report Id

Information has been received from a medical assistant concerning a 14 year old female who on approximately 05-MAY-2007 was vaccinated with a dose of
Gardasil. On approximately 05-MAY-2007 five minutes after vaccination the patient experienced convulsions. Unspecified medical attention was sought. At the
time of the report the patient had recovered. Upon internal review, convulsions was considered to be another important medical event. Additional information
has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

293082-1

16-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Feb-2007
Vaccine Date

01-Jun-2007
Onset Date

120
Days

16-Oct-2007
Status Date

FR
State

WAES0710USA01696
Mfr Report Id

Information has been received from a pharmacist concerning a 19 year old female, who in February 2007 was vaccinated with a first dose of Gardasil and in
April 2007 was vaccinated with a second dose of Gardasil. The first vaccination was well tolerated. In June 2007, the patient developed relapsing swelling at
changing sites (face, tongue, lips, joints, fingers, and feet). The swelling lasted a few days and started again after a few days at other sites. The patient was
treated with antihistamines and cortisone. In August 2007 the patient was admitted to the hospital for one week for clarification, however no diagnosis was
established. An allergic genesis was supposed. At the time of the report, the patient's symptoms were ongoing. Other business partner numbers included:
E2007-06621. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
No reaction on previous exposure to vaccine.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

293083-1 (S)

16-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Joint swelling, Lip swelling, Oedema peripheral, Swelling, Swelling face, Swollen tongue

 HOSPITALIZED, SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Sep-2007
Vaccine Date

28-Sep-2007
Onset Date

15
Days

16-Oct-2007
Status Date

FR
State

WAES0710USA01700
Mfr Report Id

Information has been received from a health professional concerning a 13 year old female, who on 13-SEP-2007 was vaccinated intramuscularly in her deltoid
with a first dose of Gardasil. On 28-SEP-2007 the patient was hospitalized and presented a global pain, phases of hypotension, and a general physical health
deterioration. The patient was treated with aspirin lysine (ASPEGIC), Curpol, and Malafene for the general pain. At the time of the report, the patient had not
recovered yet. The health professional did not think that the adverse event was connected with the administration of Gardasil. Other business partner numbers
included: E2007-06673. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

293084-1 (S)

16-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 General physical health deterioration, Hypotension, Pain

 HOSPITALIZED, SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Aug-2007
Vaccine Date

20-Sep-2007
Onset Date

24
Days

16-Oct-2007
Status Date

FR
State

WAES0710USA02244
Mfr Report Id

Information has been received from a physician concerning a 20 year old female with no relevant medical history who on 27-AUG-2007 was vaccinated
intramuscularly into the left deltoid with a first dose of Gardasil. There was no concomitant medications. On 20-SEP-2007 twenty-four days after vaccination,
the patient developed anesthesia, then saddle paresthesia and paresthesia of the lower limbs. The patient was hospitalized for work-up. Magnetic resonance
imaging (MRI) showed hypersignals in the white matter. Lumbar puncture was normal. The diagnosis of confirmed multiple sclerosis (MS) was found in the
hospitalization report. At the time of the report the patient had not recovered. The reporting physician did not believe that MS was related to vaccination with
Gardasil. The reporting physician considered MS to be serious due to disability and hospitalization. No further information is available. Other business partner
numbers included E2007-06744.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

magnetic resonance imaging Comment: hypersignals in the white matter; spinal tap Comment: normal
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

293085-1 (S)

16-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anaesthesia, Multiple sclerosis, Paraesthesia

 HOSPITALIZED, PERMANENT DISABILITY, SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Sep-2007
Vaccine Date

24-Sep-2007
Onset Date

0
Days

16-Oct-2007
Status Date

VA
State

WAES0710USA00301
Mfr Report Id

Information has been received from a physician concerning a 14 year old female with no known allergies and no pertinent medical history who during the week
of 23-SEP-2007 came in for her first dose of Gardasil 0.5 ml intramuscularly in her arm. There was no concomitant medication. Some day during the week of
23-SEP-2007, the patient experienced syncope and "a mild seizure." The patient closed her eyes and jerked her arms. No labs or diagnostic studies were
performed. The patient was observed in the exam room and fully recovered without further symptoms. Upon internal review, "a mild seizure" was considered to
be an Other Important Medical Event. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

293094-1

08-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Dyskinesia, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Oct-2007
Vaccine Date

01-Oct-2007
Onset Date

0
Days

16-Oct-2007
Status Date

--
State

WAES0710USA00638
Mfr Report Id

Information has been received from a physician's assistant concerning a 50 year old female with rheumatoid arthritis, "shogun's syndrome", scoliosis,
hypertension, diabetes, seafood allergy, allergy to nuts (almonds) and multiple medications drug hypersensitivity (unspecified) who on 01-OCT-2007 was
vaccinated with a first dose of Gardasil. Concomitant medication was unspecified. On 01-OCT-2007, within one or two hours after being vaccinated, the patient
experienced respiratory distress. The patient went to the emergency room and was treated for an allergic reaction. She was given epinephrine injection,
albuterol inhaler, and (Benadryl). At the time of reporting, 02-OCT-2007, the patient was still experiencing mild to moderate respiratory distress. The reporter
considered the respiratory distress and allergic reaction as serious to disability, immediately life-threatening, and as Other Important Medical Events because
epinephrine injection was required. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Rheumatoid arthritis; General symptom; Scoliosis; Hypertension; Diabetes; Seafood allergy; Allergy to nuts; Drug hypersensitivitPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
50.0

293095-1 (S)

16-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypersensitivity, Inappropriate schedule of drug administration, Respiratory distress

 ER VISIT, LIFE THREATENING, PERMANENT DISABILITY, SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jun-2007
Vaccine Date

01-Sep-2007
Onset Date

92
Days

16-Oct-2007
Status Date

FR
State

WAES0710USA00666
Mfr Report Id

Information has been received from a physician concerning a 17 year old female patient who in June 2007, was vaccinated with a dose of Gardasil. Beginning
in September 2007, the patient recurrently developed fever attacks (approximately 38 degrees C) and also joint pains. No etiology was found during inpatient
check-up. Blood sedimentation rate (BSR) was increased. At the time of reporting, her symptoms were ongoing. Additional information has been requested.
Other business partner numbers included E2007-06480.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

body temp ??Sep07 approx 38 degrees C; erythrocyte sedimentation rate ??Sep07 Comment: increased
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

293096-1 (S)

16-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Pyrexia

 HOSPITALIZED, SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5088
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Jul-2007

Vaccine Date
25-Jul-2007
Onset Date

0
Days

19-Oct-2007
Status Date

FL
State Mfr Report Id

Patient fainted for 10-15 seconds after administration.  On 10-12-2007, her father reports that since that incident she has experienced every few days a rash
that is slightly erythemic, progressively pruritic and lsats 3-4 days, on the chest and upper thighs, and lower abdomen that fades away. Fatigue, fever and
nausea associated.

Symptom Text:

noneOther Meds:
Lab Data:
History:

none knownPrex Illness:

none
none per father's verbal report

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

293102-1

19-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Fatigue, Nausea, Pyrexia, Rash erythematous, Rash pruritic, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

TDAPHPV4 MERCK & CO. INC. 1427F 0 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Oct-2007
Vaccine Date

09-Oct-2007
Onset Date

0
Days

19-Oct-2007
Status Date

LA
State Mfr Report Id

PATIENT WAS GIVEN VACCINATION IN LEFT DELTOID AND THEN ASKED TO WAIT 15 MINUTES AFTER RECEIVING INJECTION. I WAS NOTIFIED
ABOUT 5 MINUTES LATER THAT PATIENT FELT FAINT. PATIENT WAS PALE IN COLOR AND FELT DIZZY. PATIENT WAS LIED DOWN ON FLOOR
WITH FEET ELEVATED UNTIL SYMPTOMS SUBSIDED ABOUT 5 MINUTES LATER. PATIENTS BP WAS CHECKED AND DR WAS NOTIFIED. PATIENT
WAS THEN ALLOWED TO LEAVE WITH FATHER.

Symptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

NOT APPLICABLE
NO KNOWN DRUG ALLERGIES

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

293108-1

19-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure, Dizziness, Pallor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0524U 0 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Oct-2007
Vaccine Date

08-Oct-2007
Onset Date

0
Days

19-Oct-2007
Status Date

WY
State Mfr Report Id

PT REPORTED SEEING SPOTS, FEELING DIZZY, AND "SHAKING" APPROX. 5 MIN AFTER RECEIVING INJECTION (PER MOTHER'S ASSESSMENT).
MOTHER CALLED NURSING INTO EXAM ROOM AND PT LOST CONSCIOUSNESS AND CONTINUED TO HAVE "SEIZURE LIKE" ACTIVITY FOR
APPROX. 60-90 SECONDS.  PT BEGAN ALERT AND ORIENTED QUICKLY AFTER EVENT, BUT DID NOT REMEMBER NURSES MOVING HER FROM
THE CHAIR TO THE FLOOR. SHE ALSO CONTINUED TO BE A LITTLE SHAKY AFTERWARDS. FSBS WAS 77 AND WAS LATER CONFIRMED ON A
BASIC METABOLIC PANEL.  HGB A1C WAS ALSO 5.2. PT REPORTED NOT HAVING BREAKFAST THAT AM. FNPC BELIEVED EVENT TO BE A VASAL-
VAGAL REACTION TO THE INJECTION.  PT WAS DISCHARGED HOME WITH MOTHER, HAD NO H/O SEIZURE ACTIVITY PRIOR AND HAS HAD NONE
SINCE.  AN EEG WAS PERFORMED THIS WED TO F/U EVENT BUT RESULTS ARE PENDING.

Symptom Text:

Other Meds:
Lab Data:
History:

NONE KNOWNPrex Illness:

BMP - GLUCOSE 77 AND HGB A1C - 5.2
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

293126-1

19-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Dizziness, Loss of consciousness, Syncope vasovagal, Tremor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1208F 2 Gluteous maxima Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Sep-2007
Vaccine Date

Unknown
Onset Date Days

18-Oct-2007
Status Date

TX
State Mfr Report Id

Pt had myalgia of (R) UE where vaccines have been given. No induration, erythema.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

N/A
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

293143-1

18-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Myalgia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

TDAP
HPV4
FLU

SANOFI PASTEUR
MERCK & CO. INC.
SANOFI PASTEUR

C2842AA
1063U
U2442AA

0
0
0

Left arm
Right arm
Left arm

Unknown
Unknown
Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Sep-2007
Vaccine Date

20-Sep-2007
Onset Date

1
Days

18-Oct-2007
Status Date

OR
State

OR200738
Mfr Report Id

9/20/07 pm - TC from mother. Lt. arm sore today. Looks like "one big hive" around where shots were given. Hive appeared about an hour after shots were
given. Otherwise, feeling ok. Told to take a dose of Benadryl. 9/21/07 pm - TC to mother to see how client was doing. Stated school just called and client has
hives from head to toe. Instructed mom to take her right in to PMD/Urgent Care/ER. 9/24/07 TC to residence. Left message. No response. 9/25/07 TC to
residence. Left message. No response. 10/9/07 - TC to mother. Stated PMD was not available so went to Urgent Care Clinic. Was told to keep on Benadryl q4-
6h (2 tsp) X 4 days. Mom reports hives went away within a day. Took about 6 days for "the big hive" on lt arm to go away. When it started to go away, white
circle noticed around area and then turned to a bruise. Mother plans to make a "Well Child" appointment with PMD to discuss situation and future shots.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
From birth to ~ age 4 - Rt frontal seizures - none since.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

293147-1

18-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Contusion, Injection site urticaria, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

VARCEL
HEPA

HPV4
TDAP

MNQ

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
SANOFI PASTEUR

1100U
AHAVB182AA

6208F
AC52B009AA

U2278AA

1
0

0
0

0

Left arm
Left arm

Right arm
Right arm

Left arm

Unknown
Unknown

Unknown
Unknown

Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Sep-2007
Vaccine Date

21-Sep-2007
Onset Date

0
Days

18-Oct-2007
Status Date

NH
State Mfr Report Id

Left shoulder and arm soreness. Pain with ROM persistent after 1 week. Advised trial of Tylenol or Advil. Call if sx don't resolve.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

N/A

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

293151-1

18-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Joint range of motion decreased, Musculoskeletal pain, Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1062U 1 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Oct-2007
Vaccine Date

03-Oct-2007
Onset Date

1
Days

18-Oct-2007
Status Date

MI
State Mfr Report Id

Headache, high fever 102.0, blurred vision, swelling.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

293165-1

18-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Pyrexia, Swelling, Vision blurred

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

TDAP
HEPA

HPV4
MNQ

SANOFI PASTEUR
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
SANOFI PASTEUR

G2644AA
AHAVB211A

0802U
U2418AA

0
0

0
0

Left arm
Right arm

Right arm
Left arm

Unknown
Unknown

Unknown
Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Sep-2007
Vaccine Date

26-Sep-2007
Onset Date

1
Days

18-Oct-2007
Status Date

PA
State Mfr Report Id

Localized erythema and tenderness w/in 24 hrs of injection.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
Asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

293167-1

18-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Tenderness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

1095U
0523U

1
1

Left arm
Left arm

Subcutaneously
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
20-Mar-2008
Status Date

CA
State

WAES0708USA03120
Mfr Report Id

Information has been received from a physician concerning a female who on an unspecified date was vaccinated with a first dose of Gardasil.  Subsequently,
right after the vaccination the patient experienced pain in vaccinated arm, pain in chest, pain in neck, and shortness of breath.  Unspecified medical attention
was sought.  The symptoms lasted a few days and then the patient recovered.  On an unspecified date was vaccinated with a second dose of Gardasil.
Subsequently, right after the vaccination the patient experienced pain in vaccinated arm, pain in chest, pain in neck, and shortness of breath.  Unspecified
medical attention was sought.  The symptoms lasted a few days and then the patient recovered.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

293193-1

20-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Chest pain, Dyspnoea, Neck pain, Pain in extremity, Vaccine positive rechallenge

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
20-Mar-2008
Status Date

SC
State

WAES0708USA03133
Mfr Report Id

Information has been received from a certified medical assistant (C.M.A.) concerning a 13 year old female patient who on 06-AUG-2007 was vaccinated with a
second dose of Gardasil lot #657868/0523U.  The reporter mentioned that patient developed an extended menstrual period after vaccination with the second
dose of Gardasil.  No further information known at this time.  Patient's mother contacted the doctor's office for the event.  The outcome was unknown.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

293194-1

20-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Menorrhagia

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0523U 1 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Aug-2007
Vaccine Date

16-Aug-2007
Onset Date

0
Days

20-Mar-2008
Status Date

OK
State

WAES0708USA03136
Mfr Report Id

Initial and follow up information has been received from a health professional concerning a 20 year old female patient who on 16-AUG-2007, at 09:00 AM was
vaccinated IM in to left deltoid with a first dose of Gardasil lot #658094/0524U.  The reporter reported that about 2 minutes after at 09:05 AM she became dizzy
with a near syncope episode.  She became pale and her skin became clammy.  She was assisted to put her head between knees and applied a cool compress
to her forehead and back of the neck.  She regained color.  Patient mentioned that she felt "normal".  Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

293195-1

20-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Cold sweat, Dizziness, Immediate post-injection reaction, Pallor, Presyncope

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0524U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 5099
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
20-Mar-2008
Status Date

SC
State

WAES0708USA03155
Mfr Report Id

Information has been received from a certified medical assistant concerning two patients (age and sex not reported) who were vaccinated with Gardasil.
Subsequently, the patients experienced dizziness and fatigue.  The outcome of the events was not reported.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

293196-1

20-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Fatigue

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
20-Mar-2008
Status Date

MA
State

WAES0708USA03161
Mfr Report Id

Information has been received from a physician concerning a 19 year old female, who, on an unspecified date was vaccinated with a 0.5mL second dose of
Gardasil.  Subsequently the patient fainted.  The patient sought unspecified medical attention.  At the time of the report, the patient's outcome was unknown.
No product quality complaint was involved.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

293197-1

20-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Aug-2007
Vaccine Date

13-Aug-2007
Onset Date

0
Days

20-Mar-2008
Status Date

FL
State

WAES0708USA03166
Mfr Report Id

Information has been received from a physician concerning an "11 or 12" year old female who on "13-AUG-2007 or 14-AUG-2007" was vaccinated
intramuscularly with the first dose of Gardasil.  Concomitant vaccination included Varivax, MENACTRA and Tdap.  The physician reported that the patient
fainted less than ten minutes after receiving the vaccine.  Blood pressure and vital signs were measured (results not provided) and it was reported that the
patient was fine shortly afterwards and subsequently recovered.  Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

blood pressure, 08/13/07; vital sign, 08/13/07
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

293198-1

20-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

VARCEL
MNQ
HPV4
TDAP

MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.
UNKNOWN MANUFACTURER

NULL
NULL
NULL
NULL

0

Unknown
Unknown
Unknown
Unknown

Unknown
Unknown

Intramuscular
Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
20-Mar-2008
Status Date

VA
State

WAES0708USA03175
Mfr Report Id

Information has been received from a nurse concerning her 15 year old daughter who on unspecified dates was vaccinated with the first and second doses of
Gardasil (0.5 ml).  Subsequently, following the second dose, the patient broke out in hives on her legs.  Medical attention was sought and the patient was
treated with BENADRYL and the symptoms cleared up.  It was reported that the patient did not have this experience after the first dose.  Additional information
has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
It was reported that the patient did not have this experience after the first dose.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

293199-1

20-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-May-2007
Vaccine Date

20-Jun-2007
Onset Date

22
Days

20-Mar-2008
Status Date

NY
State

WAES0708USA03181
Mfr Report Id

Information has been received from a physician concerning a female who on 29-MAY-2007 was vaccinated with Gardasil.  On 20-JUN-2007, lab work was done
as part of a regular check-up, and transient elevated liver enzymes was noted.  It was reported that the rest of the lab work was normal, and there was no
elevation in bilirubin.  The patient was re-tested 3 weeks later, and all results were normal.  The patient was reported to be fine.  Additional information has
been requested.  This is one of two reports from the same source.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory, 07/11?/07, normal; hepatic function tests, 06/20/07, elevated
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

293200-1

20-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hepatic enzyme abnormal

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
20-Mar-2008
Status Date

IL
State

WAES0708USA03185
Mfr Report Id

Information has been received from a nurse concerning a 13 year old female who in approximately June 2007, was vaccinated with Gardasil (0.5 ml).  The
patient subsequently experienced pain at the injection site following the vaccination.  At the time of this report, the injection site pain persisted.  Unspecified
medical attention was sought.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

293201-1

20-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Aug-2007
Vaccine Date

16-Aug-2007
Onset Date

0
Days

20-Mar-2008
Status Date

--
State

WAES0708USA03219
Mfr Report Id

Information has been received from a consumer concerning her 18 year old daughter who in June 2007, was vaccinated with a first dose of Gardasil.  On 16-
AUG-2007, the patient was vaccinated with intramuscularly with a 0.5 mL dose of Gardasil.  Concomitant therapy included SYNTHROID, ALLEGRA, DORYX,
and YAZ.  On 16-AUG-2007, post vaccination, the patient felt dizzy and fainted.  The patient sought unspecified medical attention.  Subsequently, the patient
recovered on 16-AUG-2007.  The patient's mother also reported that the patient "couldn't calm down after vaccination with MMR II (Enders Edmonston, Jeryl
Lynn, Wistar RA 27/3) (manufacturer unknown) or DTP as a baby." (WAES 0709USA01120).  Additional information has been requested.

Symptom Text:

DORYX; YAZ; ALLEGRA; SYNTHROIDOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

293202-1

20-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

psychomotor hyperactivity~Measles + Mumps + Rubella (MMR II)~UN~0~In PatientPrex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Aug-2007
Vaccine Date

14-Aug-2007
Onset Date

0
Days

20-Mar-2008
Status Date

FL
State

WAES0708USA03231
Mfr Report Id

Information has been received from a physician concerning a 17 year old female with a history of fainting when given vaccines and when blood was drawn who
on 14-AUG-2007 was vaccinated with a 0.5 mL first dose of Gardasil (lot 655849/0263U).  There was no concomitant medication.  On 14-AUG-2007, post
vaccination, the patient experienced shaking of her upper extremities, her eyes rolled back, and her head was shaking for a couple of seconds.  The patient
sought unspecified medical attention.  After a few minutes, the patient recovered.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Syncope

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

293203-1

20-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Gaze palsy, Head titubation, Tremor

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0263U 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
20-Mar-2008
Status Date

TX
State

WAES0708USA03236
Mfr Report Id

Information has been received from a physician concerning a female between the ages of 11 and 14 years old, who, on an unspecified date, was vaccinated
with a dose of Gardasil.  Concomitant vaccinations on the same day were reported as "several other vaccines."  Subsequently the patient experienced "lots of
anxiety and passed out within 2 minutes of being vaccinated."  The patient sought unspecified medical attention.  The patient recovered on an unspecified date.
 No product quality complaint was involved.  Additional information is not expected.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

293204-1

20-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anxiety, Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

UNK
HPV4

UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Aug-2007
Vaccine Date

15-Aug-2007
Onset Date

0
Days

20-Mar-2008
Status Date

NC
State

WAES0708USA03262
Mfr Report Id

Information has been received from a physician concerning a female (age unknown) with a "dreadful" fear of needles since she was a little girl, who on 15-
AUG-2007 was vaccinated with a first dose of Gardasil.  Concomitant vaccinations included hepatitis A virus vaccine (unspecified), MENACTRA and ADACEL.
On 15-AUG-2007, after all doses of vaccinations were administered, the patient fainted.  The patient sought unspecified medical attention.  On 15-AUG-2007
the patient recovered and left the office after a short period of time.  No product quality complaint was involved.  Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:

FearPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

293205-1

20-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

TDAP
HPV4
HEPA
MNQ

SANOFI PASTEUR
MERCK & CO. INC.
UNKNOWN MANUFACTURER
SANOFI PASTEUR

NULL
NULL
NULL
NULL

0
Unknown
Unknown
Unknown
Unknown

Unknown
Unknown
Unknown
Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Aug-2007
Vaccine Date

15-Aug-2007
Onset Date

0
Days

20-Mar-2008
Status Date

NJ
State

WAES0708USA03268
Mfr Report Id

Information has been received from a medical technologist concerning a 26 year old female with an allergy to CEFTIN who on 15-AUG-2007 was vaccinated
intramuscularly with a 0.5 ml dose of Gardasil (lot 657872/0515U).  The patient was concomitantly administered DEPO-PROVERA on 15-AUG-2007.  During
the evening of 15-AUG-2007, the patient developed a rash all over her body with itching.  The patient contacted the office and was advised by the physician to
take two BENADRYL.  The patient recovered on the morning of 16-AUG-2007.  Additional information has been requested.

Symptom Text:

DEPO-PROVERAOther Meds:
Lab Data:
History:

Drug hypersensitivityPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

293206-1

20-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus, Rash generalised

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0515U 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Jul-2007

Vaccine Date
14-Jul-2007
Onset Date

2
Days

20-Mar-2008
Status Date

CO
State

WAES0708USA03291
Mfr Report Id

Information has been received from a health professional concerning a 22 year old female with amoxicillin allergy and no medical history who on 12-JUL-2007
was vaccinated IM with a first 0.5 ml dose of Gardasil (lot# 657736/0389U).  Concomitant therapy included TRINESSA.  On 14-JUL-2007, the patient
experienced prolonged soreness in her arm.  It was noted that the patient did not have a lump at the injection site just soreness and pain and it was not
constant.  It pained her when she moved her hand up and down.  The patient began to take DIFLUCAN for a yeast infection (onset date unknown).  At the time
of this report, the patient had not recovered from soreness and pain in her arm and the outcome of yeast infection was unknown.  No product quality complaint
was involved.  Additional information has been requested.

Symptom Text:

TRINESSAOther Meds:
Lab Data:
History:

Penicillin allergyPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

293207-1

20-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Fungal infection, Injected limb mobility decreased, Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0389U 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-May-2007
Vaccine Date

26-Jun-2007
Onset Date

49
Days

20-Mar-2008
Status Date

CA
State

WAES0708USA03293
Mfr Report Id

Information has been received from the Merck Pregnancy Registry via a nurse practitioner concerning a 16 year old female with a history of a positive PPD in
2005 who on 08-MAY-2007 was vaccinated intramuscularly with a 0.5 ml first dose of Gardasil (654702/0011U).  On 10-JUL-2007 the patient was vaccinated
with a second dose of Gardasil (654510/0962F).  Concomitant therapy included CLEOCIN T.  Subsequently the patient became pregnant.  The patient's last
menstrual period was on 20-MAY-2007 and the estimated date of delivery will be 24-FEB-2008.  On approximately 26-JUN-2007 the patient developed vaginal
spotting for five days.  On 16-AUG-2007 a urine pregnancy test was positive.  On an unspecified date the patient was seen for an office visit.  At the time of the
report the patient's outcome was of pregnancy was unknown.  Additional information has been requested.

Symptom Text:

CLEOCIN TOther Meds:
Lab Data:
History:

PPD skin test positivePrex Illness:

urine beta-human, 08/16/07, positive

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

293208-1

20-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Vaginal haemorrhage

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0011U 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Aug-2007
Vaccine Date

16-Aug-2007
Onset Date

0
Days

20-Mar-2008
Status Date

NM
State

WAES0708USA03294
Mfr Report Id

Information has been received from a physician concerning a 15 year old female who on 16-AUG-2007 was vaccinated with Gardasil.  Concomitant therapy
included Tdap and MENACTRA.  On 16-AUG-2007 the patient fainted.  Unspecified medical attention was sought.  On 16-AUG-2007, the patient recovered.
Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

293209-1

20-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

TDAP
HPV4
MNQ

UNKNOWN MANUFACTURER
MERCK & CO. INC.
SANOFI PASTEUR

NULL
NULL
NULL

Unknown
Unknown
Unknown

Unknown
Unknown
Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
20-Mar-2008
Status Date

IL
State

WAES0708USA03298
Mfr Report Id

Information has been received from a physician's assistant (PA), via a company representative, concerning a female patient (age not specified), who on an
unknown date was vaccinated with a dose of Gardasil.  Concomitant therapy at the same visit included MENACTRA, VAQTA (MSD), and MMR (MSD).  The PA
reported that after Gardasil was administered, the patient fainted.  The PA helped her to lie down for "awhile."  The patient recovered on the same day, "before
leaving the office."  Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

293210-1

20-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

MNQ
HEPA
HPV4
MMR

SANOFI PASTEUR
MERCK & CO. INC.
MERCK & CO. INC.
MERCK & CO. INC.

NULL
NULL
NULL
NULL

Unknown
Unknown
Unknown
Unknown

Unknown
Unknown

Intramuscular
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
20-Mar-2008
Status Date

--
State

WAES0708USA03313
Mfr Report Id

Initial and follow up information has been received from a healthcare professional (HCP), concerning a female patient (age not specified), who was vaccinated
on an unknown date with a dose of Gardasil.  As the vaccine administrator gave the injection, the "prefilled Gardasil syringe misfired when the spring
malfunctioned, leaking the Gardasil fluid."  The reporter felt that the patient may have received an incomplete dose of the vaccine.  Follow up information from
the HCP indicated that the patient's mother had called the doctor's office to report that her daughter "had bleeding from the injection site for the entire day of
vaccination."  The HCP stated that the staff was not aware of any bleeding when the patient left the office on the day of vaccination, and did not feel it was
related to the prefilled syringe.  The patient sought unspecified medical attention.  This report involved a product quality complaint (SR 1-980720378).
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

293211-1

20-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site haemorrhage, Medical device complication, Underdose

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Aug-2007
Vaccine Date

14-Aug-2007
Onset Date

1
Days

20-Mar-2008
Status Date

--
State

WAES0708USA03328
Mfr Report Id

Information has been received by a registered nurse concerning a 22 year old female, who on 13-AUG-2007 was vaccinated with a dose of Gardasil (Lot#
657621/0387U).  There was no concomitant medication.  On 14-AUG-2007 the patient was treated with BENADRYL and was continuing to take it by
prescription.  On 14-AUG-2007 the patient developed a rash and external swelling throughout the body.  On 15-AUG-2007 and 16-AUG-2007 the patient saw a
doctor.  At the time of the report, the patient's outcome was unknown.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

293212-1

20-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash, Swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0387U Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Aug-2007
Vaccine Date

03-Aug-2007
Onset Date

0
Days

20-Mar-2008
Status Date

AZ
State

WAES0708USA03329
Mfr Report Id

Information has been received from a physician concerning a 15 year old female, who, on an unspecified date, was vaccinated with a dose of Gardasil (Lot #
655165/1425F or 658488/0930U).  Subsequently the patient fainted after administration (also reported as the patient "didn't completely faint, but was close to
it").  The patient recovered on an unspecified date without incident after sitting in the office.  She went home without complication.  This is one of 3 reports from
the same source.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

293213-1

20-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Presyncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Jun-2007
Vaccine Date

17-Jun-2007
Onset Date

0
Days

20-Mar-2008
Status Date

PA
State

WAES0708USA03342
Mfr Report Id

Information has been received from a nurse, via a company representative, concerning a 20 year old female patient, who on approximately 17-JUN-2007 ("two
months ago") was vaccinated with the first dose, 0.5ml, of Gardasil.  On 17-JUN-2007, the patient fainted following the vaccination.  On 17-AUG-2007, the
patient was vaccinated with the second dose, 0.5ml, of Gardasil, and again fainted following the vaccination.  The nurse stated "it was difficult to bring her out
of it," but confirmed that after being awakened, the patient fully recovered and walked out of the office.  She added that the episodes lasted "a few minutes."
The patient sought unspecified medical attention.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

293215-1

20-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Depressed level of consciousness, Syncope, Vaccine positive rechallenge

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5118
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Aug-2007
Vaccine Date

16-Aug-2007
Onset Date

0
Days

20-Mar-2008
Status Date

NY
State

WAES0708USA03356
Mfr Report Id

Information has been received from a registered nurse concerning a 16 year old female who on 16-AUG-2007 was vaccinated with a third dose of Gardasil.  On
16-AUG-2007 the patient experienced dizziness and passed out for 10 seconds while still in the office.  The patient was given some juice.  On 16-AUG-2007
the patient recovered.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

293216-1

20-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5119
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
20-Mar-2008
Status Date

KY
State

WAES0708USA03362
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with a dose of Gardasil.  Subsequently the patient's test results
showed positive for HPV.  Unspecified medical attention was sought.  At the time of the report, the patient's outcome was unknown.  Additional information has
been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory, HPV positive
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

293217-1

20-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Human papilloma virus test positive

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5120
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
20-Mar-2008
Status Date

--
State

WAES0708USA03375
Mfr Report Id

Information has been received from a father concerning his daughter who was vaccinated with a 0.5 ml second dose of Gardasil.  Subsequently the patient has
been "getting dizzy".  At the time of the report the patient's outcome was unknown.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

293218-1

20-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5121
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
20-Mar-2008
Status Date

PA
State

WAES0708USA03378
Mfr Report Id

Information has been received from a licensed practical nurse concerning a colleague's daughter who was vaccinated with a first dose of Gardasil.
Subsequently the patient developed a heavier than normal menstrual period.  A urine pregnancy test was performed before the vaccination, and the patient
was not pregnant.  Unspecified medical attention was sought.  At the time of the report the patient's second menstrual cycle returned to normal.  Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

urine beta-human, negative
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

293219-1

20-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Menorrhagia

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5122
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Jul-2007

Vaccine Date
Unknown

Onset Date Days
20-Mar-2008
Status Date

PA
State

WAES0708USA03380
Mfr Report Id

Information has been received from a licensed practical nurse concerning a 25 year old female who on 26-JUL-2007 was vaccinated with a second dose of
Gardasil.  Concomitant therapy included hormonal contraceptives (unspecified).  Subsequently the patient experienced a menstrual period that was two weeks
long and much heavier than usual.  A urine pregnancy test was performed before the vaccination, and the patient was not pregnant.  Unspecified medical
attention was sought.  At the time of the report the patient's outcome was unknown.  Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

urine beta-human, negative
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

293220-1

20-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Menorrhagia, Oligomenorrhoea

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5123
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Aug-2007
Vaccine Date

15-Aug-2007
Onset Date

0
Days

20-Mar-2008
Status Date

MI
State

WAES0708USA03382
Mfr Report Id

Information has been received from a physician concerning a 16 year old female, who on 15-AUG-2007 was vaccinated with a first dose of Gardasil.
Concomitant suspect vaccination included hepatitis A vaccine (inactive) (MSD) (dose not reported).  A few minutes after receiving Gardasil the patient fainted.
She hit her head during the fall and had to get 3 stitches.  On 15-AUG-2007 the patient recovered.  No product quality complaint was involved.  Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

293221-1

20-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Fall, Head injury, Immediate post-injection reaction, Suture insertion, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5124
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Aug-2007
Vaccine Date

17-Aug-2007
Onset Date

0
Days

20-Mar-2008
Status Date

CA
State

WAES0708USA03386
Mfr Report Id

Information has been received from a physician concerning a 17 year old female who on 17-AUG-2007 was vaccinated with a 0.5 ml third dose of Gardasil.
Suspect vaccination on 17-AUG-2007 included varicella virus vaccine live (MSD).  Other concomitant vaccination included a dose of MENACTRA.  On 17-AUG-
2007 the patient fainted.  Unspecified medical attention was sought.  On 17-AUG-2007 the patient recovered.  Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

293222-1

20-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
MNQ

UNKNOWN MANUFACTURER
MERCK & CO. INC.
SANOFI PASTEUR

NULL
NULL
NULL

2
Unknown
Unknown
Unknown

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 5125
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
20-Mar-2008
Status Date

PA
State

WAES0708USA03389
Mfr Report Id

Information has been received from a physician concerning a 14 year old female patient who was vaccinated with a first 0.5ml dose of Gardasil (Lot#
658490/0802U).  Concomitant therapy included MENACTRA.  After receiving the vaccine, the patient experienced dizziness and passed out for a couple of
minutes.  Upon awakening, the patient experienced shaking.  Unspecified medical attention was sought.  Subsequently, the patient had recovered.  No product
quality complaint was involved.  Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

293223-1

20-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Loss of consciousness, Tremor

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
0802U 0

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 5126
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Jul-2007

Vaccine Date
23-Jul-2007
Onset Date

0
Days

20-Mar-2008
Status Date

NY
State

WAES0708USA03418
Mfr Report Id

Information has been received from a registered nurse concerning a 20 year old female who on 23-JUL-2007 was vaccinated with a first dose of Gardasil (lot#
unknown) IM.  Concomitant therapy included hormonal contraceptives (unspecified), TRAMADOLOR, baclofen, EFFEXOR XR and AMBIEN.  On 23-JUL-2007
following vaccination with Gardasil the patient developed nausea, vomiting, flu-like symptoms and fatigue.  The patient did not seek medical attention.  On an
unspecified date the patient recovered from nausea, vomiting and flu-like symptoms.  On 25-JUL-2007 the patient recovered from fatigue following the
injection.  No further information was provided.  Additional information has been requested.

Symptom Text:

baclofen; hormonal contraceptives; TRAMADOLOR; EFFEXOR XR; AMBIENOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

293224-1

20-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Fatigue, Influenza like illness, Nausea, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5127
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Jul-2007

Vaccine Date
09-Aug-2007
Onset Date

14
Days

20-Mar-2008
Status Date

PA
State

WAES0708USA03523
Mfr Report Id

Information has been received for the Pregnancy Registry for Gardasil from a nurse concerning a 17 year old female patient with sulfonamide allergy (rash)
who on 15-JAN-2007 was vaccinated with a first dose of Gardasil.  The nurse reported that the patient completed the Gardasil series was found to be pregnant
on 09-AUG-2007 when she was admitted to the emergency room due to a car accident.  Her urine test was positive for pregnancy in the emergency room.  No
other details were available.  The outcome was unknown.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = Unknown); sulfonamide allergyPrex Illness:

MRSA test, 04/??/07, positive; urine beta-human, 08/09/07, positive

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

293225-1

20-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Road traffic accident

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0930U 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5128
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Aug-2007
Vaccine Date

17-Aug-2007
Onset Date

1
Days

20-Mar-2008
Status Date

--
State

WAES0708USA03547
Mfr Report Id

Information has been received from a mother concerning her 16 year old daughter with coeliac disease and lactose allergic reaction who on 16-AUG-2007 was
vaccinated IM with a 0.5 ml first dose of Gardasil.  Concomitant therapy included ADDERALL TABLETS.  On 17-AUG-2007 the patient experienced nausea and
dizziness.  Unspecified medical attention was sought.  The patient's nausea and dizziness persisted.  Additional information has been requested.

Symptom Text:

ADDERALL TABLETSOther Meds:
Lab Data:
History:

Coeliac disease; lactose intolerancePrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

293226-1

20-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5129
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
20-Mar-2008
Status Date

OR
State

WAES0708USA03549
Mfr Report Id

Information has been received from a physician concerning a 14 year old female patient who on an unknown date was vaccinated with a first dose of Gardasil.
It was reported that the patient experienced pain at the injection site after her first dose of the vaccine.  On 12-AUG-2007, the patient was vaccinated with a
second dose of Gardasil (Lot# 657872/0515U).  On 16-AUG-2007, the patient experienced vomiting and a fever.  No medical attention was sought.  At the time
of this report, the patients outcome was unknown.  No product quality complaint was involved.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

293227-1

20-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Pyrexia, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5130
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Jun-2007
Vaccine Date

Unknown
Onset Date Days

20-Mar-2008
Status Date

IL
State

WAES0708USA03556
Mfr Report Id

Information has been received from a Registered Nurse (R.N.) concerning a 17 year old female patient who on 26-JUN-2007 was vaccinated IM in deltoid with
Gardasil lot #0469U.  Concomitant therapy included ORTHO TRI-CYCLEN LO.  The patient developed hair loss after the vaccination.  The patient saw a
dermatologist who said the hair was growing back underneath.  No further information was available.  The patient was recovering.  Additional information has
been requested.

Symptom Text:

ORTHO TRI-CYCLEN LOOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

293228-1

20-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Alopecia

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0469U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5131
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Apr-2007
Vaccine Date

24-Apr-2007
Onset Date

1
Days

18-Oct-2007
Status Date

ME
State

WAES0708USA03564
Mfr Report Id

Information has been received from a physician concerning a 14 year old female with asthma who on 23-APR-2007 was vaccinated with a second dose of
Gardasil dose of (lot 657617/0384U). Concomitant therapy included albuterol. On 24-APR-2007, the patient experienced numbness, pain, and weakness down
both of her arms. The patient stayed home from school for three days. The patient did not seek medical attention. On 27-APR-2007, the patient recovered. On
17-AUG-2007, the patient was seen by the physician to receive the third dose of Gardasil. The patient's mother discussed with the physician the patient's
experienced after the second dose of Gardasil, and the physician decided not to continue with the rest of the series. Additional information has been requested.

Symptom Text:

albuterolOther Meds:
Lab Data:
History:

AsthmaPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

293230-1

18-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Muscular weakness, Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0384U 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5132
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Oct-2007
Status Date

--
State

WAES0708USA03596
Mfr Report Id

Information has been received from a registered nurse concerning a "20 to 25% of female patients who were vaccinated intramuscularly (IM) with Gardasil.
Subsequently, "in the past few months" (reported on 20-AU-2007), the patients had vasovagal reactions. The nurse reported that these patients were mostly in
their teens and older. All patients were fine after about 10 minutes of lying down. The patient sought/received medical attention while in the office. This is one of
several reports from the same source. Attempts are being made to obtain additional identifying information information to distinguish the individual patients
mentioned in this report. Additional information will be provided if available. In follow-up it was reported by the registered nurse that she did not have an exact
number of patients who had a vasovagal reaction. The office did not keep a list. The registered nurse listed the following Lot numbers related to the Gardasil
vaccine and the vasovagal reactions; 657737/0522U, 658222/0927U and "03884".

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

293231-1

18-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope vasovagal

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0522U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5133
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Aug-2007
Vaccine Date

01-Aug-2007
Onset Date

0
Days

18-Oct-2007
Status Date

--
State

WAES0708USA03608
Mfr Report Id

Initial and follow-up information has been received from a registered nurse and a medical assistant concerning about 20 female patients who "within the last
month," in approximately August 2007, were vaccinated with Gardasil. Immediately after receiving the Gardasil vaccinations the patients experienced pain at
the injection site. These were not all first dose cases as the patients were all at different staging doses in the series. The medical assistant reported that when
they first started giving the vaccine, they received no complaints. But as the girls were coming back for their second and third doses as well as the patients
when received the first dose of Gardasil, they were complaining of pain. Subsequently the patients recovered. On 23-AUG-2007 the medical assistant reported
that she could not provided any additional patient details or lot number of the Gardasil. Attempts are being made to obtain additional identifying information to
distinguish the individual patients mentioned in this report. Additional information will be provided if available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

293232-1

18-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5134
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Oct-2007
Status Date

TX
State

WAES0708USA03609
Mfr Report Id

Information has been received from a physician concerning a 14 year old female who on an unspecified date was vaccinated with a first dose of Gardasil (lot#
unknown). Concomitant therapy included bupropion HCl (WELLBUTRIN) and ethinyl estradiol/norgestimate (ORTHO TRI CYCLEN). On an unspecified date
the patient was vaccinated with a second dose of Gardasil (lot# unknown) injection. The patient developed injection site redness, a knot under the skin was hot
to the touch. Medical attention was sought. At the time of reporting it was unknown if the patient had recovered. Additional information has been requested.

Symptom Text:

WELLBUTRIN, ORTHO TRI CYCLENOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

293233-1

18-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Skin disorder, Skin warm

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5135
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-May-2007
Vaccine Date

31-May-2007
Onset Date

0
Days

18-Oct-2007
Status Date

CA
State

WAES0708USA03620
Mfr Report Id

Information has been received from a physician concerning an 18 year old female who on 31-MAY-2007 was vaccinated with Gardasil (lot# 657737/0522U)
injection. Concomitant vaccination included (Menactra). On 31-MAY-2007 the patient fainted after after receiving Gardasil. Medical attention was sought. On
31-MAY-2007 the patient recovered. No additional information was provided. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

293234-1

18-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
0522U

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 5136
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Oct-2007
Status Date

--
State

WAES0708USA03633
Mfr Report Id

Information has been received from a consumer, concerning her daughter (age not specified) with no known allergies, who on an unknown date was vaccinated
with the first dose of Gardasil (Lot # not provided). The mother reported that after her daughter went home, she complained of "not feeling right," and was weak
and sleepy. Her daughter did not require treatment, and recovered after 3 days. The mother reported that 2 months later, the pediatrician decided not to
administer the second dose of Gardasil. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

293235-1

18-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Feeling abnormal, Somnolence

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5137
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Oct-2007
Status Date

--
State

WAES0708USA03638
Mfr Report Id

Information has been received from a physician's assistant (PA), via a company representative, concerning her 17 year old daughter, who on an unknown date
was vaccinated with the first dose of Gardasil (Lot # not specified). Concomitant therapy included (VARIVAX) (MSD) and an additional unspecified vaccine. The
PA stated that her daughter, "after receiving her first dose of (Gardasil) fainted." At the time of this report, her daughter had recovered (duration and date not
specified). The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

293236-1

18-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
UNK

MERCK & CO. INC.
MERCK & CO. INC.
UNKNOWN MANUFACTURER

NULL
NULL
NULL

0
Unknown
Unknown
Unknown

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 5138
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Aug-2007
Vaccine Date

20-Aug-2007
Onset Date

0
Days

18-Oct-2007
Status Date

--
State

WAES0708USA03655
Mfr Report Id

Information has been received from a physician concerning a 10 year old female who on 20-AUG-2007 was vaccinated intramuscularly with her third dose of
0.5 mL of Gardasil. Concomitant therapy included hepatitis A vaccine (MSD) and medroxprogesterone acetate (PROVERA). On 20-AUG-2007 the patient
"completely passed out" after receiving Gardasil. The patient sought unspecified medical attention. On 20-AUG-2007 the patient recovered. Additional
information has been requested.

Symptom Text:

PROVERAOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
10.0

293237-1

18-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5139
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Aug-2007
Vaccine Date

07-Aug-2007
Onset Date

0
Days

18-Oct-2007
Status Date

--
State

WAES0708USA03661
Mfr Report Id

Initial and follow up information has been received from a physician concerning a 16 year old female who on approximately 07-AUG-2007 was vaccinated with
the first dose of Gardasil (Lot# not provided). The physician reported that 10 minutes post vaccination the patient developed a severe headache. The physician
reported that when the patient arrived at the office she had not eaten that day and they gave her something to eat (not specified) prior to giving her the
vaccination. Subsequently, on an unspecified date the patient recovered from the severe headache. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

293238-1

18-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5140
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Aug-2007
Vaccine Date

15-Aug-2007
Onset Date

0
Days

18-Oct-2007
Status Date

--
State

WAES0708USA03686
Mfr Report Id

Information has been received from a pharmacist concerning a female who on 15-AUG-2007 was vaccinated with a dose of Gardasil (lot# 657005/0314U). On
15-AUG-2007, after the vaccination, the patient felt faint and nauseous. At the time of the report, the outcome was unknown. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

293239-1

18-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0314U Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Aug-2007
Vaccine Date

16-Aug-2007
Onset Date

0
Days

18-Oct-2007
Status Date

MA
State

WAES0708USA03693
Mfr Report Id

Information has been received from a physician concerning a 13 year old female patient with no allergies who on 16-AUG-2007, was vaccinated with a second
0.5ml dose of Gardasil. There was no concomitant medication. On 16-AUG-2007, the patient experienced numbness in entire arm. Unspecified medical
attention was sought. On 17-AUG-2007, the patient recovered. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

293240-1

18-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jul-2007

Vaccine Date
01-Jul-2007
Onset Date

0
Days

18-Oct-2007
Status Date

--
State

WAES0708USA03697
Mfr Report Id

Information has been received from a mother concerning her 16 year old daughter with no pertinent medical history and no drug reaction or allergies who in
July 2007, was vaccinated with the first dose of Gardasil. Concomitant therapy included fexodenadine hydrochloride (+) pseudoephedrine hydrochloride
(ALLEGRA-D). The patient's mother reported that her daughter fainted after receiving her first dose of Gardasil in July 2007. It was reported by the patient's
mother that her daughter had never fainted before this incident. The lot number was not available. The patient sought unspecified medical attention. At the time
of the report, the patient had recovered. Additional information is not expected.

Symptom Text:

ALLEGRA-DOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

293241-1

18-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Apr-2007
Vaccine Date

19-Apr-2007
Onset Date

0
Days

18-Oct-2007
Status Date

FL
State

WAES0708USA03698
Mfr Report Id

Information has been received from a physician concerning a female (age not reported) who in February 2007, was vaccinated with a first dose of Gardasil. On
19-APR-2007, the patient was vaccinated intramuscularly with a 0.5 mL second dose of Gardasil. During the first dose of post vaccination with Gardasil, the
patient developed a low grade fever (measurements not reported), nausea and vomiting. The patient sought unspecified medical attention. At the time of this
report, the outcome was unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

293242-1

18-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Nausea, Pyrexia, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5144
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Aug-2007
Vaccine Date

20-Aug-2007
Onset Date

7
Days

18-Oct-2007
Status Date

AL
State

WAES0708USA03699
Mfr Report Id

Information has been received from a physician concerning a female who on approximately 13-AUG-2007, "about a week ago," was vaccinated with the first
dose of Gardasil. On 20-AUG-2007, the patient developed a hard knot on her arm at injection site. The patient sought unspecified medical attention. At the time
of this report, the patient was not recovered. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

293243-1

18-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site induration, Injection site mass

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Jun-2007
Vaccine Date

04-Jul-2007
Onset Date

7
Days

18-Oct-2007
Status Date

RI
State

WAES0708USA03710
Mfr Report Id

Information has been received from a nurse concerning a 17 year old female with idiopathic thrombocytopenia purpura, eczema, penicillin allergy and a drug
hypersensitivity to nitrofurantoin (macrobid) (shortness of breath, systemic reaction) who on 27-JUN-2007 was vaccinated IM with 0.5 mL first dose of Gardasil
(Lot#657737/0522U). Concomitant therapy included eythinyl estradiol/norgestimate (ORTHO TRI CYCLEN) and ranitidine HCl (ZANTAC). 7-10 days post
vaccination on approximately 04-JUL-2007 the patient experienced an injection site reaction. The symptoms were described as a raised injection site, abouth
the size of a half dollar. The patient reported that a day and a half later (date not specified) the reaction resolved. The patient reported the event to the nurse
following the appointment. Additional information has been requested.

Symptom Text:

ORTHO TRI CYCLEN, ZANTACOther Meds:
Lab Data:
History:

Idiopathic thrombocytopenic purpura; Eczema; Penicillin allergy; Drug hypersensitivityPrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

293244-1

18-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site reaction, Injection site swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0522U Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Jul-2007

Vaccine Date
15-Aug-2007
Onset Date

15
Days

18-Oct-2007
Status Date

KS
State

WAES0708USA03726
Mfr Report Id

Information has been received from a nurse concerning a 17 year old female with acne with a history of 0 pregnancies and 0 live births who on 31-JUL-2007
was vaccinated IM with the first dose of with Gardasil included benzoyl peroxide (+) clindamycin phosphate (BENZACLIN), gel BID for the treatment of acne.
On 15-AUG-2007 the patient experienced abdominal pain and an ultrasound was performed which confirmed a pregnancy. it was believed that the patient was
7 weeks pregnant and that her due date was 01-APR-2008. At the time of this report it was unknown if the patient had recovered from the abdominal pain.
Additional information has been requested.

Symptom Text:

BENZACLINOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 6/26/2007) AcnePrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

293245-1

18-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Drug exposure during pregnancy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0243U 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Mar-2007
Vaccine Date

07-Mar-2007
Onset Date

0
Days

08-Nov-2007
Status Date

--
State

WAES0708USA03747
Mfr Report Id

Information has been received from a physician concerning a 32 year old female who on 07-MAR-2007 was vaccinated with a first dose of HPV rL1 6 11 16 18
VLP vaccine (yeast) (lot #0211U) and a second dose on 30-MAY-2007. On 18-AUG-2007 the patient began to experience neurological disturbances,
generalized swelling of the body, drooping of her face, numbness of her hands, pain in her fingers, pain in her joints and abnormal thought processes. The
patient called the doctor. As of 20-AUG-2007 the patient had not yet recovered. Additional information has been requested. 10/29/07-rcords received for DOS
3/7-10/11/07-Seen for routine exam and on 3/29 and 4/4/07- for breast biopsy. 8/20/07-seeing neurologist for C/O swollen face, drooping, numbness of fingers.
Myalgias, arthralgias. 9/5/07-continues with neuro symptoms. Guillain-Barre has been rulled out. DX possible autoimmune syndrome with selective
malabsorption.  11/7/07-neuro consult records received for DOS 8/16/07-Impression: Symptoms of paresthesia all over, unsure of etiology. Sensory-type
seizure is possible.Complex partial seizures may also be possible explanation for transient episode of confusion. Neurological examination is nonfocal.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Prex Illness:

11/7/07-records received-EEG normal. MRI brain minimal left mastoid air sinus fluid representing a nonspecific finding.CT brain no acute intracranial
hemorrhage. Neutrophils 59.5. Vit B12 166.
Unknown 11/7/07-records received- PMH: low back injury April 2007.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
31.0

293246-1

09-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Facial palsy, Hypoaesthesia, Inappropriate schedule of drug administration, Myalgia, Pain in extremity, Paraesthesia, Swelling, Swelling face,
Thinking abnormal

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0211U 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Jul-2007

Vaccine Date
Unknown

Onset Date Days
17-Oct-2007
Status Date

FR
State

WAES0710CZE00001
Mfr Report Id

Information has been received from a physician concerning a female who on 26-JUL-2007 was vaccinated with Gardasil (second dose). Subsequently the
patient experienced pyrexia and short unconsciousness (about 1 minute) and was hospitalized on 30-Jul-07. The final diagnosis made by hospital physicians
was collapse due to pyrexia. The patient was discharged from the hospital on 31-Jul-07. The reporter did not give any information related to causality.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

293268-1 (S)

17-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness, Pyrexia, Syncope

 HOSPITALIZED, SERIOUS

Other Vaccine
16-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Mar-2007
Vaccine Date

01-Apr-2007
Onset Date

3
Days

17-Oct-2007
Status Date

--
State

WAES0710USA02359
Mfr Report Id

Information has been received for pregnancy Registry for Gardasil from a Certified Medical Assistant (C.M.A) concerning a 33 year old female patient who on
29-MAR-2007 was vaccinated with a first dose of Gardasil and on 26-APR-2007, received her second dose of Gardasil. The patient was discovered to be
pregnant in July (date unspecified). In August there was no fetal heartbeat detected (date unspecified). The patient had a Dialation and curettage (D & C) on
18-SEP-2007 and post D & C visit on 04-OCT-2007. It was unclear if any fetal tissue was recovered and what the cause of the termination of pregnancy. No
other information to report. On 04-OCT-2007 patient recovered. Upon internal review, miscarriage was determined other medical event (OME) category.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = Unknown)Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
33.0

293269-1

17-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy, Inappropriate schedule of drug administration, Uterine dilation and curettage

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Feb-2007
Vaccine Date

01-Jun-2007
Onset Date

120
Days

17-Oct-2007
Status Date

FR
State

WAES0710USA02481
Mfr Report Id

Information has been received from a pharmacist concerning a 19 year old female who in February 2007, was vaccinated with a first dose of Gardasil. The
dose was well tolerated. In June 2007, the patient was vaccinated with a second dose of Gardasil. In June 2007, the patient experienced relapsing swelling at
changing sites (face, tongue, lips, joints, fingers and feet). The swelling lasted mostly a few days and started again after a few days at other sites. She was
medicated with unspecified antihistamines and cortisone. In August 2007 the patient was admitted to the hospital for one week for clarification, but no explicit
diagnosis was established. An allergic genesis was supposed. Symptoms were ongoing at the time of the report. No further information is available. Other
business partner numbers included E2007-06621.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

293270-1 (S)

17-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Swelling

 HOSPITALIZED, SERIOUS

Other Vaccine
16-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5151
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Oct-2007
Vaccine Date

08-Oct-2007
Onset Date

5
Days

22-Oct-2007
Status Date

MN
State Mfr Report Id

Syncope episodes.  10/25/2007 MR received for DOS 10/08-12/2007 for D/C DX: Syncopal episodes thought to be likely 2' to HPV vaccine administration.
Orthostasis (contributing factor to syncopal episodes). Acute on chronic headache.  Chronic low back pain. Chronic pain syndrome.  Depression.  Nodule
infiltrate on lingula per CT scan.  Pt presented to ER with c/o multiple syncopal episodes.  Pt developed nausea and H/A ~ 15 minutes after HPV vax.  Within
30" she had 1st syncopal episode where pt fell and hit her head. MD recommended increased po fluids and Benadryl, however pt had another episode that pm.
En route to ER pt lost consciouness for few seconds. Pt was discharged from ER (10/3/07) but had 5 more syncopal episodes over the next several days. Also
c/o generalized weakness, decreased appetite, and tiredness. Pt had cardiac and neuro consults.  Pt was found to be orthostatic and several medications were
d/cd as they may havbe been contributing. Last syncopal episode was 10/9/07

Symptom Text:

Relafen 750mg QDOther Meds:
Lab Data:

History:

NonePrex Illness:

None. labs and Diagnostics:  EKG-sinus rhythm. EEG no epileptiform activity.  Head CT(-).  CT cervical spine (-). CT chest-no evidence for PE, nodular infiltrate
of the lingula.  Echocardiogram (-) for PFO. MRI brain with bifrontal subcort
Endometriosis; Chronic Pain - off methadone. PMH:  Endometriosis with multiple surgeries. Depression.  Gastritis.  MVA 1998 w/ concussion. Chronic H/A.
Migraines.  Breast reduction.  Laminectomy.  Allergy to Compazine

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

293285-1 (S)

30-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Decreased appetite, Fall, Fatigue, Head injury, Headache, Immunisation reaction, Loss of consciousness, Nausea, Syncope

 ER VISIT, HOSPITALIZED, SERIOUS

Other Vaccine
16-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1061U 0 Left arm Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Oct-2007
Vaccine Date

12-Oct-2007
Onset Date

0
Days

19-Oct-2007
Status Date

GA
State Mfr Report Id

Had "ringing" in the ears, felt faint. Has had a similar reaction to previous injections.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

293293-1

19-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Similar reaction on previous exposure to drug, Tinnitus

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 10634 0 Left arm Subcutaneously
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Sep-2007
Vaccine Date

01-Oct-2007
Onset Date

5
Days

19-Oct-2007
Status Date

OK
State Mfr Report Id

5 days following vaccine ---->  nausea, vomiting. body aches, fever to 102; headacheSymptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

293317-1

22-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Nausea, Pain, Pyrexia, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Oct-2007
Vaccine Date

02-Oct-2007
Onset Date

0
Days

23-Oct-2007
Status Date

MI
State Mfr Report Id

Given first HPV on 10/2/07 left arm IM. As pt being given 2nd varicella, passed out. Did report some burning at site of HPV. Recurrent syncopal episode later
same day and persistent eyelid hand swelling after IV fluids x 48 hours. Low grade temp (99) 48 hours after imm. Anxiety and hyperventilation first 72 hours.
Onset of menstrual period 10/3/07.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

293326-1

24-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anxiety, Body temperature increased, Eyelid oedema, Hyperventilation, Injection site irritation, Loss of consciousness, Oedema peripheral, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Oct-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

1183U
1061U

1
0

Left arm
Left arm

Subcutaneously
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Aug-2007
Vaccine Date

Unknown
Onset Date Days

23-Oct-2007
Status Date

MI
State Mfr Report Id

Client received HPV vaccine. Client is 36 yr old.Symptom Text:

UnknownOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
36.0

293329-1

24-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Oct-2007

Received Date

Prex Vax Illns:

TDAP
HEP

HPV4
MMR

SANOFI PASTEUR
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
MERCK & CO. INC.

C2824AA
AHAVB413AA

0387U
1470F

0
0

0
0

Left arm
Right arm

Left arm
Right arm

Intramuscular
Intramuscular

Intramuscular
Subcutaneously
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Oct-2007
Vaccine Date

09-Oct-2007
Onset Date

0
Days

23-Oct-2007
Status Date

MD
State Mfr Report Id

Nausea, vomiting, facial hives (2) in evening after vaccine, states too Benadryl and improved next AM. Pt states she gets hives frequently: always carries
Benadryl.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Allergy IV dye, Compazine, Crohn's disease, Asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

293330-1

24-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Nausea, Urticaria, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0243U 0 Left arm Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Oct-2007
Vaccine Date

12-Oct-2007
Onset Date

0
Days

23-Oct-2007
Status Date

MN
State Mfr Report Id

Pt said the shot made her feel sick. Like she was going to throw up. (Pt stood up right after receiving shot) Pt was sat in chair. She said she felt dizzy and sick.
Pt stood up slowly, still didn't feel well. Was escorted by 2 nurses to a table to lay down. One covi-doc checked her out. She was later placed in a wheel chair
when she felt well enough to leave.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

293345-1

24-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Malaise, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1061U 1 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Oct-2007
Vaccine Date

02-Oct-2007
Onset Date

1
Days

23-Oct-2007
Status Date

NC
State

NC07103
Mfr Report Id

Edema, erythema 7"x5" area around injection site (SC area). S/S started 10/2/07.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

N/A
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

293347-1

24-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site oedema

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Oct-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
HEPA
MNQ

MERCK & CO. INC.
MERCK & CO. INC.
MERCK & CO. INC.
SANOFI PASTEUR

1018U
0388U
0798U
U2329AA

1
0
0
0

Left arm
Left arm

Right arm
Right arm

Subcutaneously
Intramuscular
Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Sep-2007
Vaccine Date

Unknown
Onset Date Days

24-Oct-2007
Status Date

CA
State Mfr Report Id

Pt states after Gardasil IM had redness, itching swelling x 2wks.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Allergic to Betadine

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

293358-1

24-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Pruritus, Swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1061U Right arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Jun-2007
Vaccine Date

06-Oct-2007
Onset Date

115
Days

18-Oct-2007
Status Date

NY
State

200703414
Mfr Report Id

This case was received from a health care professional on 10 October 2007. Additional information was received from a newspaper article. An 18-year-old
female patient received a meningococcal vaccine (name, manufacturer, and lot number not reported) on an unspecified date. The patient, who was a college
freshman, travelled on 05 October 2007 to visit her family for the weekend. She reportedly felt "slightly ill" upon her arrival, and subsequently took an aspirin
and went to bed, awakening at 1:30pm the following afternoon 'appearing refreshed". She became feverish again that night, and awoke at 1:00am the morning
of 07 October 2007 with chills and a severe headache, complaining that "my head is about to explode". She was taken to a local hospital, where a CAT scan of
the brain revealed meningococcal disease in her brain and brain stem. She was immediately transferred to another hospital, and died that evening of 07
October 2007 due to complications of meningitis. The health department noted that "lab tests have not yet confirmed the strain of meningitis" but that it was
"likely the type not prevented by the vaccination". Past medical history and concomitant medications were unknown: it was not known if the patient was ill at the
time of vaccination.  10/18/07 Patient name received from FDA.  10/18/07 Received death certificate from funeral home which states COD as brain death due
to cerebral herniation and meningoencephalitis.  10/26/07 Received vax record from pcp which indicates patient received HPV & Menactra on 5/10/2007.
VAERS database updated w/same. Vax record indicates patient also received 2nd dose of HPV 6/13/2007, Lot # 0523U, left arm.  11/27/07 Reviewed hospital
medical records which reveal patient experienced HA, fever & neck pain x 1 day.  Had come home from college 10/5 & developed chills next day. Seen in
outlying ER where LP showed high pressure, grossly purulent CSF growing meningococcus.  Intubated & IV antibiotics started & transferred to higher level of
care.  Neurosurgery & ID consults don

Symptom Text:

Other Meds:
Lab Data:

History:
Prex Illness:

07/Oct/2007: Brain CT showed meningococcal disease ER LABS: CT scan & CXR WNL.  WBC 14.9 (H), Neutros 87.2 (H), lymphs 6.4 (L).  Creatinine 1.2 (H),
ALT 27 (L).  CSF WBC 4455 (H), RBC 171 (H), neutros 100% (H), glucose 29 (L), protein 371
Medical history and concomitant medications not reported; it was unknown if the patient was ill at time of vaccination.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

293388-1 (D)

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Back pain, Brain death, Brain herniation, Brain oedema, Chills, Death, Encephalitis, Headache, Intubation, Lumbar puncture, Malaise, Meningitis
meningococcal, Mydriasis, Nausea, Neck pain, Pallor, Photophobia, Posturing, Pupil fixed, Pyrexia

 DIED, SERIOUS

Other Vaccine
17-Oct-2007

Received Date

Prex Vax Illns:

HPV4
MNQ

HPV4 MERCK & CO. INC. 0389U 1 Right arm Unknown



10 JUN 2008 06:27Report run on: Page 5161
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Aug-2007
Vaccine Date

01-Sep-2007
Onset Date

15
Days

18-Oct-2007
Status Date

FR
State

WAES0709HUN00011
Mfr Report Id

Information has been received from a physician concerning a 20 year old female with a history of condyloma previously treated with ALDARA who on 17-AUG-
2007 was vaccinated with Gardasil. On 05 September 2007 the patient reported that she missed her menstrual period. Pregnancy test proved positive. On 13
September 2007 gynaecological examination also confirmed the pregnancy. No contraception method was used. Patient is planning to give birth to the baby.
This is the first pregnancy of the patient. The patient is planned to be vaccinated with the second and third dose of Gardasil following delivery, during lactation.
Follow-up information received on 10 October 2007. Patient had a spontaneous abortion on 02 October 2007. Patient was hospitalized due to intensive
bleeding where uterine dilation and curettage was performed. The reporter felt that spontaneous abortion was not related to therapy with Gardasil. Additional
information is not expected.

Symptom Text:

ImiquimodOther Meds:
Lab Data:
History:
Prex Illness:

gynecological examination 13Sep07 uterine dilation and curettage 02Oct07
Condyloma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

293406-1 (S)

18-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy, Haemorrhage, Uterine dilation and curettage

 HOSPITALIZED, SERIOUS

Other Vaccine
17-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Oct-2007
Status Date

FR
State

WAES0710AUS00103
Mfr Report Id

Information has been received from agency as part of a business agreement (manufacturer's report number: unknown). The information was received via a mail
list discussion group set up by the National agency. A Program Officer reported that a patient developed vaginal ulceration a few days after the vaccination with
Gardasil and was hospitalised. Additional information has been requested. This is one of several reports from the same source.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

293407-1 (S)

18-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Vaginal ulceration

 HOSPITALIZED, SERIOUS

Other Vaccine
17-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Oct-2007
Status Date

FR
State

WAES0710AUS00106
Mfr Report Id

Information has been received from an agency as part of a business agreement (manufacturer's report number: unknown). The information was received via a
mail list discussion group set up by the National agency. A Program Officer reported that a patient developed vaginal ulceration a few days after the vaccination
with Gardasil and was hospitalised. Additional information has been requested. This is one of several reports from the same source.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

293408-1 (S)

18-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Vaginal ulceration

 HOSPITALIZED, SERIOUS

Other Vaccine
17-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Jun-2007
Vaccine Date

12-Jul-2007
Onset Date

14
Days

18-Oct-2007
Status Date

--
State

WAES0710USA02817
Mfr Report Id

Information has been received from a dentist concerning his 19 year old daughter with penicillin allergy who on 28-Jun-2007 was vaccinated with her third dose
of Gardasil. Concomitant therapy included ethinyl estradiol (+) levonorgestrel (LEVORA). On 12-Jul-2007 the patient experienced a large tender lump at the
injection site in her left deltoid muscle. The area became progressively more painful with pain radiating up to the left shoulder and clavicle and down to the left
ring finger. The patient was seen in the office and referred to an orthopedist. X-rays and an MRI of the left arm revealed fluid collection. Ultrasound guided
aspiration revealed granulomatous reaction. The pain continued to worsen and on 10-Oct-2007 the patient experienced transient numbness of left hand lasting
15 minutes and hand tremor lasting 5 hours. The patient was scheduled to have a neurologic evaluation on 12-Oct-2007. It was reported that the patient's
adverse events were disabling. The patient has not recovered at this time. No further details were provided. Additional information has been requested.

Symptom Text:

LevoraOther Meds:
Lab Data:

History:
Penicillin allergyPrex Illness:

upper extremity X-ray ?/?/07 - fluid collection; magnetic resonance ?/?/07 - fluid collection in left arm; ultrasound ?/?/07 - guided aspiration revealed
granulomatous reaction

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

293409-1 (S)

18-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Granuloma, Hypoaesthesia, Injection site mass, Injection site pain, Pain, Tremor

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Other Vaccine
17-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Sep-2007
Vaccine Date

28-Sep-2007
Onset Date

15
Days

18-Oct-2007
Status Date

FR
State

WAES0710USA02865
Mfr Report Id

Information has been received from a health professional concerning a 13 year old female with no medical history, who on 13-SEP-2007 was vaccinated IM
into the deltoid with a first dose of Gardasil. On 28-SEP-2007 the patient was hospitalized and presented with phases of hypotension, global pain, a general
physical health deterioration and viral infection. She received aspirin lysine (ASPEGIC), "curpol" and "malafene." Additional information received indicated that
the patient's condition was stable. The healthcare professional suspected Guillain-Barre Syndrome (GBS). It was reported that a virologic test was positive and
the reporter considers the viral infection to be due to ecovirus. It was also reported that GBS is no longer suspected. At the time of this report, the patient had
not recovered yet. The reporter felt that phases of hypotension, global pain, viral infection and a general physical health deterioration were not related to
therapy with Gardasil. Other business partner numbers include: E200706673 and BGAR200737. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

virology test Comment: positive
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

293410-1 (S)

18-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 General physical health deterioration, Hypotension, Pain, Viral infection

 HOSPITALIZED, SERIOUS

Other Vaccine
17-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Oct-2007
Status Date

--
State

WAES0710USA02584
Mfr Report Id

Information has been received from a Nurse Practitioner (N.P.) concerning a 15 year old female patient who was vaccinated IM with a second dose of Gardasil.
The NP reported that the patient developed syncope and seizure type activity after receiving her second Gardasil. The patient was described as feeling
"groggy" for 24 hours after the syncopal episode. The patient recovered fully. Upon internal review, "seizure type activity" was determined to be an other
important medical event. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

293411-1

18-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Somnolence, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Aug-2007
Vaccine Date

Unknown
Onset Date Days

18-Oct-2007
Status Date

CA
State

WAES0710USA02087
Mfr Report Id

Information has been received from a physicians assistant concerning a 17 year old female who in approximately August 2007 was vaccinated with a first dose
of Gardasil. Subsequently the patient had a lot of back pain. On approximately 23-SEP-2007 was vaccinated with a second dose of Gardasil. On approximately
24-SEP-2007 the patient ended up going in the hospital the next day for severe back pain. After seeing a Rheumatologist and having an x-ray it was discovered
she had a lumbar fracture. At the time of the report the patient's outcome was unknown. It was determined that the mother and the patient seem to feel that the
lumbar fracture was still due to Gardasil. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

X-ray - lumbar fracture
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

293412-1 (S)

18-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Back pain, Spinal fracture

 EXTENDED HOSPITAL STAY, HOSPITALIZED, SERIOUS

Other Vaccine
17-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5168
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Jul-2007

Vaccine Date
03-Sep-2007
Onset Date

60
Days

18-Oct-2007
Status Date

TN
State

WAES0710USA02905
Mfr Report Id

Information has been received from a physician concerning a female who on 05-JUL-2007 was vaccinated with Gardasil (Lot # not reported). Suspect
secondary therapy included Varivax (Oka/Merck). On 03-SEP-2007 the patient came back into the office with headache, bodyache, and tingling in hands. She
then came back in on 10-SEP-2007 and 11-SEP-2007 with more pronounced symptoms of dizziness and ataxia. She had an MRI and was diagnosed with
multiple sclerosis with transverse myelitis. On 13-SEP-2007 the patient was hospitalized, length of hospitalization was not provided. The patient's multiple
sclerosis persisted. Multiple sclerosis was considered to be disabling. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

magnetic resonance - MS w/ transverse myelitis
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

293413-1 (S)

18-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Ataxia, Dizziness, Headache, Multiple sclerosis, Myelitis transverse, Pain, Paraesthesia

 ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, PERMANENT DISABILITY, SERIOUS

Other Vaccine
17-Oct-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Oct-2007
Vaccine Date

04-Oct-2007
Onset Date

2
Days

25-Oct-2007
Status Date

NY
State Mfr Report Id

10/4/07 2 hives on chest, 2 hives (L) hand. Took Benadryl 25mg and at night took 25 mg. 10/7/07 To ER trouble swallowing, light headed took Benadryl, Rx Epi
pen. More hives 10/8 (5) (L) leg. Still taking Benadryl.

Symptom Text:

Nexium; YasminOther Meds:
Lab Data:
History:

HivesPrex Illness:

None
Sulfa, Biaxin

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
28.0

293427-1

25-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Dysphagia, Inappropriate schedule of drug administration, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1062U 1 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Oct-2007
Vaccine Date

08-Oct-2007
Onset Date

0
Days

25-Oct-2007
Status Date

OH
State Mfr Report Id

Numbness on (L) arm started after Gardasil injection 10/8/07. Numbness on top of arm - goes to fingers.Symptom Text:

Birth control; MultivitaminOther Meds:
Lab Data:
History:
Prex Illness:

None
NKDA - CP - Asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

293432-1

25-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0515U 1 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Sep-2007
Vaccine Date

21-Sep-2007
Onset Date

0
Days

25-Oct-2007
Status Date

CO
State Mfr Report Id

Imm. given early a.m. 9/21. Evening of 9/22 hard to hold up arm, tender, numb, tingling down back of arm to fingers (swollen). Rx: prednisone.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

293434-1

25-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Injected limb mobility decreased, Oedema peripheral, Paraesthesia, Tenderness

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Oct-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Aug-2007
Vaccine Date

28-Aug-2007
Onset Date

0
Days

25-Oct-2007
Status Date

CA
State Mfr Report Id

Pt fainted. Per mom - seizure-like movement for a few seconds. Then became alert and awake. I saw pt immediately after the fainting episode - no post-ictal.
No follow-up required.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NoPrex Illness:

Erythromycin

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

293438-1

25-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Oct-2007

Received Date

Prex Vax Illns:

TDAP
MNQ
HPV4

SANOFI PASTEUR
SANOFI PASTEUR
MERCK & CO. INC.

C2775AA
U2370BA
10614

0
0

Left arm
Right arm
Right arm

Intramuscular
Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Oct-2007
Vaccine Date

09-Oct-2007
Onset Date

1
Days

25-Oct-2007
Status Date

MN
State Mfr Report Id

(L) arm local reaction initially itchy then painful. 10 cm erythema, induration, tenderness area VVX site.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None
Sulfa Allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
10.0

293446-1

25-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site induration, Injection site pain, Local reaction, Pain, Pruritus

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Oct-2007

Received Date

Prex Vax Illns:

VARCEL
FLU
HPV4
TDAP

MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

1001U
U2461BA
1060U
52B016BA

1
2
0
0

Left arm
Right arm
Right arm
Left arm

Subcutaneously
Intramuscular
Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Oct-2007
Vaccine Date

08-Oct-2007
Onset Date

0
Days

26-Oct-2007
Status Date

PA
State Mfr Report Id

Patient passed out shortly after shots given, given hard candy and rested, then was fine.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

293458-1

26-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Oct-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2429AR
1063U

0
0

Right arm
Left arm

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Oct-2007
Vaccine Date

09-Oct-2007
Onset Date

0
Days

26-Oct-2007
Status Date

VA
State Mfr Report Id

Patient became faint, assisted from sitting position to lying RL on floor. Brief syncope but responded spontaneously wet wash clothes applied to forehead and
neck - after 5 - 10 minutes assisted back to chair in good condition.

Symptom Text:

Ortho Tri Cyclen LoOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

293461-1

26-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0530U 0 Right arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Oct-2007
Vaccine Date

16-Oct-2007
Onset Date

0
Days

29-Oct-2007
Status Date

AZ
State Mfr Report Id

Immediately following administration of shots got up from exam table and had syncopal episode with collapse for seconds, developed pallor + emesis after. No
airway compromise, vital signs normal.

Symptom Text:

Advil day before visitOther Meds:
Lab Data:
History:

mild sore throat no feverPrex Illness:

VS 98.8, BP 128/64 HR 75; orthostatic BP's laying 100/62 sitting 100/60 standing 102/60
craniosynostosis treat with surgery @ 11 mos of age

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

293468-1

06-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Pallor, Syncope, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Oct-2007

Received Date

Prex Vax Illns:

MNQ
HPV4
FLU

SANOFI PASTEUR
MERCK & CO. INC.
SANOFI PASTEUR

O2419AA
0802U
U2443A

0
0
0

Right arm
Left arm

Right arm

Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 5177
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Oct-2007
Vaccine Date

17-Oct-2007
Onset Date

0
Days

19-Oct-2007
Status Date

VA
State Mfr Report Id

Received three vaccines.  Left Arm - HPV #2 and Right Arm - Fluzone and Hepatitis A.  Immediately after receiving vaccines, patient c/o feeling faint,
nauseated and weakness in the legs.  Patient remained coherrent and blood pressures remained stable.  After 15 minutes, patient was released c/o of very
mild weakness but reports that it was improving as she stood longer in one place.

Symptom Text:

Other Meds:
Lab Data:
History:

No reported illnesses.Prex Illness:

None listed.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

293500-1

19-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Immediate post-injection reaction, Muscular weakness, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Oct-2007

Received Date

Prex Vax Illns:

HPV4
FLU
HEPA

MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.

1061U
U2505AA
0797U

1
4
1

Left arm
Right arm
Right arm

Intramuscular
Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Oct-2007
Vaccine Date

11-Oct-2007
Onset Date

1
Days

19-Oct-2007
Status Date

WY
State Mfr Report Id

Woke up with 45X30 cm reddened area around injection site at back side of Left arm (not deltoid region) itchy and sore.  Came to PHN office to report,
instructed to avoid itching and call if worsens.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

293509-1

19-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site pain, Injection site pruritus

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Oct-2007

Received Date

Prex Vax Illns:

VARCEL
TDAP

HPV4

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

0727U
AC52B015AA

0388U

1
0

0

Left arm
Right arm

Left arm

Subcutaneously
Intramuscular

Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Sep-2007
Vaccine Date

19-Sep-2007
Onset Date

1
Days

19-Oct-2007
Status Date

MN
State Mfr Report Id

Patient developed sinus congestion, headache, nausea, and vomting.  Symptoms worsened through the month and is now being admitted to the hospital with
numbness and tingling of her leg.  11/09/2007 Reviewed hospital medical records which reveal patient experienced URI symptoms & fatigue soon after initial
HPV vaccine. Then received 2nd dose HPV & symptoms worsened.  Began to have sudden tingling & numbness of right foot & leg on 10/17 along w/nausea &
extreme fatigue.  Admitted 10/18-10/20/2007.  Neurology consult done. FINAL DX: UTI; paresthesias of unclear etiology; possible conversion disorder;
gallstones; probable GERD.

Symptom Text:

Ortho Tricyclen, FlonaseOther Meds:
Lab Data:

History:
Upper respiratory illnessPrex Illness:

Lab tests, ct or sinuses and head all normal LABS: MRI of brain WNL.  US of RLE WNL.  CT head WNL.  CT abdomen & pelvis revealed possible fundal
gallbladder stone or calcification & possible small cyst at lower pole of left kidney.
Allergic to Ceclor PPMH: Levaquin & ceclor allergies, migraines

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

293533-1 (S)

12-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cholelithiasis, Fatigue, Gastrooesophageal reflux disease, Headache, Hypoaesthesia, Nausea, Paraesthesia, Sinus congestion, Urinary tract infection,
Vomiting

 ER VISIT, HOSPITALIZED, SERIOUS

Other Vaccine
18-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 24026492 1 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Aug-2007
Vaccine Date

14-Aug-2007
Onset Date

0
Days

19-Oct-2007
Status Date

--
State

WAES0710USA02985
Mfr Report Id

Information has been received via the Merck Pregnancy registry from a consumer, concerning her daughter (age not specified) who was pregnant when
vaccinated on 14-AUG-2007, with a dose of Gardasil (lot # not specified). The mother stated that "the fetus had no heartbeat," and indicated that her daughter
had a miscarriage (date not provided). At the time of this report, the outcome of miscarriage was unknown. The consumer's daughter sought unspecified
medical attention from her physician. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = Unknown)Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

293566-1

19-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Sep-2007
Vaccine Date

23-Sep-2007
Onset Date

3
Days

19-Oct-2007
Status Date

OH
State

WAES0710USA03084
Mfr Report Id

Information has been received from a physician concerning a 15 year old female with penicillin allergy, with no illness at the time of vaccination whose reported
weight was 154 pounds and whose reported height was 62.5 inches, who on 20-SEP-2007 was vaccinated into the left arm with the second dose of Gardasil,
(Lot # 658556/1060U), and concomitantly was vaccinated into the right arm with influenza virus vaccine (unspecified), (manufacturer "Sanofi"), (Lot #
U2444AA). It was reported that the patient had received previously "multiple" doses. In the afternoon (P.M.) of 23-SEP-2007 it was reported that the patient
developed severe right-sided abdominal pain requiring hospitalization. It was reported that all laboratory test and abdominal scans were normal. It was reported
that all pain resolved in 4-5 days. Subsequently, the patient recovered from severe right-sided abdominal pain reportedly on 29-SEP-2007. Additional
information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:

Penicillin allergyPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

293567-1 (S)

19-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain

 ER VISIT, HOSPITALIZED, SERIOUS

Other Vaccine
18-Oct-2007

Received Date

Prex Vax Illns:

HPV4
FLU

MERCK & CO. INC.
SANOFI PASTEUR

1060U
U2444AA

1 Left arm
Right arm

Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Oct-2007
Status Date

NV
State

WAES0710USA02900
Mfr Report Id

Information has been received from a medical assistant concerning a female patient who was vaccinated with a dose of Gardasil. It was reported that the
patient after being vaccinated went into a seizure state. Unspecified medical attention was sought. The patient's outcome was unknown. No product quality
complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

293568-1

19-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Oct-2007
Vaccine Date

01-Oct-2007
Onset Date

0
Days

19-Oct-2007
Status Date

CA
State

WAES0710USA02823
Mfr Report Id

Information has been received from a physician concerning a 40 year old female with metabolic syndrome, high cholesterol, increased blood sugar, rheumatoid
arthritis and asthma who on 01-OCT-2007 was inadvertently vaccinated with Gardasil. Concomitant therapy included lansoprazole (PREVACID),
cyclobenzaprine hydrochloride (MSD), montelukast sodium (MSD), valsartan (DIOVAN), gabapentin (NEURONTIN), metformin, "Clonazapen" (therapy
unspecified), desloratadine (CLARINEX), ranitidine HCl (ZANTAC), potassium (unspecified), fluticasone propionate 9+) salmeterol xinafoate (ADVAIR),
albuterol, ipratropium bromide (ATROVENT) and alprazolam (XANAX). The physician reported that 30 minutes after the patient was vaccinated she
experienced angioedema, reddness in her face, and a tightening in her throat. Since the patient was vaccinated, she frequented many emergency rooms and
was admitted to the hospital for 2 days. The patient was treated with prednisone, diphenhydramine hydrochloride (Benadryl) and methylprednisolone acetate
(Depo-medrol) and subsequently was recovering from the events. The physician believed that her symptoms were reflux due to the many medications that the
patient was taking. The angioedema, reddness in face, tightening in throat, reflux and wrong drug administered were considered other important medical
events. Additional information has been requested.

Symptom Text:

therapy unspecified; albuterol; XANAX; FLEXERIL; CLARINEX; ADVAIR; NEURONTIN; ATROVENT; PREVACID; metformin; SINGULAIR; potassium
(unspecified); ZANTAC; DIOVAN

Other Meds:

Lab Data:
History:

Metabolic syndrome; Cholesterol high; Blood sugar increased; Rheumatoid arthritis; AsthmaPrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
40.0

293569-1 (S)

19-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Angioedema, Erythema, Inappropriate schedule of drug administration, Reflux oesophagitis, Throat tightness, Wrong drug administered

 ER VISIT, HOSPITALIZED, SERIOUS

Other Vaccine
18-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Jul-2007

Vaccine Date
26-Jul-2007
Onset Date

0
Days

19-Oct-2007
Status Date

FL
State

WAES0710USA02117
Mfr Report Id

Information has been received from a licensed practical nurse concerning a 14 year old female who on 26-JUL-2007 was vaccinated with a first dose of
Gardasil. Subsequently, the patient felt achy which resolved after one day. On 04-OCT-2007 (also reported as 05-OCT-2007), the patient was vaccinated with
intramuscularly with a 0.5mL second dose of Gardasil (lot 658282/0929U). On 05-OCT-2007, the patient experienced dizziness, wheezing, headache, eyes
puffy, nausea, chills and shortness of breath/difficulty breathing. The patient went to the emergency room for treatment. The nurse reported that she did not
think the patient was treated with intravenous medication. Subsequently, the patient recovered. The nurse felt that the patient's wheezing, dizziness, headache,
eyes puffy, nausea, chills, shortness of breath/difficulty breathing were considered serious as other important medical events. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

293570-1

19-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chills, Dizziness, Dyspnoea, Eye swelling, Headache, Nausea, Wheezing

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Oct-2007
Status Date

VA
State Mfr Report Id

After 15 minutes the patient experienced dizziness, became pale.  Did not faint.  We had her lay down and elevated her legs.  We gave her water and a sugary
snack.  Her blood pressure was 102/60.  After the snack she felt better but was still pale.  She was able to stand and walk 30 minutes after receiving the
vaccine and was released to the care of her mother.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

WellPrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

293576-1

19-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Pallor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Oct-2007

Received Date

N/A~ ()~NULL~~In PatientPrex Vax Illns:

HPV4 MERCK & CO. INC. 0389U 0 Right arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Oct-2007
Vaccine Date

18-Oct-2007
Onset Date

0
Days

19-Oct-2007
Status Date

FL
State Mfr Report Id

CHILD FAINTED AFTER RECEIVING HPV VACCINE AT FRONT COUNTER IN OFFICE. WHEN SHE CAME AROUND SHE EXPLAINED TO THE
PHYSICIAN THAT SHE HAD PAIN AND NUMBNESS FROM HER SHOULDER TO HER ELBOW AFTER RECEIVING BOTH OF THE HPV VACCINES (THIS
WAS HERE 2ND)

Symptom Text:

Other Meds:
Lab Data:
History:

NONEPrex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

293597-1

19-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Musculoskeletal pain, Pain in extremity, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Oct-2007

Received Date

PAIN/NUMBNESS FROM SHOULDER TO ELBOW~HPV (Gardasil)~1~8~In PatientPrex Vax Illns:

HPV4 MERCK & CO. INC. 10624 1 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Oct-2007
Vaccine Date

18-Oct-2007
Onset Date

0
Days

19-Dec-2007
Status Date

GA
State Mfr Report Id

Patient here for vaccines with family 2 other sisters received shots first. She received the shots listed below , sat in chair for few minutes got up and was
walking around in lab and nurse was entering shots in computer. Patient had loss consciousness and fell into desk by nurse. Patient fall, sweating was lowered
to floor, became rigid and twitching. Elevated feet and became responsive, talking saying Im alright, had her rest on floor, (gave water, yogurt and slice of toast
in sitting position - Stated she had not eat breakfast. BP 110/65 Felt Pulse 76. Let her stay in clinic for 30-40 minutes and left with mother and sisters around
11:10 Am with All recommended to mother to see MD for evaluation for injury. Stated nose hurt, no bleeding or deviation nasal - Scropeal left arm

Symptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

293618-1

07-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Face injury, Fall, Hyperhidrosis, Loss of consciousness, Muscle rigidity, Muscle twitching

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Oct-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
HEP

MERCK & CO. INC.
MERCK & CO. INC.
MERCK & CO. INC.

1032U
0522U
1106F

2
1
3

Left arm
Left arm

Right arm

Subcutaneously
Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Oct-2007
Vaccine Date

10-Oct-2007
Onset Date

0
Days

20-Dec-2007
Status Date

MI
State Mfr Report Id

About 5 minutes or more of receiving vaccines, pt was sitting an a chair in the clinic and slumped to floor on her abdomen, apparently unconscious and having
involuntary jerking of lower extremities.  Was immediately orally responsive when approached by this RN & stood up on her own, responded appropriately and
got up on exam table on her own.  Pulse, resp and responses normal.  Denied dizziness and not certain she hit her head.  After returning home had chills and
dizziness and the next 2 days had a migraine.  No further dizziness on 10/12 and did return to school.

Symptom Text:

Other Meds:
Lab Data:
History:

None knownPrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

293624-1

20-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chills, Dizziness, Dyskinesia, Fall, Loss of consciousness, Migraine

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Oct-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2365AA
1061U

0
0

Left arm
Right arm

Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Sep-2007
Vaccine Date

01-Oct-2007
Onset Date

3
Days

20-Dec-2007
Status Date

NH
State Mfr Report Id

Patient called on 10/11/07 to ask why she had received Gardasil a friend told her asthmatics should not get Gardasil. She has had worsening of hives since -
She had none at the time of her vaccination but has had them in the past.

Symptom Text:

Other Meds:
Lab Data:
History:

Have acute Clinical Asthma and Eczema and allergiesPrex Illness:

Have acute Clinical Asthma and Eczema and allergies

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

293631-1

21-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0930U 2 Right arm Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
20-Mar-2008
Status Date

--
State

WAES0708USA03758
Mfr Report Id

Information has been received from a nurse practitioner concerning a 14 year old female who on an unspecified date was vaccinated with a dose of Gardasil
(lot# 658282/0929U).  On an unspecified date the patient felt dizzy after receiving Gardasil.  The patient laid down for a "few minutes" and felt better.  No further
information was provided.  Additional information has been requested.  This report is one of two reports.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

293646-1

20-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0929U Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
20-Mar-2008
Status Date

NC
State

WAES0708USA03764
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with a 0.5 ml first dose of Gardasil.  Subsequently the patient
experienced hair loss.  Unspecified medical attention was sought.  At the time of the report the patient's outcome was unknown.  Additional information has
been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

293647-1

20-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Alopecia

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
20-Mar-2008
Status Date

NJ
State

WAES0708USA03776
Mfr Report Id

Information has been received from a physician, via a company representative, concerning a 17 year old female patient, who on an unknown date was
vaccinated with the first dose of Gardasil.  Concomitant therapy at the visit included MENACTRA and ADACEL.  The physician stated that the patient passed
out twice after receiving the Gardasil.  She first passed out in the exam room, and then 10 minutes later she passed out again as she was walking to the
bathroom.  The patient's systolic blood pressure was recorded as 60mmHg, and the staff "could not get a reading for the bottom number."  The staff called 911,
and the patient was taken to the emergency room, where she was tested and released on the same day.  At the time of this report, the patient had recovered
from the events.  Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

293648-1

20-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure decreased, Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

TDAP
MNQ
HPV4

SANOFI PASTEUR
SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL
NULL 0

Unknown
Unknown
Unknown

Unknown
Unknown
Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Aug-2007
Vaccine Date

17-Aug-2007
Onset Date

4
Days

20-Mar-2008
Status Date

--
State

WAES0708USA03780
Mfr Report Id

Information has been received from a pharmacist, concerning a female patient (age not specified), with a sulfonamide allergy, who on 13-AUG-2007 was
vaccinated with a dose of Gardasil (Lot # not provided).  Concomitant therapy included ORTHO TRI-CYCLEN.  On approximately 17-AUG-2007 (possibly 18-
AUG-2007) the patient developed a rash on her abdomen and lower legs, and had a swollen eye.  The patient was given BENADRYL, and instructed to go to
the emergency room.  At the time of this report, the patient had not recovered.  Additional information has been requested.

Symptom Text:

ORTHO TRI-CYCLENOther Meds:
Lab Data:
History:

Sulfonamide allergyPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

293649-1

20-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Eyelid oedema, Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Jan-2007
Vaccine Date

29-Jan-2007
Onset Date

0
Days

20-Mar-2008
Status Date

PA
State

WAES0708USA03786
Mfr Report Id

Information has been received from a 76 year old female consumer who on 29-JAN-2007 was vaccinated with Gardasil.  The patient reported that she had
asked her physician if there was a vaccine for shingles.  The physician stated that one was recommended for her age and the patient was subsequently
vaccinated with Gardasil.  On 11-JUL-2007, while on a cruise, the patient experienced "terrible pain" in her back.  On 13-JUL-2007, the patient broke out in a
rash.  On 14-JUL-2007, the patient went to the hospital and was told she had shingles.  The patient informed the physician that she received a vaccine "not to
get shingles".  The patient reported that the event "ruined 4 days of her 8 day cruise".  The patient subsequently had four visits to her physician and medication
to treat the shingles.  At the time of this report, the patient had not recovered.  No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
76.0

293650-1

20-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Back pain, Herpes zoster, Rash, Wrong drug administered

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5195
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Aug-2007
Vaccine Date

17-Aug-2007
Onset Date

0
Days

20-Mar-2008
Status Date

MD
State

WAES0708USA03792
Mfr Report Id

Information has been received from a physician concerning a 20 year old female with no pertinent medical history who on 17-AUG-2007 was vaccinated
intramuscularly with a 0.5 ml first dose of Gardasil (658222/0927U).  There was no concomitant medication.  On 17-AUG-2007 the patient developed shortness
of breath, coughing, and wheezing and contacted a physician.  There were no laboratory or diagnostic testes performed.  At the time of the report the patient
had not recovered.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

293651-1

20-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Cough, Dyspnoea, Wheezing

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0927U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5196
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Dec-2006
Vaccine Date

04-Jan-2007
Onset Date

7
Days

20-Mar-2008
Status Date

MA
State

WAES0708USA03804
Mfr Report Id

Information has been received from a physician concerning his 22 year old daughter with an allergy to "Kombuka" who on approximately 28-DEC-2006 was
vaccinated with a first dose of Gardasil.  There were no concomitant medications.  On approximately 04-JAN-2007 within a week of vaccination the patient
developed an oral food reaction while eating mussels.  Symptoms were described as discomfort at the back of the throat, itchiness, feeling as if the tongue was
swelling, and difficulty swallowing.  It was noted that the tongue did not actually swell.  The patient was treated with BENADRYL.  Subsequently the patient
recovered.  On 17-AUG-2007 the patient was vaccinated with a third dose of Gardasil.  Subsequently, the patient developed similar symptoms of tightening of
the upper throat, discomfort, and flu-like symptoms.  The patient was treated with BENADRYL.  Subsequently, the patient recovered.  Additional information
has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Food allergyPrex Illness:

allergen skin test, elevated IgG for mold, trees, grass, and pollen; hepatic function tests, 05/??/07, results not reported

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

293652-1

20-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Discomfort, Dysphagia, Influenza like illness, Paraesthesia oral, Pruritus, Throat irritation, Throat tightness, Vaccine positive rechallenge

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5197
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
20-Mar-2008
Status Date

PA
State

WAES0708USA03806
Mfr Report Id

Information has been received from a nurse concerning female patients who were vaccinated with a dose of Gardasil.  Subsequently the patients fainted.
Subsequently, the patients recovered.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

293653-1

20-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5198
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Aug-2007
Vaccine Date

13-Aug-2007
Onset Date

0
Days

20-Mar-2008
Status Date

NM
State

WAES0708USA03815
Mfr Report Id

Information has been received from a physician assistant concerning a 14 year old female with penicillin allergy who on 13-AUG-2007 was vaccinated
intramuscularly with a 0.5 ml first dose of Gardasil.  There was no concomitant medication.  On 13-AUG-2007 the patient experienced insomnia and has had
trouble sleeping every night.  The patient took BENADRYL for a couple of nights to help sleep and it did help a little.  The patient has not been consuming
caffeine.  There were no laboratory or diagnostic tests performed.  Unspecified medical attention was sought.  At the time of the report the patient's outcome
was unknown.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Penicillin allergyPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

293654-1

20-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Insomnia

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5199
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
20-Mar-2008
Status Date

CT
State

WAES0708USA03838
Mfr Report Id

Information has been received from a nurse concerning several female patients who were vaccinated with doses Gardasil.  Subsequently the patients
developed injection site pain.  Unspecified medical attention was sought.  At the time of the report the patients' outcomes were unknown.  Additional information
has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

293655-1

20-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5200
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Jul-2007

Vaccine Date
11-Jul-2007
Onset Date

0
Days

20-Mar-2008
Status Date

TN
State

WAES0708USA03866
Mfr Report Id

Information has been received from a 25 year old female nurse practitioner with no medical history or allergies, who on 11-JUL-2007 in the morning, was
vaccinated IM into the left arm with a third dose of Gardasil (Lot# 653735/0688F).  Concomitant therapy included hormonal contraceptives (unspecified).
Moments after receiving the vaccine, she became very lightheaded and experienced a near syncope episode.  No injury was reported.  She sat down to let the
lightheaded feeling pass.  She did not completely pass out, but had a rush come over her to which she was not accustomed.  After one to two minutes the
symptoms resolved.  It was reported that she felt fine after the experience was over.  It was reported that she did not have any symptoms with the previous two
vaccinations.  Additional information is not expected.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
It was reported that she did not have any symptoms with the previous two vaccinations.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

293656-1

20-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Presyncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0688F 2 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 5201
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
20-Mar-2008
Status Date

--
State

WAES0708USA03912
Mfr Report Id

Information has been received from a physician concerning a female with no allergies and a history of hirsutism who in June 2007, was vaccinated with 0.5 ml
Gardasil intramuscularly.  Concomitant therapy included hormonal contraceptives (unspecified).  In June 2007, one week after administration of her first dose of
Gardasil the patient developed a rash at the injection site on her arm which extended to her neck.  The patient did not experience any respiratory distress.  The
rash resolved spontaneously without treatment.  The patient phoned the physician and did not undergo any lab studies.  The physician added that the patient
also experienced an injection site reaction after she received an unspecified meningococcal vaccine.  Additional information is not expected.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

None
Hirsutism; The physician added that the patient also experienced an injection site reaction after she received an unspecified meningococcal vaccine.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

293657-1

20-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site rash, Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5202
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Aug-2007
Vaccine Date

05-Aug-2007
Onset Date

0
Days

20-Mar-2008
Status Date

--
State

WAES0708USA03924
Mfr Report Id

Information has been received from a physician concerning a female who during the week of 05-AUG-2007 was vaccinated with 0.5mL Gardasil.  The patient
became extremely dizzy after receiving Gardasil.  Subsequently, the patient recovered that same week.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

293658-1

20-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5203
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
20-Mar-2008
Status Date

--
State

WAES0708USA03948
Mfr Report Id

Information has been received from a physician concerning a female who in June 2007, was vaccinated with her first dose of Gardasil, intramuscularly.  In June
2007, the patient experienced fever, swollen glands and "white platelets in her throat."  Subsequently, the patient recovered from fever, swollen glands and
"white platelets in her throat."  The patient did receive her second dose on 12-AUG-2007 and the physician was waiting to hear from the patient to see if the AE
reappeared.  The patient planned on completing the series.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

293659-1

20-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Lymphadenopathy, Pyrexia, Throat lesion

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5204
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
20-Mar-2008
Status Date

--
State

WAES0708USA03967
Mfr Report Id

Information has been received from a physician concerning a 21 year old female who was vaccinated with Gardasil.  Subsequently, after the patient received
the first dose of Gardasil (Lot #0522U), the patient experienced a sore throat and a low grade fever.  The patient subsequently recovered.  Following the
second vaccination with Gardasil (Lot #0424U), the patient again developed a sore throat and low grade fever.  As of 21-AUG-2007, the patient had not
recovered from the sore throat and low grade fever.  The patient sought medical attention for her experience.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

293660-1

20-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pharyngolaryngeal pain, Pyrexia, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0522U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5205
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Jun-2007
Vaccine Date

15-Jun-2007
Onset Date

7
Days

20-Mar-2008
Status Date

--
State

WAES0708USA03972
Mfr Report Id

Information has been received from a physician concerning a 20 year old female with a possible allergy to penicillin and environmental allergies who on 08-
JUN-2007 was vaccinated with Gardasil (Lot #0623U).  Concomitant therapy included ALLEGRA.  On approximately 15-JUN-2007, the patient experienced a
red, hard lump at the injection site.  After two days, the patient recovered from the red, hard lump at the injection site.  The patient sought unspecified medical
attention.  Additional information has been requested.

Symptom Text:

ALLEGRAOther Meds:
Lab Data:
History:

Environmental allergy; penicillin allergyPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

293661-1

20-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site induration, Injection site mass

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0623U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5206
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
20-Mar-2008
Status Date

CA
State

WAES0708USA03986
Mfr Report Id

Information has been received from a physician concerning a patient who was vaccinated with a dose of Gardasil.  The physician reported that the patient
experienced asthma after vaccination.  The physician also reported that the patient was "fine."  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

293662-1

20-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Asthma

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5207
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
20-Mar-2008
Status Date

OH
State

WAES0708USA03995
Mfr Report Id

Information has been received from a physician concerning a female patient who on an unknown date was vaccinated IM into the upper arm with an entire dose
of Gardasil.  After vaccination, the patient experienced syncope.  Unspecified medical attention was sought.  On an unknown date, the patient recovered.  No
product quality complaint was involved.  This is one of two reports from the same source.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

293663-1

20-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5208
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Aug-2007
Vaccine Date

18-Aug-2007
Onset Date

1
Days

21-Mar-2008
Status Date

VA
State

WAES0708USA04020
Mfr Report Id

Information has been received from a physician concerning a 17 year old female with no pertinent medical history and no drug reactions/allergies who on 17-
AUG-2007 was vaccinated with Gardasil.  There was no concomitant medication.  The day after administration of her first dose of Gardasil, on 18-AUG-2007,
the patient developed widespread hives.  The patient had not experienced respiratory distress.  The patient presented to the physician's office for evaluation on
21-AUG-2007, but the details of the evaluation and the treatment plan were not provided by the physician.  As of 21-AUG-2007, the patient's widespread hives
persisted.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

293664-1

21-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5209
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Mar-2008
Status Date

--
State

WAES0708USA04028
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with her second dose of Gardasil.  Subsequently, the patient called
the physician to report that she experienced fever and rash on the arm (both considered non-serious by the physician).  Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

293665-1

21-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pyrexia, Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5210
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Jul-2007

Vaccine Date
27-Jul-2007
Onset Date

0
Days

21-Mar-2008
Status Date

--
State

WAES0708USA04031
Mfr Report Id

Information has been received from a nurse practitioner concerning a 24 year old female with asthma and no known drug allergies who on 27-JUL-2007 was
vaccinated with Gardasil (lot# 658100/0525U).  Concomitant therapy included hormonal contraceptives (unspecified).  On 27-JUL-2007 the patient experienced
an itchy red rash on the right side of her hip and leg.  The patient thought it might have started before Gardasil was given.  The nurse practitioner noted that the
patient was seen by a dermatologist who diagnosed questionable eczema.  In a follow-up telephone call with the patient on 13-AUG-2007, the nurse
practitioner indicated that the patient was diagnosed by another physician with "probable poison oak."  The patient's symptoms were improving at the time of
this report.  Additional information is not expected.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:

AsthmaPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

293666-1

21-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dermatitis contact, Rash erythematous, Rash pruritic

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0525U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5211
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Jun-2007
Vaccine Date

03-Jul-2007
Onset Date

7
Days

21-Mar-2008
Status Date

--
State

WAES0708USA04032
Mfr Report Id

Information has been received from a Nurse Practitioner concerning a 25 year old female with no allergies and no pertinent medical history who on 26-JUN-
2007 was vaccinated with 0.5 ml intramuscularly Gardasil.  There was no concomitant medication.  On 03-JUL-2007 the patient had a rash that initially itched
but did not anymore.  The rash was located on the arms and legs and the patient still had it.  The patient took 7 medications (one of which was a steroid, others
were unspecified) to treat the rash.  The patient underwent 7 different blood tests which revealed a positive ANA.  As of 21-AUG-2007 the patient was
recovering.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

serum ANA, 06?/??/07, posit
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

293667-1

21-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash pruritic

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0523U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5212
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Aug-2007
Vaccine Date

20-Aug-2007
Onset Date

0
Days

21-Mar-2008
Status Date

NY
State

WAES0708USA04045
Mfr Report Id

Information has been received from a physician concerning a 17 year old female, with no previous medial history, who on 19-JUN-2007 was vaccinated IM with
a first dose of Gardasil.  The patient experienced no reaction after the first dose of Gardasil.  There was no concomitant medication.  On 20-AUG-2007 was
vaccinated IM with a second dose of Gardasil (lot # 658094/0524U).  On 20-AUG-2007 one and a half hours post vaccination, the patient was covered with a
rash.  Unspecified medical attention was sought.  The patient was given BENADRYL.  On 21-AUG-2007, the patient recovered from rash.  Additional
information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
The patient experienced no reaction after the first dose of Gardasil.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

293668-1

21-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash generalised

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0524U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5213
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Jun-2007
Vaccine Date

27-Jun-2007
Onset Date

6
Days

21-Mar-2008
Status Date

AZ
State

WAES0708USA04065
Mfr Report Id

Information has been received from a nurse, via a company representative, concerning a 12 year old female patient, who on approximately 21-JUN-2007 ("two
months ago") was vaccinated in the left arm, with the first dose, 0.5ml, of Gardasil (Lot # not provided).  On approximately 27-JUN-2007 ("six days after her first
dose"), she developed "an infection on her left breast with draining, oozing pus."  Treatment included unspecified antibiotics.  The patient recovered from the
event (date and duration not specified).  On 25-JUL-2007, the patient was vaccinated with the second dose, 0.5ml, of Gardasil, and had not reported any
adverse experience.  The nurse questioned if the patient should received the third dose in the vaccination series.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

293669-1

21-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Breast discharge, Breast infection

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 5214
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Mar-2008
Status Date

--
State

WAES0708USA04079
Mfr Report Id

Information has been received from a consumer concerning her 22 year old daughter with an allergy to AVALOX who in December 2006 and February 2007
was vaccinated with a 0.5 ml first and second dose of Gardasil.  Concomitant therapy included iron (unspecified).  The patient's mother reported that sometime
in May 2007, the patient was experiencing pain in her wrist and hand associated with rheumatoid arthritis since receiving Gardasil.  The patient also had been
diagnosed with Sjogren's syndrome.  The patient sought unspecified medical attention.  Unspecified blood work and manual tests were performed.  At the time
of this report, the patient had not recovered.  Additional information has been requested.

Symptom Text:

iron (unspecified)Other Meds:
Lab Data:
History:

Drug hypersensitivityPrex Illness:

diagnostic laboratory, manual tests; hematology, results not reported

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

293670-1

21-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Pain in extremity, Rheumatoid arthritis, Sjogrens syndrome

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5215
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Jul-2007

Vaccine Date
30-Jul-2007
Onset Date

0
Days

21-Mar-2008
Status Date

CA
State

WAES0708USA04088
Mfr Report Id

Information has been received for the Pregnancy Registry for Gardasil from a certified medical assistant concerning a 17 year old female with no birth defects
in previous pregnancies and no infant complications in previous pregnancy, no pertinent medical history and no drug reactions/allergies who on 30-JUL-2007
was vaccinated with Gardasil (lot # unknown) at another clinic.  Concomitant therapy included tuberculin test and meningococcal vaccine (unspecified).  The
patient's date of last menstrual period was 07-APR-2007 and the patient is pregnant.  On 14-AUG-2007 the patient was given prenatal vitamins (type
unspecified) and iron pills for the pregnancy.  On an unspecified date lab tests were performed for an OB panel and a urine collection was performed because
the patient was complaining (type of complaint unknown) but blood was found in the urine.  On 22-AUG-2007 the patient was treated with ZITHROMAX 1 gram
dose for the chlamydial infection.  The estimated date of delivery is 10-APR-2008.  No further information is available.  Additional information has been
requested.

Symptom Text:

iron (unspecified); vitamins (unspecified)Other Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 7/4/2007)Prex Illness:

full blood chemistry, OB panel; urinalysis, blood positive

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

293671-1

21-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Blood urine present, Chlamydial infection, Drug exposure during pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

MEN
HPV4

UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 5216
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Jul-2007

Vaccine Date
Unknown

Onset Date Days
21-Mar-2008
Status Date

MI
State

WAES0708USA04089
Mfr Report Id

Information has been received from a mother concerning her consumer 15 year old daughter with a history of infectious mononucleosis who on approximately
31-JUL-2007 was vaccinated with a 0.5 ml first dose of Gardasil.  Concomitant vaccination included Tdap. Subsequently the patient developed swollen lymph
nodes.  Unspecified laboratory test was performed.  Unspecified medical attention was sought.  At the time of the report the patient was recovering.  Additional
information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Infectious mononucleosis

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

293672-1

21-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Lymphadenopathy

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

TDAP
HPV4

UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL 0

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 5217
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Aug-2007
Vaccine Date

21-Aug-2007
Onset Date

1
Days

21-Mar-2008
Status Date

OR
State

WAES0708USA04094
Mfr Report Id

Information has been received from a nurse concerning a 23 year old female with an allergic reaction to dapsone and a history of vulval lesion who on 19-JUN-
2007 was vaccinated with a first dose of Gardasil (lot# 656050/0245U) 0.5mL IM.  Concomitant therapy included dermatologic (unspecified) therapy for acne.
On 20-AUG-2007 the patient was vaccinated with a second dose of Gardasil (lot# unknown) 0.5mL IM.  On 21-AUG-2007 the patient developed an itchy rash
on both arms an abdomen.  Medical attention was sought.  The patient's itchy rash on both arms and abdomen persisted.  No other information was available
at this time.  Additional information has been requested.

Symptom Text:

dermatologic (unspecified)Other Meds:
Lab Data:
History:

Drug hypersensitivityPrex Illness:

Unknown
Vulval lesion

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

293673-1

21-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash pruritic

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5218
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Aug-2007
Vaccine Date

21-Aug-2007
Onset Date

0
Days

21-Mar-2008
Status Date

--
State

WAES0708USA04115
Mfr Report Id

Information has been received from a consumer concerning her daughter who on approximately 21-AUG-2007, was vaccinated with a first dose of Gardasil.
On approximately 21-AUG-2007, the patient developed a rash on her torso.  At the time of this report, the patient's outcome was unknown.  No further
information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

293674-1

21-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5219
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Jun-2007
Vaccine Date

Unknown
Onset Date Days

21-Mar-2008
Status Date

VA
State

WAES0708USA04116
Mfr Report Id

Information has been received from a certified nurse midwife concerning a 22 year old female with no pertinent medical history or drug reactions/allergies who
on 19-JUN-2007 was vaccinated with a first dose of Gardasil "usual dose and recommended route".  Concomitant therapy included YASMIN.  On an
unspecified date after receiving the vaccination the patient experienced hives all over her arms and spread over her body.  The symptoms were described as
"redness of the site" and "itchy".  Medical attention was sought.  The patient took BENADRYL and the symptoms did not improve.  On 20-JUN-2007 the patient
had gone to the emergency room where she was given a MEDROL DOSEPAK.  The patient was not admitted to the hospital.  On an unspecified date the
patient had recovered.  At the time of reporting the second dose had not been administered.  Additional information has been requested.

Symptom Text:

YASMINOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

293675-1

21-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Pruritus, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5220
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Mar-2008
Status Date

MO
State

WAES0708USA04133
Mfr Report Id

Information has been received from a nurse practitioner concerning a 16 year old patient who on an unspecified date was vaccinated with a first dose of
Gardasil (lot# unknown).  The first dose had no adverse events.  On an unspecified date the patient was vaccinated with a second dose of Gardasil (lot#
unknown).  The patient complained of nausea and threw up after getting home.  The patient also complained of dizziness.  The patient was not hospitalized.
On an unspecified date the patient recovered.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

293676-1

21-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Nausea, No reaction on previous exposure to drug, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5221
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Aug-2007
Vaccine Date

22-Aug-2007
Onset Date

1
Days

21-Mar-2008
Status Date

NJ
State

WAES0708USA04174
Mfr Report Id

Information has been received from a physician concerning a 22 year old female with no pertinent medical history who on 21-AUG-2007 was vaccinated with a
0.5 ml first dose of Gardasil.  Concomitant therapy included YASMIN.  On 22-AUG-2007 the patient developed an itchy rash all over her body.  The patient was
taking BENADRYL for relief of symptoms.  The patient was going to visit the physician on 22-AUG-2007 at 2:00 pm.  At the time of the report the patient was
recovering.  Additional information has been requested.

Symptom Text:

YASMINOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

293677-1

21-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash generalised, Rash pruritic

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5222
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Jul-2007

Vaccine Date
Unknown

Onset Date Days
21-Mar-2008
Status Date

NY
State

WAES0708USA04182
Mfr Report Id

Information has been received from a physician concerning a 27 year old female patient who on 27-JUL-2007 was vaccinated IM with a third dose of Gardasil.
Subsequently, the patient experienced shivering, not feeling well and multiple bumps around the injection site area of her right arm.  On 17-AUG-2007, it was
reported that the patient was seen for this in an office visit.  Laboratory diagnostic studies included blood work which appeared normal.  It was also reported
that the patient had mild side effects like dizziness after having her first and second dose of the vaccine but nothing like the third dose.  At the time of this
report, the patient had not recovered.  No product quality complaint was involved.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory, blood work, appeared normal
It was also reported that the patient had mild side effects like dizziness after having her first and second dose of the vaccine but nothing like the third dose.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
27.0

293678-1

02-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Chills, Injection site rash, Malaise

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5223
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Aug-2007
Vaccine Date

22-Aug-2007
Onset Date

0
Days

21-Mar-2008
Status Date

DC
State

WAES0708USA04185
Mfr Report Id

Information has been received from a physician concerning a female patient who on 22-AUG-2007, was vaccinated IM with a dose of Gardasil.  After receiving
the vaccine, the patient fainted.  It was reported that the physician had taken her blood pressure and had given her water.  At the time of this report, the
patient's outcome was unknown.  Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

blood pressure, 08/22/07
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

293679-1

21-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5224
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Mar-2008
Status Date

NY
State

WAES0708USA04195
Mfr Report Id

Information has been received from a registered nurse concerning her 17 year old niece, who, on an unspecified date, was vaccinated with a first dose of
Gardasil.  Subsequently, about an hour and a half post vaccination the patient experienced "stomach aches, nausea and dizziness."  The patient did not seek
medical attention.  The patient recovered on an unspecified date within 2 hours after vaccination.  No product quality complaint was involved.  Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

293680-1

21-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain upper, Dizziness, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5225
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Aug-2007
Vaccine Date

20-Aug-2007
Onset Date

0
Days

21-Mar-2008
Status Date

MI
State

WAES0708USA04220
Mfr Report Id

Information has been received from a nurse concerning an 18 year old female patient with no medical history who on 20-AUG-2007, was vaccinated IM with a
second 0.5ml dose of Gardasil.  After receiving the vaccine, the patient developed itching and a rash that covered a 3 inch area at the injection site.  The
patient was given BENADRYL and the rash was clearing up.  It was reported that the patient did not have a reaction to the first dose. No product quality
complaint was involved.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
It was reported that the patient did not have a reaction to the first dose.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

293681-1

21-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pruritus, Injection site rash

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5226
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Aug-2007
Vaccine Date

08-Aug-2007
Onset Date

0
Days

21-Mar-2008
Status Date

AR
State

WAES0708USA04239
Mfr Report Id

Information has been received from a registered nurse, via a company representative, concerning a female patient (age not specified), who on approximately
08-AUG-2007 ("two weeks" ago) was vaccinated with a dose of Gardasil (Lot # not provided).  On approximately 08-AUG-2007 the patient experienced pain
and soreness at the injection site, and the nurse indicated it continued, two weeks later.  At the time of this report, the outcome of the event was not recovered.
The patient sought unspecified medical attention.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

293682-1

21-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5227
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-May-2007
Vaccine Date

21-Aug-2007
Onset Date

92
Days

21-Mar-2008
Status Date

--
State

WAES0708USA04261
Mfr Report Id

Information has been received from a registered nurse concerning a 19 year old female with a drug hypersensitivity to amoxicillin who on 21-MAY-2007 was
vaccinated IM, into the left arm, with a second dose of Gardasil (Lot # 658094/0524U).  There was no concomitant medication.  While the patient was driving
home she developed an itchy rash on her right warm which has since spread to her torso and right knee.  The patient was to be seen by the physician on 22-
AUG-2007.  At the time of the report the patient had not recovered.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Drug hypersensitivityPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

293683-1

21-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash pruritic

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0524U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 5228
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Mar-2008
Status Date

TX
State

WAES0708USA04270
Mfr Report Id

Information has been received from a physician concerning a female who on an unspecified date was vaccinated with a first dose of Gardasil.  Subsequently
the patient experienced syncope.  Unspecified medical attention was sought.  Subsequently, the patient recovered from syncope.  On an unspecified date the
patient was vaccinated with a second dose of Gardasil.  Subsequently the patient experienced syncope.  Unspecified medical attention was sought.  At the time
of the report the outcome was unknown.  Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

293684-1

21-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope, Vaccine positive rechallenge

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5229
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Aug-2007
Vaccine Date

22-Aug-2007
Onset Date

0
Days

21-Mar-2008
Status Date

--
State

WAES0708USA04283
Mfr Report Id

Information has been received from a registered nurse concerning a 14 year old female with diabetes who on 22-AUG-2007 was vaccinated with a first dose of
Gardasil (lot # 658558/1061U).  Concomitant suspect vaccination included Varivax.  On 22-AUG-2007, the patient became pale, light-headed and almost
fainted.  Unspecified medical attention was sought.  On 22-AUG-2007, the patient recovered from becoming pale, light-headed and almost fainting.  Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

DiabetesPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

293685-1

21-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Pallor, Presyncope

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

NULL
1061U 0

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 5230
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Mar-2008
Status Date

NC
State

WAES0708USA04297
Mfr Report Id

Information has been received from a physician's assistant concerning a female who on an unspecified date was vaccinated with a dose of Gardasil.
Subsequently the patient fainted. The patient was shaking after she "came to".  Unspecified medical attention was sought.  Subsequently, the patient recovered
from fainting and shaking.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

293686-1

21-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope, Tremor

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5231
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Aug-2007
Vaccine Date

20-Aug-2007
Onset Date

0
Days

21-Mar-2008
Status Date

OR
State

WAES0708USA04303
Mfr Report Id

Information has been received from a registered nurse, concerning a 13 year old female patient, who on 20-AUG-2007 was vaccinated IM in the right deltoid,
with a dose, 0.5ml, of Gardasil (lot #658556/1060U), as well as, with the second dose of Varivax (duration and dose not reported) (MSD), and with the second
dose of Vaqta (manufacturer unspecified) (duration and dose not specified).  On 20-AUG-2007, following the vaccinations, and while still in the physician's
office, the patient reported not feeling good and was pale.  Blood pressure was monitored (value not specified), and pulse was 48bpm.  The patient was given
crackers and juice, and with in 20 minutes, she was feeling better and her pulse had increased to 65bpm.  The nurse considered the patient to be recovered.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

total heartbeat count, 08/20/07, 48 bpm; total heartbeat count, 08/20/07, 64 bpm
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

293687-1

21-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure, Malaise, Pallor

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
HEPA

MERCK & CO. INC.
MERCK & CO. INC.
MERCK & CO. INC.

NULL
1060U
NULL

1
0
1

Unknown
Right arm
Unknown

Unknown
Intramuscular

Unknown



10 JUN 2008 06:27Report run on: Page 5232
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Aug-2007
Vaccine Date

22-Aug-2007
Onset Date

0
Days

21-Mar-2008
Status Date

PA
State

WAES0708USA04312
Mfr Report Id

Information has been received from a registered nurse, concerning a 15 year old female patient, who on 22-AUG-2007 was vaccinated IM, with the first dose,
0.5ml, Gardasil (Lot #658556/1060U).  There was no concomitant medication.  Following the vaccination, the patient experienced dizziness, began to sweat,
and complained of arm and abdominal pain.  The patient was instructed to lie down flat for 30 minutes, and blood pressure was monitored and found to be
within normal limits (value not specified).  No treatment was required, and the patient recovered from the events on the same day.  Additional information has
been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

293688-1

21-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Blood pressure normal, Dizziness, Hyperhidrosis, Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1060U 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Aug-2007
Vaccine Date

22-Aug-2007
Onset Date

1
Days

21-Mar-2008
Status Date

OR
State

WAES0708USA04319
Mfr Report Id

Information has been received from a registered nurse, concerning a 14 year old female patient, who on 21-AUG-2007 was vaccinated IM in the right deltoid,
with the first dose, 0.5ml, of Gardasil (Lot # not specified), and with a dose of Tdap (manufacturer unspecified).  Following the vaccination, the patient "slumped
and passed out."  She was monitored, was given juice and crackers, and recovered within 20 minutes.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

293689-1

02-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

TDAP
HPV4

UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL 0

Unknown
Right arm

Unknown
Intramuscular



10 JUN 2008 06:27Report run on: Page 5234
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Jul-2007

Vaccine Date
21-Jul-2007
Onset Date

0
Days

19-Oct-2007
Status Date

NY
State

WAES0708USA04321
Mfr Report Id

Information has been received from a physician, concerning a 14 year old female patient with mild asthma and allergic reaction to CECLOR, who on 21-JUL-
2007 was vaccinated IM, with a dose, 0.5ml, of Gardasil (Lot #656049/0187U). There was no concomitant medication. Following the vaccination, the patient felt
lightheaded. The patient's systolic blood pressure was 80mmHg (diastolic unknown), and her pulse was 68bpm. She was given a drink and monitored, and her
blood pressure was 80/60mmHg (duration not specified). The patient recovered on the same day, 21-JUL-2007. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Asthma; Allergic reaction to antibioticsPrex Illness:

diagnostic laboratory 07/21/07; blood pressure 07/21/07 80/mmHg; blood pressure 07/21/07 80/60 mmHg

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

293690-1

22-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure systolic, Dizziness

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0187U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5235
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-May-2007
Vaccine Date

04-May-2007
Onset Date

0
Days

21-Mar-2008
Status Date

ME
State

WAES0708USA04325
Mfr Report Id

Information has been received from a physician, via a company representative, concerning a 15 year old female patient, with a history of "fainting with any
phlebotomy," who on 04-MAY-2007 was vaccinated IM, with the first dose of Gardasil (Lot # not specified).  Following the vaccination, the patient fainted.  She
recovered after an unknown duration of time (date not provided).  On 06-JUL-2007, the patient received her second dose of Gardasil (Lot # not specified), and
"everything was fine."  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Syncope

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

293691-1

21-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5236
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Mar-2008
Status Date

AZ
State

WAES0708USA04334
Mfr Report Id

Information has been received from a registered nurse concerning "about 18 patients", who, on an unspecified date, were vaccinated with a dose of Gardasil.
Subsequently, the patients experienced pain and burning while receiving Gardasil.  At the time of the report, the patients' outcomes were unknown.  No product
quality complaint was involved.  Attempts are being made to obtain additional identifying information to distinguish the individual patients mentioned in this
report.  Additional information will be provided if available.  Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

293692-1

21-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site irritation, Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Aug-2007
Vaccine Date

03-Aug-2007
Onset Date

0
Days

21-Mar-2008
Status Date

TX
State

WAES0708USA04337
Mfr Report Id

Information has been received from a medical assistant concerning a 10 year old female with a history of asthma and no drug reactions/allergies who on 03-
AUG-2007 was vaccinated with Gardasil (lot# unknown) 0.5 mL in the right deltoid IM.  There was no concomitant medication.  On approximately 03-AUG-2007
the patient developed both swelling and pruritus of both the eyelids 12 to 18 hours after receiving the dose of Gardasil.  Medical attention was sought.  At the
time of reporting the outcome of the event was unspecified.  No further information was available.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

AsthmaPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
10.0

293693-1

21-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Eyelid oedema, Eyelids pruritus

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Right arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Aug-2007
Vaccine Date

22-Aug-2007
Onset Date

0
Days

21-Mar-2008
Status Date

PA
State

WAES0708USA04338
Mfr Report Id

Information has been received from a registered nurse concerning a 17 year old female with no pertinent medical history or drug reactions/allergies who on 22-
AUG-2007 was vaccinated with a first dose of Gardasil (lot# 658556/1060U) 0.5 mL IM.  There was no concomitant medication.  On 22-AUG-2007 the patient
experienced dizziness, began to sweat, complained of arm pain, tingling and numbness after receiving the vaccination.  Medical attention was sought.  The
patient was instructed to lie flat for 30 minutes as the blood pressure was monitored.  The specific blood pressure readings were unspecified but reported to be
within normal limits.  There were no other symptoms or treatments were reported.  On 22-AUG-2007 the patient recovered. Further information was not
available.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

blood pressure, 08/22/2007, normal
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

293694-1

21-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Hyperhidrosis, Hypoaesthesia, Pain in extremity, Paraesthesia

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1060U 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Aug-2007
Vaccine Date

03-Aug-2007
Onset Date

0
Days

21-Mar-2008
Status Date

AZ
State

WAES0708USA04343
Mfr Report Id

Information has been received from a physician concerning a 15 year old female, who, on an unspecified date, was vaccinated with a first dose of Gardasil (Lot
# 655165/1425F or 658488/0930U).  Subsequently the patient fainted after administration (also reported as the patient "did not completely faint, but was close
to it").  The patient recovered on an unspecified date.  The patient recovered on an unspecified date without incident after sitting in the office.  She went home
without complication.  This is one of 3 reports from the same source.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

293695-1

22-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Aug-2007
Vaccine Date

03-Aug-2007
Onset Date

0
Days

21-Mar-2008
Status Date

AZ
State

WAES0708USA04344
Mfr Report Id

Information has been received from a physician concerning a 15 year old female, who, on an unspecified date, was vaccinated with a first dose of Gardasil (Lot
# 655165/1425F or 658488/0930U).  Subsequently the patient fainted after administration (also reported as the patient "did not completely faint, but was close
to it").  The patient recovered on an unspecified date.  The patient recovered on an unspecified date without incident after sitting in the office.  She went home
without complication.  This is one of 3 reports from the same source.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

293696-1

22-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Aug-2007
Vaccine Date

Unknown
Onset Date Days

21-Mar-2008
Status Date

TX
State

WAES0708USA04351
Mfr Report Id

Information has been received from a medical assistant concerning a 19 year old female with no pertinent medical history and a penicillin allergy who on 15-
AUG-2007 was vaccinated with Gardasil (lot# 657872/0515U) 0.5 mL in the left deltoid IM.  There was no concomitant medication.  On an unspecified date the
patient developed a rash.  Medical attention was sought.  Specific information about the rash was unknown.  At the time of reporting the outcome of the event
was not specified.  No further information was available.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Penicillin allergyPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

293697-1

22-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 015U Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Aug-2007
Vaccine Date

22-Aug-2007
Onset Date

1
Days

21-Mar-2008
Status Date

TX
State

WAES0708USA04353
Mfr Report Id

Information has been received from a physician concerning a female who on 21-AUG-2007 was vaccinated with a 0.5 ml dose of Gardasil.  On 22-AUG-2007
the patient had an unspecified adverse event, that was treated with MOTRIN.  The patient did not seek medical attention.  At the time of the report the patient's
outcome was unknown.  Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

293698-1

22-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Adverse event

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Mar-2008
Status Date

IN
State

WAES0708USA04376
Mfr Report Id

Information has been received from a physician concerning female patients who were vaccinated with 0.5 ml doses of Gardasil.  Subsequently the patients "got
their periods" a couple of days after receiving Gardasil.  The patients contacted the physician.  At the time of the report the patients' outcomes were unknown.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

293699-1

22-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Menstruation irregular

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
M

Gender
09-May-2007
Vaccine Date

Unknown
Onset Date Days

22-Oct-2007
Status Date

NY
State

WAES0708USA04356
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with a 0.5 mL dose of Gardasil. Subsequently, after vaccination, the
patient developed Guillain-Barre syndrome and was hospitalized. It was reported that the patient "recently had plastic surgery and is now in rehab." The
patient's outcome was unknown. Additional information has been requested.  4/1/08 Received only partial medical records of 5/23-6/04/2007. FINAL DX:
Guillain Barre syndrome. No d/c summary available.  Records indicate patient experienced 2-3 days of neck & back pain & tingling in his legs followed by
weakness which became profound until patient fell & was unable to move either leg, also had weakness of both arms along w/facial numbness.  Had HA,
cough, runny nose & sore throat & recent dx of URI tx w/antibiotics.  Had nausea x 1 wk & difficulty voiding & swallowing.  Had brief episode of diarrhea 1 week
prior.   Was on business trip from out of state.  Admitted to ICU.  Neuro & pulmonary consults done.  Exam revealed hyporeflexia.  Tx w/plasmapheresis.
Developed N/V.  Feeding tube placed.  Transferred to inpatient rehab w/foley cath.  5/6/08 Received hospital medical records of 6/4-7/11/2007. FINAL DX:
Guillain-Barre syndrome; neuropathic pain; debility; asthma; dysphonia.  Also developed URI; UTI; hypersensitivity vasculitis, all resolved. Records reveal
patient experienced improvement during this rehab hospitlization.  Improved to be able to ambulate w/walker.  Continued to awaken at night w/leg spasms &
have erectile dysfunction.  Transferred to another rehab hospital.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Prex Illness:

Unknown  LABS: CSF: protein 62 (H), glucose 52 (N), oligclonal bands neg, c/s neg.  MRI of brain WNL except for sinus inflammation.  MRI of c-spine & l-spine
revealed degenerative changes.  CXR WNL.  Abdominal x-ray abnormal.  EMG/NCS rep
Unknown  PMH: remote grand mal seizure several years ago w/no etiology.  PE 1990's.  Asthma.  GERD.  Gay w/steady partner. Allergic: sulfa.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
56.0

293701-1 (S)

12-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abasia, Asthenia, Asthma, Back pain, Catheter placement, Cough, Diarrhoea, Dysphagia, Dysphonia, Dysuria, Erectile dysfunction, Facial paresis, Fall,
Gastrointestinal tube insertion, Guillain-Barre syndrome, Headache, Hypoaesthesia facial, Hyporeflexia, Intensive care, Leukocytoclastic vasculitis, Muscle
spasms, Muscular weakness, Nausea, Neck pain, Neuralgia, Paraesthesia, Pharyngolaryngeal pain, Plasmapheresis, Rhinorrhoea, Sinusitis, Upper respiratory
tract infection, Urinary tract infection, Vomiting

 ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Aug-2007
Vaccine Date

Unknown
Onset Date Days

22-Oct-2007
Status Date

FL
State

WAES0708USA03453
Mfr Report Id

Initial and follow-up information has been received from a physician and registered nurse concerning a 17 year old female with no pertinent medical history and
no drug allergies/reactions who on an unspecified date was vaccinated with a first dose of Gardasil (lot # 656050/0245U) injection . Concomitant therapy also
given on the same date included PEDIARIX. After receiving the first dose of Gardasil, the patient experienced syncope which the registered nurse and
physician felt was a vasovagal response not related to the vaccine. It was reported that the patient "does not like shots." Medical attention was sought in the
physician's office. The patient was treated with oxygen to help her breathe and an electrocardiogram was performed (results not provided). Subsequently, the
patient recovered. The physician felt that the event required intervention to previous serious criteria (Other Important Medical Event). Additional information is
not expected.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

293702-1

22-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Electrocardiogram, Oxygen supplementation, Syncope, Syncope vasovagal

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0245U 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Aug-2007
Vaccine Date

29-Aug-2007
Onset Date

1
Days

22-Oct-2007
Status Date

FL
State

WAES0709USA00048
Mfr Report Id

Information has been received from a physician concerning a 23 year old female with a sulfonamide and penicillin allergy and no other pertinent medical history
who on an unspecified date received her second dose of Gardasil. Subsequently, she had joint pain. She was seen by a rheumatologist, but unspecified tests
came back negative. Subsequently, she recovered. on 28-AUG-2007 the patient was vaccinated with her third dose of Gardasil, 0.5 mL (Lot # 658556/1060U).
Concomitant therapy included lamotrigine (LAMICTAL) and varenicline tartrate (CHANTIX). On 29-AUG-2007 after receiving her third dose of Gardasil, the
patient complained of generalized joint and muscle pain. The pain was so strong that she could not walk. She had to stay in bed and was not able to go to
work. The physician noted the patient had no problems with the first dose of Gardasil and only had joint pain after second dose and after the third dose, pain
reappeared all over her body. The patient called the physician and sought medical attention. Patient Quality Complaints (PQC) were not involved. The
physician considered generalized joint and muscle pain to be disabling because the patient could not walk. Additional information has been requested.

Symptom Text:

LAMICTAL; CHANTIXOther Meds:
Lab Data:
History:

Sulfonamide allergy; Penicillin allergyPrex Illness:

diagnostic laboratory - negative

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

293703-1 (S)

22-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Gait disturbance, Myalgia

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1050U Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Mar-2008
Status Date

KS
State

WAES0708USA04383
Mfr Report Id

Information has been received from a physician concerning a patient in her late teens (exact age and gender unknown), who, on an unspecified date, was
vaccinated with a first dose of Gardasil.  Subsequently, the patient experienced diarrhea.  At the time of the report, the patient's outcome was unknown.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

293704-1

22-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Diarrhoea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Mar-2008
Status Date

TX
State

WAES0708USA04411
Mfr Report Id

Information has been received from a physician concerning a female (age unknown), who, on an unspecified date, was vaccinated with a dose of Gardasil.
Subsequently the patient "had alot of anxiety and passed out."  At the time of the report, the patient's outcome was unknown.  Additional information is not
expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

293705-1

22-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anxiety, Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Mar-2008
Status Date

TX
State

WAES0708USA04412
Mfr Report Id

Information has been received from a physician concerning a female (age unknown), who, on an unspecified date, was vaccinated with a dose of Gardasil.
Subsequently the patient experienced "had alot of anxiety and passed out."  At the time of the report, the patient's outcome was unknown.  Additional
information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

293706-1

22-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anxiety, Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Aug-2007
Vaccine Date

21-Aug-2007
Onset Date

0
Days

21-Mar-2008
Status Date

PA
State

WAES0708USA04464
Mfr Report Id

Information has been received from a physician concerning a 13 year old female who on 21-AUG-2007 was vaccinated with a 0.5 ml first dose of Gardasil
concomitantly with a dose of therapy included Vaqta (MSD) and MENACTRA into the opposite arm.  The patient immediately began shaking and eyes were in
the back of head which lasted for 5-10 seconds.  Within a minute of vaccination, the patient became pale and fainted.  The patient was given oxygen.  On 13-
AUG-2007, the patient recovered.  Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

293707-1

22-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Eye rolling, Pallor, Syncope, Tremor

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

MNQ
HEPA
HPV4

SANOFI PASTEUR
MERCK & CO. INC.
MERCK & CO. INC.

NULL
NULL
NULL 0

Unknown
Unknown
Unknown

Unknown
Unknown

Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Aug-2007
Vaccine Date

22-Aug-2007
Onset Date

0
Days

21-Mar-2008
Status Date

MA
State

WAES0708USA04482
Mfr Report Id

Information has been received from a registered nurse concerning a 16 year old female with allergies to peanuts and penicillin, who on 22-AUG-2007 was
vaccinated with a second dose of Gardasil (Lot# 658554/0928U).  It was noted she received her first dose of Gardasil on 05-JUN-2007.  Concomitant therapy
included RITALIN LA.  On 22-AUG-2007 the patient developed itching, swelling, and blotchiness at the injection site.  The patient also developed blotchiness
on the patient's wrist bilaterally and on her abdomen.  No hives or shortness of breath noted.  The patient sought unspecified medical attention.  On 23-AUG-
2007 the patient recovered.  No product quality complaint was involved.  Additional information has been requested.

Symptom Text:

RITALIN LAOther Meds:
Lab Data:
History:

Peanut allergy; penicillin allergyPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

293708-1

22-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pruritus, Injection site swelling, Rash macular

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0928U 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
24-Mar-2008
Status Date

FL
State

WAES0708USA04485
Mfr Report Id

Information has been received from a physician concerning a female (age unknown), who , on an unspecified date, was vaccinated intramuscularly with a dose
of Gardasil. Subsequently, almost immediately after receiving the vaccination, the patient became very lightheaded. The patient became no lightheaded that
she had to be held up by her mother, but did not faint. The patient did not seek medical attention. The patient recovered within five minutes after vaccine
administered. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

293709-1

25-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
24-Mar-2008
Status Date

CA
State

WAES0708USA04495
Mfr Report Id

Information has been received from a physician concerning a nurse who was vaccinated with a dose of Gardasil. Subsequently, the patient was inadvertently
vaccinated with a another dose of Gardasil instead of Vaqta (manufacturer unknown). The patient developed  a bump and pain in her arm. There were no
laboratory or diagnostic tests performed. The patient sought medical attention from the physician. At the time of the report the patients outcome was unknown.
Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

293710-1

25-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Mass, Overdose, Pain in extremity, Wrong drug administered

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 5254
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
24-Mar-2008
Status Date

VA
State

WAES0708USA04546
Mfr Report Id

Information has been received from a nurse concerning a female patient who was vaccinated with a first and second dose of Gardasil. Concomitant therapy
included ADVIL. The nurse reported that the patient had flushing around her ears throughout her body shortly after the first injection. After the second dose of
Gardasil, she noticed spells of being hot and cold and had a fever and thought it was a urinary tract infection. Unspecified medical attention was sought by the
patients. The patient recovered. Additional information has been requested.

Symptom Text:

ADVILOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

293711-1

25-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Feeling of body temperature change, Flushing, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Aug-2007
Vaccine Date

22-Aug-2007
Onset Date

0
Days

24-Mar-2008
Status Date

RI
State

WAES0708USA04571
Mfr Report Id

Information has been received from a physician concerning a 19 year old female who on 22-AUG-2007 was vaccinated by injection with the first 0.5 mL dose of
Gardasil. On 22-AUG-2007, after the patient received her first dose of Gardasil experienced "anaphylactic reactions including swelling of the throat." The
patient sought unspecified medical attention. Subsequently, the patient recovered from anaphylactic reactions and swelling of the throat. Additional information
has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

293712-1

25-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anaphylactic reaction, Pharyngeal oedema

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
07-Jun-2007
Vaccine Date

07-Jun-2007
Onset Date

0
Days

24-Mar-2008
Status Date

--
State

WAES0708USA04578
Mfr Report Id

Information has been received from a registered nurse concerning a 17 year old female who on 07-JUN-2007 was vaccinated with Gardasil. (Lot #
655620/0171U). It was reported that on 07-JUN-2007, a few hours after she was given Gardasil, the patient had a fever, chills and fatigue. The patient
recovered one week after she was given the vaccine. The patient spoke with the nurse regarding her fever, chills and fatigue. No other information was
available from the nurse. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

293713-1

25-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Chills, Fatigue, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0171U Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5257
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Jun-2007
Vaccine Date

06-Jun-2007
Onset Date

0
Days

24-Mar-2008
Status Date

TN
State

WAES0708USA04592
Mfr Report Id

Information has been received from a licensed practical nurse concerning a 22 year old female patient with no medical history who on 06-JUN-2007, was
vaccinated IM with a first 0.5ml dose of Gardasil (Lot# 657622/0388U). Concomitant therapy included penicillin (unspecified). On that same day, the patient
developed itch from head to toe, swelling of her hands and feet and quarter sized welts all over body. The patient was seen in the emergency room for
evaluation. On 15-AUG-2007, the patient was vaccinated IM with a second 0.5ml dose of Gardasil (Lot# 658488/0930U). On that same day, the patient
developed the itch all over her body, but did not experience any of the other previous reactions. At the time of this report, the patient was recovering. No
product quality complaint was involved. Additional information has been requested.

Symptom Text:

penicillin (unspecified)Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

293714-1

25-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Oedema peripheral, Pruritus generalised, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0388U 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jul-2007

Vaccine Date
18-Jul-2007
Onset Date

0
Days

24-Mar-2008
Status Date

NM
State

WAES0708USA04594
Mfr Report Id

Information has been received from a registered nurse concerning a 14 year old female patient with no medical history or allergies who on 18-MAY-2007, was
vaccinated IM with a first 0.5ml dose of Gardasil (Lot# 655324/0089U). Concomitant therapy included vitamins (unspecified). On 18-JUL-2007, the patient was
vaccinated with a second dose of Gardasil (Lot# 654535/0960F). On 18-JUL-2007, the patient had experienced generalized achiness with joint pains.
Unspecified medical attention was sought. It was reported that the patient was to be seen in the office on 21-AUG-2007. No laboratory diagnostic studies were
performed. At the time of this report, the patient had not recovered. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

vitamins (unspecified)Other Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

293715-1

25-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Pain

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0960F Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Aug-2007
Vaccine Date

22-Aug-2007
Onset Date

2
Days

22-Oct-2007
Status Date

NY
State

WAES0708USA04600
Mfr Report Id

Information has been received from a physician concerning a 17 year old female patient who on 20-AUG-2007, was vaccinated IM with a first dose of Gardasil
(Lot to be determined). Concomitant therapy included a dose of (Havrix). On approximately 22-AUG-2007 "about 2 days later", the patient developed a rash on
her legs. It was reported that the patient's mother called and reported that the rash had spread all over the patient's entire body. Unspecified medical attention
was sought. At the time of this report, the patient's outcome was unknown. No product quality complaint was involved. Additional information has been
requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

293716-1

23-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash generalised

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1060U 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Aug-2007
Vaccine Date

22-Aug-2007
Onset Date

0
Days

22-Oct-2007
Status Date

IL
State

WAES0708USA04602
Mfr Report Id

Information has been received from a physician concerning a 15 year old female patient who on 22-AUG-2007, was vaccinated with a first dose of Gardasil (Lot
To be determined). A couple of hours after receiving the vaccine the patient experienced dizziness was lightheaded and had "muffled hearing". Unspecified
medical attention was sought. At the time of this report, the patient's outcome was unknown. It was reported that the patient was scheduled to see her allergist
to be tested for an allergy to yeast. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

293717-1

23-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Hypoacusis

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1060U 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jun-2007
Vaccine Date

16-Aug-2007
Onset Date

76
Days

22-Oct-2007
Status Date

RI
State

WAES0708USA04618
Mfr Report Id

Information has been received from a physician concerning a 20 year old female with no medical history or allergies who within the last 3 months date was
vaccinated with a dose of Gardasil. There was no concomitant medication. "Within the last week" it was reported that the patient had a positive pap smear test
after receiving the first doses of the vaccine. The vaccinations were believed to be administered within the last 3 months. Unspecified medical attention was
sought. At the time of this report, the patient's outcome was unknown. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

cervical smear - positive
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

293718-1

23-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Smear cervix abnormal

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
22-Oct-2007
Status Date

VA
State

WAES0708USA04629
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with her third dose of Gardasil. Subsequently the patient experienced
"hot-cold fever" and lower back pain. The physician believed these symptoms to be related to a urinary tract infection. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

293719-1

23-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Back pain, Pyrexia, Urinary tract infection

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Aug-2007
Vaccine Date

22-Aug-2007
Onset Date

7
Days

22-Oct-2007
Status Date

--
State

WAES0708USA04664
Mfr Report Id

Information has been received from an emergency room physician concerning a 19 year old female who on 15-AUG-2007 was vaccinated with a dose of
Gardasil. On 22-AUG-2007 the patient was seen in the emergency room for severe arm pain in the arm where the vaccination was received. The physician
reported there was no sign of infection and no specific treatment was advised. At the time of the report the patient's outcome was unknown. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

293720-1

23-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
22-Oct-2007
Status Date

MI
State

WAES0708USA04666
Mfr Report Id

Information has been received from a physician concerning a patient (age and gender unknown), who, on an unspecified date was vaccinated with a dose of
Gardasil. Subsequently, the patient fainted a few minutes after receiving the vaccination. At the time of the report, the patient's outcome was unknown. No
product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

293721-1

23-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
22-Oct-2007
Status Date

MI
State

WAES0708USA04667
Mfr Report Id

Information has been received from a physician concerning a patient (age and gender unknown), who, on an unspecified date was vaccinated with a dose of
Gardasil. Subsequently, the patient fainted a few minutes after receiving the vaccination. At the time of the report, the patient's outcome was unknown. No
product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

293722-1

22-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Sep-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-May-2007
Vaccine Date

07-Aug-2007
Onset Date

88
Days

22-Oct-2007
Status Date

FR
State

WAES0710USA03050
Mfr Report Id

Information has been received from a physician concerning a 16 year old female with no previous medical history who on 11-MAY-2007 was vaccinated with a
first dose of Gardasil. On 25-JUL-2007 the patient was vaccinated with a second dose of Gardasil. on 07-AUG-2007 the physician diagnosed the patient with
herpes zoster in her face, column and arm. The physician started treatment with an unspecified antiviral drug. On 08-AUG-2007 due to fever and nausea the
patient was hospitalized. On 18-AUG-2007 the patient was discharged. As residue of meningitis a paresthesia of the left hand was reported. A lumbar puncture
revealed signs for viral meningitis. The serology of the serum was positive for varicella zoster virus. At the time of the report the patient's outcome was
unknown. No further information is available. Other business partner numbers included E2007-06885.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

spinal tap Comment: signs for viral meningitis were found; clinical serology test Comment: Positive for varicella zoster virus
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

293735-1 (S)

22-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Herpes zoster, Meningitis, Meningitis viral, Nausea, Paraesthesia, Pyrexia

 HOSPITALIZED, SERIOUS

Other Vaccine
19-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Oct-2007
Vaccine Date

06-Oct-2007
Onset Date

2
Days

22-Oct-2007
Status Date

NY
State

WAES0710USA02452
Mfr Report Id

Information has been received from a physician concerning a 13 year old female with no relevant medical history reported who on 04-OCT-2007 was
vaccinated with the first dose Gardasil (lot 656049/0187U). On 06-OCT-2007, the patient was seen at the office complaining of severe headache and vomiting.
The patient was transferred to the hospital by ambulance and was admitted. A diagnosis of cranial bleeding due to an aneurysm was made. The patient
underwent surgery. At the time of reporting, the patient was recovering. The patient's aneurysm and intracranial bleeding were considered disabling,
immediately life-threatening, and other important medical events. Additional information has been requested. 11/09/07-records received for DOS 10/6/07-seen
in ED of transfering facility-Acute 4 hour onset o occipital headache, constant crescendo-decresendo. Nausea vomiting, Headache exacerbated with movement
of head, radiating to neck. Awake, alert, oriented X3.  12/06/07-records received from receiving facility for DOS 10/09-10/31/07-DC DX:SAH/IVH secondary to
right paravermian/posterior fossa AVM. Procedure:angio cerebral artery-and suboccipital craniectomy, resection of tumor, surgical resection placement of VP
shunt. Transferred to rehabilitation facility

Symptom Text:

NoneOther Meds:
Lab Data:

History:
Prex Illness:

Unknown 11/9/07-records received-CT evidence of intraventricular bleed in frontal horns of lateral vetricles bilaterally with clot extending to foreman no monro
bilaterally with evidence of hydrocephalus dilated lateral ventricles bilatera
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

293736-1 (S)

07-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Aneurysm, Arteriovenous malformation, Arteriovenous shunt operation, Dysphagia, Haemorrhage intracranial, Headache, Nausea, Neck pain, Surgery,
Vomiting

 ER VISIT, HOSPITALIZED, LIFE THREATENING, PERMANENT DISABILITY, SERIOUS

Other Vaccine
19-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0187U 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Sep-2007
Vaccine Date

19-Sep-2007
Onset Date

0
Days

22-Oct-2007
Status Date

--
State

WAES0710USA03109
Mfr Report Id

Information has been received from a healthcare worker concerning a 22 year old female who was vaccinated with three doses of Gardasil. The first dose on
20-MAR-2007 (lot #655503/0012U), the second dose on 30-MAY-2007 (lot #657736/0389U) and the third dose on 19-SEP-2007 (lot #658563/1063U). There
was no concomitant medication. on 19-SEP-2007 the patient experienced 1.5 cm "knot" in her left deltoid at the injection site and pain at the injection site. The
injection site is extremely tender to touch, with some redness and slightly blue in color. The patient is having problems sleeping because of the pain. The first
and third doses were administered in her left deltoid and the second dose was administered in her right deltoid. On 15-OCT-2007 an ultrasound of the injection
site area was performed which showed a solid mass. It was reported that the patient's events were considered to be disabling. No further information is
available. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

ultrasound 10/15/07 - solid mass
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

293737-1 (S)

22-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site discolouration, Injection site erythema, Injection site mass, Injection site pain, Insomnia

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Other Vaccine
19-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1063U 2 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Apr-2007
Vaccine Date

Unknown
Onset Date Days

22-Oct-2007
Status Date

--
State

WAES0708USA04042
Mfr Report Id

Initial and follow-up information has been received through the Merck pregnancy registry from a 25 year old female, who in approximately April 2007, was
vaccinated with a second dose of Gardasil. There was no concomitant medication. Subsequently the patient became pregnant. The patient's last menstrual
period was 09-Jul-2007, with an estimated date of delivery was 14-Apr-2008. Subsequently, on an unspecified date, the patient had a miscarriage at 10 weeks.
Upon internal review, miscarriage was considered to be an other important medical event. Additional information is not expected.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 7/9/2007)Prex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

293739-1

22-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Apr-2007
Vaccine Date

20-Sep-2007
Onset Date

149
Days

22-Oct-2007
Status Date

DE
State

WAES0708USA01727
Mfr Report Id

Initial and follow-up information has been received from a 25 year old female with headaches, depression, and no drug allergies, who on 23-FEB-2007 and 24-
APR-2007 was vaccinated with a first dose and second dose of Gardasil, respectively. Concomitant medication included citalopram hydrobromide (CELEXA)
and cyclobenzaprine hydrochloride (MSD). Subsequently, after receiving the first two vaccinations the patient reported she was 5 weeks pregnant. It was noted
that the patient discontinued the dosing schedule. The patient's last menstrual period was 07-JUL-2007, the estimated conception date was approximately 21-
JUL-2007, and the estimated delivery date was approximately 14-APR-2007. On 17-SEP-2007 the patient had an ultrasound due to bleeding and the results of
the test were reported as fetal demise. On 20-SEP-2007 the patient had a spontaneous abortion at 10 weeks. The products of conception were examined and
reported as immature chorionic villi with decidua. It was unknown if the fetus was normal. The patient did not have any previous pregnancies. The patient
sought unspecified medical attention. At the time of the report, the patient's outcome was unknown. No product quality complaint was involved. Additional
information has been requested.

Symptom Text:

CELEXA; FLEXERILOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 7/7/2007) Headache; DepressionPrex Illness:

ultrasound 09/17/07 - bleeding-fetal demise

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

293740-1

22-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy, Haemorrhage

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Oct-2007
Vaccine Date

18-Oct-2007
Onset Date

3
Days

22-Oct-2007
Status Date

CA
State Mfr Report Id

1-2 mm thin-walled vesicles noted on shoulder anterior to injection sites 2 days after injections of HPV & Influenza. No fever, rash, or other systemic symptoms.Symptom Text:

Other Meds:
Lab Data:
History:

N/APrex Illness:

N/A
N/A

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

293757-1

22-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blister, Injection site vesicles

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Oct-2007

Received Date

Prex Vax Illns:

HPV4
FLU

MERCK & CO. INC.
SANOFI PASTEUR

1063U
U2440AA

Left arm
Left arm

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Aug-2007
Vaccine Date

28-Aug-2007
Onset Date

1
Days

28-Dec-2007
Status Date

CA
State Mfr Report Id

Pt. had localized reaction to VZV immunization back of rt. arm that measures approx. 1x2 inches. Site appeared red, swollen, soft and warm to touch. Advised
to apply cold compresses QID to site. RTC is sx worsen.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

293787-1

28-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site swelling, Injection site warmth

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Oct-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
TDAP
MNQ

MERCK & CO. INC.
MERCK & CO. INC.
SANOFI PASTEUR
SANOFI PASTEUR

1006U
0930U
C2824AA
U2232AA

Right arm
Right arm
Left arm
Left arm

Subcutaneously
Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 5273
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Oct-2007
Vaccine Date

12-Oct-2007
Onset Date

0
Days

28-Dec-2007
Status Date

AZ
State Mfr Report Id

pt felt lightheaded then fainted after receiving vaccine. pt monitored for 15 minutes vitals stableSymptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

293791-1

28-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Oct-2007

Received Date

Prex Vax Illns:

HPV4
FLU

MERCK & CO. INC.
NOVARTIS VACCINES AND
DIAGNOSTICS

03876
B0683

0
0

Left arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 5274
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Oct-2007
Vaccine Date

12-Oct-2007
Onset Date

0
Days

28-Dec-2007
Status Date

WA
State Mfr Report Id

Within 5 mins of vaccinations pt started feeling dizzy, pale and diaphoretic. She recovered within 10 minutes (after laying down on the exam table)Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

BP 100/70 HR 88 O2 Sat 99%
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

293799-1

28-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Hyperhidrosis, Pallor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Oct-2007

Received Date

Prex Vax Illns:

VARCEL
TDAP

HPV4
MNQ

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
SANOFI PASTEUR

1271U
AC52B168BA

1425F
V2375BA

0
0

0
0

Left leg
Left arm

Right arm
Right arm

Unknown
Unknown

Unknown
Subcutaneously



10 JUN 2008 06:27Report run on: Page 5275
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Jul-2007

Vaccine Date
Unknown

Onset Date Days
31-Dec-2007
Status Date

GA
State

GA07051
Mfr Report Id

On 7/9/07-Gardasil administered. Pt had reported LMP-7/1/07. After immunization administered, patient states-"I was wrong-my period wasn't 7/1/07-it was
6/1/07. Pregnancy Test Positive. No adverse event noted.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

Pregnancy Test positive
Hypertension

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

293815-1

31-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. MSD0389U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 5276
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Oct-2007
Vaccine Date

Unknown
Onset Date Days

19-Dec-2007
Status Date

VA
State Mfr Report Id

Expired Hep B #3 given to patient. Hep B offered and/or titerSymptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

293823-1

19-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Expired drug administered

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Oct-2007

Received Date

Prex Vax Illns:

HPV4
HEP

MERCK & CO. INC.
MERCK & CO. INC.

0187R
1062U

1
3

Left arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 5277
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Oct-2007
Vaccine Date

15-Oct-2007
Onset Date

3
Days

19-Dec-2007
Status Date

NY
State Mfr Report Id

Mother stated that child developed a fever 101, nausea, and bronchospasm. (after 3rd dose). Mother also stated that fever/nausea followed 1st 2 doses.Symptom Text:

Synthroid 75 mcg daily; Flonase nasal sprayOther Meds:
Lab Data:
History:
Prex Illness:

None
colitis; exercise induced asthma, hypothyroiditis

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

293826-1

19-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Bronchospasm, Nausea, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1061U 2 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 5278
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Sep-2007
Vaccine Date

12-Oct-2007
Onset Date

15
Days

25-Oct-2007
Status Date

MO
State Mfr Report Id

First dose of HPV given 3/19/07 without sequelae, second dose given 09/27/07.  1 year old sibling accompanied patient to the visit and received MMR,
Varicella and Hep A vaccine.  On 10/12/2007, broke out in pruritic macular/papular rash on chest, spread to arm and today 10/19 is faint, coalescent and
continues to be pruritic.  Mother has given diphenhydramine without substantial decrease in itching or rash.  Mild conjunctivitis noted today as well.  No fever,
no headache, no nausea/vomiting, abdominal pain. No joint pain. No urticaria noted.  Has had exposure to viral illnesses at school.  Has been provided with
Atarax to see if this helps with rash.

Symptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

no chronic illness or regular medications.  S/p adenotonsillectomy 2002 resection of neck and chest mass 2003.  Father has history of tuberculosis

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
10.0

293840-1

25-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Conjunctivitis, Exposure to communicable disease, Rash maculo-papular, Rash pruritic

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0525U 1 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 5279
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Oct-2007
Vaccine Date

18-Oct-2007
Onset Date

1
Days

23-Oct-2007
Status Date

WV
State Mfr Report Id

HIVES IN HEAD - BENADRYLSymptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

BACTRIM

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

293844-1

23-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0012U 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 5280
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Oct-2007
Vaccine Date

19-Oct-2007
Onset Date

1
Days

25-Oct-2007
Status Date

WA
State Mfr Report Id

Vaccinated afternoon of October 18, 2007.  Client experienced slight sore arms after vaccinations that evening.  On the 19th, at approximately 6pm client
developed a raised red rash starting at her ears and immediately and quickly working down the rest of her body (hives.) Parent administered benadryl.  Rash
improved.  On Oct. 20th the rash appeared at approximately 24 hrs later in the same matter as the day before.  Benadryl was administered and rash
disappeared.  On Oct 21st, experienced a severe headache and nausea. Ibuprofen was administered and ice pack applied to neck.  Rash reappeared the
same as the previous days and Benadryl was given.  Oct 22, child went to school but came home in the middle of day due to nausea, headache, and blurred
vision.  Parent reports child did not develop fever at anytime. All symptoms are intermittant.  Other times child feels normal.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None at this time.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

293872-2

30-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Nausea, Pain in extremity, Rash erythematous, Urticaria, Vision blurred

 NO CONDITIONS, NOT SERIOUS

Related reports:   293872-1

Other Vaccine
22-Oct-2007

Received Date

Prex Vax Illns:

TDAP

MNQ
HPV4
HEPA

GLAXOSMITHKLINE
BIOLOGICALS
SANOFI PASTEUR
MERCK & CO. INC.
MERCK & CO. INC.

AC52B013AA

U2385BA
0389U
1280F

0

0
0
0

Left arm

Left arm
Right arm
Right arm

Intramuscular

Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 5281
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Oct-2007
Vaccine Date

14-Oct-2007
Onset Date

3
Days

23-Oct-2007
Status Date

FR
State

WAES0710CAN00108
Mfr Report Id

Information has been received from a nurse who obtained the information from the father of a female (in 8th grade) who on 11-OCT-2007 was vaccinated with
Gardasil (first dose) as part of a school program. on 14-OCT-2007 morning, when she woke up (09:00am), the patient experienced fainted, stopped breathing
for about one minute. The patient's lips and tongue turned blue. The patient started breathing again. The emergency services were called. When the patient got
to the emergency room, she was fine. Her blood pressure was found to be a little low with no other signs/symptoms. The patient was not admitted. The nurse
did not know if the patient was taking other medications or had concomitant conditions and did not think that the patient had received any other vaccines at the
same time as Gardasil. The patient's father reported to the nurse that he thinks that the events is definitely related to the vaccine. The nurse did not report any
causality. Upon internal review, stopped breathing was considered to be another important medical event. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

blood pressure measurement a little low
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

293956-1

23-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cyanosis, Hypotension, Respiratory arrest, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5282
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Jul-2007

Vaccine Date
24-Jul-2007
Onset Date

0
Days

23-Oct-2007
Status Date

FR
State

WAES0708AUS00046
Mfr Report Id

Information has been received from a physician via CSL as part of a business agreement (manufacture control # GARD 2007 07 25 001) concerning a 23 year
old female with a history of rash and high temperature following immunisation as a child, cow's milk allergy (patient on soy milk) and insect bite allergy
manifested as ulceration following mosquito and ant sting and local reaction to bee stings, who on 24-JUL-2007 was vaccinated with Gardasil (Batch # 1599,
Lot # 657870/0491U, expiry date 11-FEB-2010) in the right deltoid. On 25-JUL-2007 the patient's hands became red & swollen (from fingertip to wrist), and
hands were sensitive to touch. Both hands were affected. Additional information was received from the physician on 14-AUG-2007. It was reported that on 26-
JUL-2007 the patient developed puffiness of the face and the eyelids. At the time of reporting on 14-AUG-2007 it was not known if the patient had recovered
from the red & swollen hands (from fingertip to wrist), hands sensitive to touch and puffiness of face and eyelids. The reporter felt that red & swollen hands
(from fingertip to wrist), hands sensitive to touch and puffiness of face and eyelids were related to therapy with Gardasil. Additional information was received
from the physician on 16-OCT-2007. It was reported that on 24-JUL-2007, within 24 hours of vaccination with Gardasil the patient developed rash. The patient
also developed red soles of the feet on 25-JUL-2007. At the time of reporting on 16-OCT-2007 the patient had recovered from the red & swollen hands (from
fingertip to wrist), hands sensitive to touch, puffiness of face and eyelids, rash and red soles of feet. Red & swollen hands (from fingertip to wrist), hands
sensitive to touch, puffiness of face and eyelids, rash and red soles of feet were considered as other important medical event by the reporting physician.
Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Rash; High temperature; Cow's milk allergy; Insect bite allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

293957-1

23-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Hyperaesthesia, Oedema peripheral, Rash, Swelling face

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0491U 0 Right arm Unknown



10 JUN 2008 06:27Report run on: Page 5283
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Sep-2007
Vaccine Date

05-Sep-2007
Onset Date

0
Days

23-Oct-2007
Status Date

FR
State

WAES0710CAN00113
Mfr Report Id

Information has been received from a physician concerning a 19 year old female who on 05-SEP-2007 was vaccinated with Gardasil (first dose in the left arm.
There was no concomitant medication). On 05-SEP-2007 afternoon, the patient experienced aching in upper arm. The next day, on 06-SEP-2007, the patient
experienced numbness on her left hand which then moved all the way up her arm. By the next morning, on 07-SEP-2007, her left neck and shoulder were
painful and she experienced muscle spasm. The symptoms got worse on the fifth day after vaccination with Gardasil. Therapy with acetaminophen (+) codeine
phosphate (TYLENOL WITH CODEINE # 3) was initiated for 4-5 days. After three weeks, the patient recovered from aching in upper arm, numbness on her left
hand which then moved all the way up her arm, left neck and shoulder were painful and muscle spasm. There was "no residual". The patient did not received
any other dose of Gardasil "because of the adverse reaction". Numbness on her left hand which then moved all the way up her arm considered to be an
important medical event based on foreign agency requirements. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

293958-1

23-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Muscle spasms, Musculoskeletal pain, Neck pain, Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 5284
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Mar-2007
Vaccine Date

10-Oct-2007
Onset Date

212
Days

23-Oct-2007
Status Date

--
State

WAES0710USA03000
Mfr Report Id

Information has been received from a pharmacist concerning a 21 year old female who on 12-MAR-2007 was vaccinated with a dose of Gardasil, injection
(form), 0.5 ml. Concomitant  therapy included metformin, drospirenone (+) ethinyl ethinyl estradiol (YASMIN), levofloxacin (LEVAQUIN) and naproxen. On 10-
OCT-2007 after being vaccinated with her third dose of Gardasil, the patient experienced renal failure and was hospitalized. Unspecified medical attention was
sought. The outcome of the event was not reported. renal failure was considered to be immediately life-threatening. Additional information has been requested.

Symptom Text:

YASMIN; LEVAQUIN; metformin; naproxenOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

293959-1 (S)

14-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Renal failure

 EXTENDED HOSPITAL STAY, HOSPITALIZED, LIFE THREATENING, SERIOUS

Other Vaccine
22-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5285
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Jul-2007

Vaccine Date
03-Jul-2007
Onset Date

1
Days

23-Oct-2007
Status Date

PA
State

WAES0710USA03034
Mfr Report Id

Information has been received from a medical assistant (M.A) concerning a 16 year old female patient who on 02-JUL-2007 was vaccinated with a first dose of
Gardasil. Patient came back to the office on 03-JUL-2007 and said that she had experienced seizure like activity. The physician had done an
electroencephalography (EEG) on 23-JUL-2007 and did a second electroencephalography (EEG) on 21-SEP-2007 and both came back negative. No further
information was available. The patient recovered on an unknown date. Upon internal review, seizure was considered to be an other important medical event.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

electroencephalography 07/23/07 - Negative; electroencephalography 09/21/07 - Negative
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

293960-1

23-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion

 ER VISIT, NOT SERIOUS

Other Vaccine
22-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5286
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Oct-2007
Vaccine Date

11-Oct-2007
Onset Date

1
Days

30-Oct-2007
Status Date

MI
State Mfr Report Id

Client reports redness, pain and raised pimples around injection site (Left deltoid) Started within 24 hours of infection and are still occurring on 10/16/07Symptom Text:

Other Meds:
Lab Data:
History:

None KnownPrex Illness:

Allergies to Kiwi and olives

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

293982-1

30-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site pain, Injection site papule

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-Oct-2007

Received Date

Redness, Pain, Pimples~HPV (Gardasil)~1~13~In PatientPrex Vax Illns:

HPV4 MERCK & CO. INC. 10624 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 5287
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Oct-2007
Vaccine Date

03-Oct-2007
Onset Date

0
Days

25-Oct-2007
Status Date

PA
State Mfr Report Id

Patient had pain and numbness in right arm and hand with receiving her HPV#1 on 8/3/07. This lasted a few hours. On October 2, 2007 patient received
HPV#2 stating she had the same numbness and tingling but this time lasting about 2 weeks.

Symptom Text:

Other Meds:
Lab Data:
History:

n/aPrex Illness:

n/a
n/a

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

294006-1

25-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Pain, Paraesthesia, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 10620 1 Left arm Subcutaneously



10 JUN 2008 06:27Report run on: Page 5288
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Oct-2007
Vaccine Date

19-Oct-2007
Onset Date

0
Days

25-Oct-2007
Status Date

FL
State Mfr Report Id

Client fainted for 5-10 seconds right as she rec'd the HPV vaccine. Had already had 2 injections and was vey anxious at that time. grandmother with her at that
time was holing her hand and client face was covered. client came back to and c\o feeling dizzy with nausea.BP-80/50,P-52. 30 minutes later BP-110/74,P-
70.called on 10/22/07 spoke with client and no other adverse reacion noted since injection

Symptom Text:

noneOther Meds:
Lab Data:
History:

none knownPrex Illness:

none
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

294015-1

25-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anxiety, Dizziness, Nausea, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-Oct-2007

Received Date

Prex Vax Illns:

MNQ
HPV4
FLU

SANOFI PASTEUR
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

U2371AA
0245U
U2436AA

1
0
0

Right arm
Left arm

Right arm

Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 5289
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Feb-2007
Vaccine Date

03-May-2007
Onset Date

84
Days

25-Oct-2007
Status Date

PA
State Mfr Report Id

Pt. complained of itching after HPV#1 and HPV#2Symptom Text:

DepoproveraOther Meds:
Lab Data:
History:

nonePrex Illness:

asthma, allergic rhinitis

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

294018-1

25-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0962F 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 5290
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Oct-2007
Vaccine Date

22-Oct-2007
Onset Date

0
Days

30-Oct-2007
Status Date

NY
State Mfr Report Id

Rash arms and legs, feels hot, feels weird. Benadryl 25mg PO given. Rash persisted - sent to private physician.Symptom Text:

Other Meds:
Lab Data:
History:

None KnownPrex Illness:

Penicillin, Pork allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

294049-1

31-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Feeling abnormal, Feeling hot, Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
22-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0522U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5291
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Oct-2007
Vaccine Date

16-Oct-2007
Onset Date

0
Days

30-Oct-2007
Status Date

DE
State Mfr Report Id

Pt received Gardasil vaccine 2nd within 10 minutes complained of dizziness, heaviness in her head 2nd then had syncope episode. Pt came to with one
minute. Lying down had a blood pressure of 100/62 and remained dizzy for next 1/2 hour. Pt recovered within 45 minutes.

Symptom Text:

Zoloft, Lisinopril, Topomax, Oral contraceptive, Xanax PROther Meds:
Lab Data:
History:

NonePrex Illness:

Hypertension; Orthostatic Hypotension, Panic attacks, Post traumatic stress disorder

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

294053-1

31-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Head discomfort, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1063U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 5292
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Oct-2007
Vaccine Date

08-Oct-2007
Onset Date

0
Days

30-Oct-2007
Status Date

CA
State Mfr Report Id

Patient came in for sports PE. After examination done, PPD and HPV #1 were ordered and placed. Pt observed for 15 minutes. However, while checking out
with Mom, patient had syncope < 5 secs (witnessed by Mom and front office). Patient stabilized, O2 sat (100%) and EKG (WNL) ordered.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

EKG = NSR; within normal limits
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

294056-1

31-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0171U 0 Right arm Unknown



10 JUN 2008 06:27Report run on: Page 5293
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Oct-2007
Vaccine Date

12-Oct-2007
Onset Date

0
Days

30-Oct-2007
Status Date

TX
State Mfr Report Id

Severe pain at injection site, vesicles, pruritus starting date of injection, vesicles appeared day after. When seen 6 days after, continues with severe pain at
injection site, pruritus vesicles open/scabbed. Rx Benadryl, hydrocodone.

Symptom Text:

OCP's; MVIOther Meds:
Lab Data:
History:

NonePrex Illness:

None
Recent shoulder injury

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

294058-1

31-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Injection site pruritus, Injection site vesicles, Scab

 ER VISIT, NOT SERIOUS

Other Vaccine
22-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0530U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5294
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Oct-2007
Vaccine Date

19-Oct-2007
Onset Date

2
Days

30-Oct-2007
Status Date

FL
State Mfr Report Id

Pt developed a fever of 103.7 two days after vaccine administered, this was her 3rd dosage.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

294059-1

31-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0469U 2 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 5295
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Oct-2007
Vaccine Date

17-Oct-2007
Onset Date

1
Days

30-Oct-2007
Status Date

MN
State Mfr Report Id

Whole body reaction - flushed skin, hot flashes - pruritis - tried with Zyrtec.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

294060-1

31-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Flushing, Hot flush, Pruritus

 ER VISIT, NOT SERIOUS

Other Vaccine
22-Oct-2007

Received Date

Prex Vax Illns:

HPV4
FLUN

MERCK & CO. INC.
MEDIMMUNE VACCINES, INC.

1265U
500487P

0
0

Left arm
Unknown

Intramuscular
Unknown



10 JUN 2008 06:27Report run on: Page 5296
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Sep-2007
Vaccine Date

05-Sep-2007
Onset Date

0
Days

24-Oct-2007
Status Date

--
State

200703467
Mfr Report Id

Initial information received from another manufacturer (reference number WAES0710USA01964) on 15 October 2007. The following information is reported
verbatim from the other manufacturer's report: "Information has been received on request from the FDA under the Freedom of Information Act regarding a 15
year old female with no known drug or food allergies and a history of symptoms of depression and anxiety with suicidal ideation (SI) on and off who on 05-Sep-
2007 was vaccinated intramuscularly into the left arm with a first dose of Gardasil (lot #656371/0181U). Concomitant vaccination on 05-Sep-2007 included an
intramuscular injection into the right arm with a first dose of MENACTRA (Lot #U2394BA). On 05-Sep-2007 the patient experienced chest pain, shortness of
breath, headache, dizziness, nausea and fever. The patient was given SOLU-MEDROL and BENADRYL intravenously and 2 liters of oxygen nasal cannula with
a possible diagnosis of an allergic reaction to MENACTRA, dyspepsia and tachycardia. Diagnostic impression revealed major depressive disorder (MDD),
agoraphobia and generalized anxiety. A chest x-ray was within normal limits (WNL). At the time of the report the patient's outcome was unknown. The original
reporting source was not provided." "The reporter felt that agoraphobia, chest pain, dizziness, dyspepsia, dyspnoea, generalized anxiety disorder, headache,
hypersensitivity, major depression, nausea, pyrexia and tachycardia to be serious events due to hospitalization." "Additional information is not available."

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

A chest x-ray was within normal limits (WNL).
The patient has a history of depressive symptoms, anxiety symptoms NOS and suicidal ideation.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

294088-1 (S)

24-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Agoraphobia, Anxiety, Chest pain, Depression, Dizziness, Dyspepsia, Dyspnoea, Headache, Hypersensitivity, Nausea, Pyrexia, Tachycardia

 HOSPITALIZED, SERIOUS

Other Vaccine
23-Oct-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2394BA
0181U 0

Right arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 5297
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Mar-2007
Vaccine Date

01-Mar-2007
Onset Date

0
Days

24-Oct-2007
Status Date

--
State

WAES0710USA03377
Mfr Report Id

Information has been received from a pharmacist and a nephrologist concerning a 13 year old female patient with bilateral cystic kidney disease who in March
2007, was vaccinated with a first dose of Gardasil. In Spring of 2007, about a week after receiving her injection the patient developed febrile illness with nausea
and weakness and was hospitalized. Her laboratory work up revealed renal failure with serum creatinine of 9 and dialysis was instituted. In October 2007,
serum creatinine was 3, without dialysis. The reporter indicated that the patient's adverse event renal failure was disabling, life threatening and an other
medical event (OME). Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Cystic kidney diseasePrex Illness:

serum creatinine 3 - post dialysis; serum creatinine 9

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

294091-1 (S)

24-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Dialysis, Nausea, Pyrexia, Renal failure

 ER VISIT, HOSPITALIZED, LIFE THREATENING, PERMANENT DISABILITY, SERIOUS

Other Vaccine
23-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5298
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Sep-2007
Vaccine Date

30-Sep-2007
Onset Date

15
Days

24-Oct-2007
Status Date

FR
State

WAES0710USA03196
Mfr Report Id

Information has been received from a health professional concerning a 17 year old female with no relevant medical history, who on 15-SEP-2007 was
vaccinated intramuscularly in the left bicep with the first dose of Gardasil (Batch # NE 56080/Lot # 655635/0740F). There was no concomitant therapy. ON
approximately 30-SEP-2007, approximately 15 days after vaccination, the patient experienced micturition burning pain. Vaginal sample and urine
bacteriological tests performed by the patient's gynecologist were negative. On 04-OCT-2007, the patient was seen by her general practitioner, initially because
of crural pain then for lumbar-crural pain. Laboratory tests showed white blood cells at 20,000, C-reactive protein at 11.9 and sedimentation rate at 13. The pain
was reported to have worsened since the end of September 2007 for approximately one week. The patient was subsequently hospitalized for 24 hours at the
emergency unit. Further work-up showed white blood cells at 12,000 and C-reactive protein at 60. A CT scan was scheduled (results not reported). The patient
received analgesics. At the time of this report, the outcome of the events was unknown. Additional information has been requested. Other business partner
numbers include E2007-06943.

Symptom Text:

NoneOther Meds:
Lab Data:

History:
Prex Illness:

vaginal culture ??Sep07 Comment: negative; urine culture ??Sep07 Comment: negative; WBC count ??Oct07 12000 Comment: emergency unit; serum C-
reactive protein ??Oct07 60 Comment: emergency unit; WBC count 04Oct07 20000; serum C-reactive prot
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

294092-1 (S)

24-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Back pain, Dysuria

 HOSPITALIZED, SERIOUS

Other Vaccine
23-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0740F 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 5299
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Sep-2007
Vaccine Date

29-Sep-2007
Onset Date

10
Days

24-Oct-2007
Status Date

FR
State

WAES0710USA03195
Mfr Report Id

Information has been received from a physician concerning a 15 year old female with no relevant medical history, who on 19-SEP-2007 was vaccinated
intramuscularly into the external face of the left thigh with the first dose of Gardasil. On 29-SEP-2007, ten days after vaccination, the patient experienced
generalized and tonic convulsion. No fever was noted. It was reported that this was the patient's first seizure. The patient was subsequently hospitalized. An
EEG showed characteristics spike and wave pattern, isolated and diffuse. The patient's mother noted that the evening before the seizure, the patient had used
a large quantity of nail polish remover without ventilating her room. The event lasted 30 minutes, and the patient subsequently recovered. The physician felt
that the event was probably not related to vaccination. Additional information has been requested. Other business partner numbers include E2007-06951.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

electroencephalography 29Sep07 Comment: isolated and diffuse spike and wave pattern
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

294093-1 (S)

24-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Tonic convulsion

 HOSPITALIZED, SERIOUS

Other Vaccine
23-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Left leg Intramuscular



10 JUN 2008 06:27Report run on: Page 5300
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Aug-2007
Vaccine Date

08-Aug-2007
Onset Date

0
Days

24-Oct-2007
Status Date

LA
State

WAES0710USA02382
Mfr Report Id

Information has been received from a nurse concerning her 12 year old daughter who on 08-AUG-2007 was vaccinated intramuscularly with the 1st dose of
Gardasil (Lot# 658488/0930U). Concomitant therapies included an unspecified varicella and hepatitis A vaccinations. The patient's mother stated that after the
vaccinations the girl was "feeling fine" and went into the bathroom, fainted and hit her face on the tile floor. The mother reported that the patient was rushed into
emergency oral surgery. She reported that the patient has undergone root canal and now has braces. It was reported that the patient does not have a history of
fainting after injections. Follow up information received from the patient's physicians office stated that the patient was "not hospitalized, just visited the oral
surgeon to have her teeth re implanted". It was reported that the events were not disabling. It was reported that the patient was fine, got up to go the bathroom
and fainted in the bathroom. At the time of the report the patient had recovered from the events. Upon internal medical review the oral trauma was felt to be an
other important medical event. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

294094-1

24-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Face injury, Surgery, Syncope, Tooth injury

 ER VISIT, NOT SERIOUS

Other Vaccine
23-Oct-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
HEPA

UNKNOWN MANUFACTURER
MERCK & CO. INC.
UNKNOWN MANUFACTURER

NULL
0930U
NULL

0
Unknown
Unknown
Unknown

Unknown
Intramuscular

Unknown



10 JUN 2008 06:27Report run on: Page 5301
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Aug-2007
Vaccine Date

23-Aug-2007
Onset Date

0
Days

24-Oct-2007
Status Date

FR
State

WAES0709USA00697
Mfr Report Id

Information has been received from a gynecologist concerning a 17 year old female patient with a history of epilepsy who on 23-AUG-2007, was vaccinated IM
with a first dose of Gardasil (Lot# 1341F; Batch# NF13760). A few minutes after vaccination, the patient experienced convulsive syncope and vomiting. It was
reported that the patient vomited a few times and the emergency doctor was called. The patient was admitted to the hospital and discharged the next day. It
was reported that the patient recovered quickly after 15 to 20 minutes. The reporter considered the reaction to be probably be a "vegetative reaction". Follow up
information states, in the hospital report, the symptoms were described as follows: After the vaccination, the patient felt rotatory vertigo, decreased hearing,
flashing lights before her eyes and then became unconscious. It was observed that she had convulsions and unconsciousness for a few minutes but was
reoriented promptly. It was the 4th episode of this kind in the patient's history. In 2004 during a blood collection and twice in 2006 while she was ill with
gastroenteritis. Laboratory diagnostic studies included: Schelong test which showed no pathologies. EEG (high tension alpha-EEG) during and after
hyperventilation from time to time high theta paroxysms. EEG during sleep after sleep deprivation, generalized symptoms with suspicion of sharp slow wave
elements. The findings led to the diagnosis of krytogene primary focal epilepsy with secondary generalization. Therapy with Lamictal (lamotrigine) was started.
as a differential diagnosis, postural tachycardia syndrome was evoked. On 24-AUG-2007, the patient left the hospital against medical advice. A cranial MRI
was recommended. Other business partner numbers include: E200705739. No further information is available.

Symptom Text:

hormonal contraceptives (unspecified) Unk-UnkOther Meds:
Lab Data:

History:
Prex Illness:

orthostatic hypotension measurement Comment; no pathologies; electroencephalography Comment: high theta paroxysms, generalised paroxysms with
suspicion of sharp slow waves elements.
Epilepsy; Gastroenteritis

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

294095-1 (S)

24-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Hypoacusis, Loss of consciousness, Partial seizures with secondary generalisation, Photopsia, Sick sinus syndrome, Syncope, Vertigo, Visual
disturbance, Vomiting

 HOSPITALIZED, SERIOUS

Other Vaccine
23-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1341F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5302
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Apr-2007
Vaccine Date

25-Apr-2007
Onset Date

0
Days

24-Oct-2007
Status Date

MI
State

WAES0705USA00693
Mfr Report Id

Information has been received through the Merck pregnancy registry and from a mother of a 17 year old female patient who on 25-APR-2007 was vaccinated
IM with a second 0.5ml dose of Gardasil (date unknown of first injection). On 25-APR-2007, the patient discovered she was pregnant. (date of LMP = 27-MAr-
2007). Follow up information stated that on approximately 13-MAY-2007, the patient had a spontaneous abortion. She was approximately 7 weeks from her
LMP. It was unknown if the products of conception were examined or if the fetus was normal. At the time of this report, the patient's outcome was unknown.
Upon internal review spontaneous abortion was considered to be an other important medical event. Additional information is not expected.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 3/27/2007)Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

294096-1

24-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
23-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5303
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Oct-2007
Vaccine Date

15-Oct-2007
Onset Date

0
Days

30-Oct-2007
Status Date

CA
State Mfr Report Id

Patient states c/o pain and swelling started at night after shot large red swollen/ red area onside of left arm 4 1/2" x  3 1/2". C/O pain tenderness with swelling
continue today post injection next day patient c/o watery eyes, runny nose allergy type symptoms took Tylenol cold and symptoms went away.

Symptom Text:

PROMETHAZINE 25mg PO; MOTRIN 800mg POOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

294116-1

31-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Lacrimation increased, Pain, Rhinorrhoea, Swelling, Tenderness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
23-Oct-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
MNQ
UNK

MERCK & CO. INC.
MERCK & CO. INC.
SANOFI PASTEUR
UNKNOWN MANUFACTURER

1249U
1060U
U2376BA
NULL

1
0
0
1

Left arm
Left arm
Left arm
Left arm

Subcutaneously
Intramuscular
Intramuscular

Unknown



10 JUN 2008 06:27Report run on: Page 5304
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Oct-2007
Vaccine Date

16-Oct-2007
Onset Date

6
Days

30-Oct-2007
Status Date

IA
State Mfr Report Id

Patient had low grade fever, pale skin, rash/ hives, not feel well within 5 days of 2nd shot of Gardasil. Patient mother informed to use Benadryl for hives.
Recommend no more HPV shots.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

294117-1

31-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Malaise, Pallor, Pyrexia, Rash, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
23-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0388U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 5305
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
M

Gender
19-Oct-2007
Vaccine Date

19-Oct-2007
Onset Date

0
Days

30-Oct-2007
Status Date

MN
State Mfr Report Id

Patient got pale, face became flushed and started sweating. Vision became blurred and she noted that she was dizzy and felt tingly.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

294118-1

31-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Flushing, Hyperhidrosis, Pallor, Paraesthesia, Vision blurred

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
23-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0929U 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 5306
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Oct-2007
Vaccine Date

16-Oct-2007
Onset Date

0
Days

30-Oct-2007
Status Date

IA
State Mfr Report Id

Patient felt numbness in tongue 10 minutes after injection - resolved after 1 hour - has returned intermittently over past 2 days - no other signs/symptoms.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

294120-1

31-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia oral

 NO CONDITIONS, NOT SERIOUS

Related reports:   294120-2

Other Vaccine
23-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1264U 2 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 5307
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Oct-2007
Vaccine Date

16-Oct-2007
Onset Date

0
Days

17-Dec-2007
Status Date

IA
State

WAES0710USA03735
Mfr Report Id

Information has been received from a nurse practitioner concerning a 12 year old female with a history of pneumonia and no drug allergies, who on 16-OCT-
2007 was vaccinated in the left deltoid with a 0.5mL third dose of HPV rL1 6 11 16 18 VLP vaccine (yeast) (Lot #658488/1264U).  There was no concomitant
medication.  On 16-OCT-2007, the patient developed numbness of the tongue 10 minutes post vaccination, and then the symptom subsided.  After leaving the
office the mother called stating that her daughter's tongue was numb.  When the nurse practitioner spoke to the mother the patient's tongue was no longer
numb.  On 18-OCT-2007 the mother called the office again stating that her daughter's tongue was numb again.  At the time of the report, the patient had not
recovered.  No product quality complaint was involved.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Pneumonia

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

294120-2

17-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia oral

 ER VISIT, NOT SERIOUS

Related reports:   294120-1

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1264U 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5308
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Oct-2007
Vaccine Date

16-Oct-2007
Onset Date

0
Days

30-Oct-2007
Status Date

MN
State Mfr Report Id

Patient given vaccination on 10/16/07 at approximately 11 AM. Patient developed soreness in left arm immediately. Said unable to move arm at all without pain
at 1:00 PM, patient felt feverish, didn't take her temperature at 4:00 PM patient developed severe headache. On 10/17 at 0300, emesis x 3 over 1-2 hours. All
symptoms improved on 10/17, all sx resolved completely morning of 10/18/07.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

294122-1

31-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Immediate post-injection reaction, Mobility decreased, Pain in extremity, Pyrexia, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
23-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 10630 1 Left leg Intramuscular



10 JUN 2008 06:27Report run on: Page 5309
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Oct-2007
Vaccine Date

16-Oct-2007
Onset Date

0
Days

30-Oct-2007
Status Date

LA
State Mfr Report Id

Dizziness, weakness, fatigue, malaise had Tdap and HPV #1 at 830 AM returned to clinic at 245 PM with above complaints was feeling good at time
immunizations administered.

Symptom Text:

LORABID 200mg PO q 12 hours x 10 days started 10/9/07Other Meds:
Lab Data:
History:

lymphadenopathy; pharyngitis; on antibiotics since 10/9/07Prex Illness:

NKDA

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

294127-1

31-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Dizziness, Fatigue, Malaise

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
23-Oct-2007

Received Date

Prex Vax Illns:

TDAP

HPV4

GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

AC52B016BA

0243U

5

0

Left arm

Right arm

Intramuscular

Intramuscular



10 JUN 2008 06:27Report run on: Page 5310
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Oct-2007
Vaccine Date

20-Oct-2007
Onset Date

1
Days

26-Oct-2007
Status Date

NY
State Mfr Report Id

HIGH FEVER AND RASH ONSET WITHIN 24HOURS OF ADMINISTRATION.   ANALGESICS FOR FEVER AND PAINSymptom Text:

FLUTICASONE CREAM FOR ECZEMAOther Meds:
Lab Data:
History:

NAPrex Illness:

STREP TEST - NEGATIVE,  CBC PERFORMED 10/22/07 WNL
ECZEMA

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

294154-1

26-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pyrexia, Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
23-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0929U 0 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Oct-2007
Vaccine Date

22-Oct-2007
Onset Date

0
Days

30-Oct-2007
Status Date

RI
State Mfr Report Id

Felt faint after both HPV vaccines both times onset 5-10 minutes.Symptom Text:

Ritalin 20mgOther Meds:
Lab Data:
History:

NonePrex Illness:

BP's: 10/22/07 before 105/66 ---> after 97/58
H/O shot anxiety - vasovagal

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

294175-1

31-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
23-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0171U 1 Left arm Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Oct-2007
Vaccine Date

23-Oct-2007
Onset Date

0
Days

31-Oct-2007
Status Date

FL
State Mfr Report Id

Hives (urticaria) No other symptoms.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

294178-1

31-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
23-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1265U 1 Right arm Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Feb-2007
Vaccine Date

20-Mar-2007
Onset Date

36
Days

31-Oct-2007
Status Date

MA
State Mfr Report Id

Pt developed severe fatigue, nausea with abdominal pain, and subjective complaint of weakness after her 2nd  dose of Gardasil (seen 1st 3/27/07 for this
problem). Symptoms have persisted since that time.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

294191-1

31-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Asthenia, Fatigue, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
23-Oct-2007

Received Date

Prex Vax Illns:

HPV4
FLUN

MERCK & CO. INC.
MEDIMMUNE VACCINES, INC.

0955F
NULL

2
0

Unknown
Unknown

Intramuscular
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Aug-2007
Vaccine Date

11-Aug-2007
Onset Date

3
Days

04-Dec-2007
Status Date

OH
State Mfr Report Id

5/04/07 Gardasil 9/08/07 Gardasil #2 8/4/07-new eye pain (L) eye when looking to the (L) color midday 10/07-(R) eye decreased vision, less painSymptom Text:

Zyrtec 10 mg bidOther Meds:
Lab Data:
History:

NonePrex Illness:

Partial Fixtures 2005, kidney infection 2006, 2006 ruptured ovarian cyst

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

294206-2 (S)

04-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Eye pain, Visual acuity reduced

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Related reports:   294206-1;  294206-3

Other Vaccine
29-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0930U 1 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Aug-2007
Vaccine Date

11-Aug-2007
Onset Date

3
Days

17-Dec-2007
Status Date

OH
State

WAES0710USA04612
Mfr Report Id

Information has been received from a physician concerning a 12 year old female patient with environmental allergies, allergy to ciprofloxacin and a history of
pyelonephritis and inflammation conditions who on 04-JUN-2007 was vaccinated with her first dose of HPV rL1 6 11 16 18 VLP vaccine (yeast), (lot
#657736/0389U) 0.5mL IM.  Concomitant therapy included cetirizine hydrochloride  (ZYRTEC).  On 08-AUG-2007 the patient received her second dose of HPV
rL1 6 11 16 18 VLP vaccine (yeast) (lot #658488/0930U) in the right arm.  On 11-AUG-2007 the patient experienced optic neuritis and left eye pain.  The
patient was seen by a neuro ophthalmologist.  The outcome for the events of optic neuritis and left eye pain was not reported.  Additional information has been
requested.

Symptom Text:

ZyrtecOther Meds:
Lab Data:
History:

Environmental allergy, allergic reaction to antibioticsPrex Illness:

Unknown
Pyelonephritis, inflammation

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

294206-3

17-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Eye pain, Optic neuritis

 ER VISIT, NOT SERIOUS

Related reports:   294206-1;  294206-2

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0930U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5316
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Sep-2007
Vaccine Date

13-Sep-2007
Onset Date

0
Days

25-Oct-2007
Status Date

FL
State

WAES0710USA03234
Mfr Report Id

Information has been received from a medical assistant concerning a 22 year old female with no pertinent medical history who on 22-FEB-2007 was vaccinated
intramuscularly in the right deltoid with the first dose of Gardasil (lot # 654702/0011U), on 26-APR-2007 with the second dose of Gardasil in the left deltoid (lot
# 657622/0388U) and on 13-SEP-2007 with the third dose of Gardasil in the left deltoid (lot # 658563/1063U). There was no concomitant medication. On 13-
SEP-2007 the patient developed pain and a large lump in her left deltoid at the injection site. The patient was seen in her physician's office on 05-OCT-2007
and was instructed to take cephalexin (KEFLEX) and diphenhydramine hydrochloride (BENADRYL) and apply warm compresses. At the time of this report, the
outcome of the events was unknown. The reporter felt that the events were disabling. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

294227-1 (S)

25-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site mass, Injection site pain

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Other Vaccine
24-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1063U 2 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Sep-2007
Vaccine Date

27-Sep-2007
Onset Date

0
Days

25-Oct-2007
Status Date

MO
State

WAES0710USA03861
Mfr Report Id

Information has been received from a physician, concerning an 18 year old female patient with no pertinent medical history and no known allergies, who on 22-
JUN-2007 was vaccinated IM with the first dose, on 15-AUG-2007 with the second dose, and on 27-SEP-2007 ("43 days later") with the third dose of Gardasil
(lot # not provided). There was no concomitant medication. Following the third dose on 27-SEP-2007 the patient experienced arm pain and reported not feeling
well. On approximately 14-OCT-2007 ("three weeks after" and on "Sunday night") the patient developed a urinary tract infection and was hospitalized on an
observation basis. Treatment included trimethoprim/ sulfamethoxazole (BACTRIM). Diagnostic labs included a blood culture, complete blood cell count,
urinalysis (results not provided), and a thyroid function test that indicated an elevated thyroid stimulating hormone (TSH) (value not provided). The following day
("Monday"), she was discharged. At the time of this report, the patient had recovered from the urinary tract infection; the outcome of arm pain, not feeling well,
and elevated TSH was unknown. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

urinalysis 10/13?/07; blood culture 10/13?/07; complete blood cell 10/13?/07; thyroid function test 10/13?/07 - elevated TSH
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

294228-1 (S)

25-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Malaise, Pain in extremity, Urinary tract infection

 ER VISIT, HOSPITALIZED, SERIOUS

Other Vaccine
24-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Oct-2007
Vaccine Date

23-Oct-2007
Onset Date

0
Days

01-Nov-2007
Status Date

OK
State Mfr Report Id

Client had rash on arms, stomach, palms and soles of feet. Took Benadryl 10/23/07 and relieved symptoms. Woke up on 10/24/07 with rash again. Taking
Benadryl as needed. Rash slowly going away.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

294248-1

08-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
24-Oct-2007

Received Date

Prex Vax Illns:

TDAP
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

C2688AA
0384U

5
0

Left arm
Right arm

Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Oct-2007
Vaccine Date

19-Oct-2007
Onset Date

1
Days

01-Nov-2007
Status Date

MI
State Mfr Report Id

Child presented to office on 10-22/07 w/ 8 1/2 x 11 cm circular patch on (L) back of upper arm after vaccine given on 10-18-07. The only vaccine given in that
area was Varicella. Had fevers 100-101 previously after shots also.

Symptom Text:

Singulair; Advair; Prevacid; Cortef; FlorinefOther Meds:
Lab Data:
History:

NonePrex Illness:

None
Congenital adrenal hyperplasia; Asthma; Allergies

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

294250-1

01-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
24-Oct-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
FLU
MNQ
TDAP

MERCK & CO. INC.
MERCK & CO. INC.
SANOFI PASTEUR
SANOFI PASTEUR
GLAXOSMITHKLINE
BIOLOGICALS

1255U
1061U
U2516AA
U2427AA
AC52B021CB

1
0
0
0
5

Left arm
Right arm
Left arm

Right arm
Left arm

Subcutaneously
Intramuscular
Intramuscular
Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Oct-2007
Vaccine Date

22-Oct-2007
Onset Date

0
Days

02-Nov-2007
Status Date

PA
State Mfr Report Id

Pt became warm and dizzy. Had pt hut her head down on the table, applied ice to her neck. Pt passed out several seconds later, became stiff as I was holding
her, then became limp for sev seconds before awakening. Had pt lay down with legs elevated for about 15 min.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

294307-1

05-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Hypotonia, Loss of consciousness, Musculoskeletal stiffness, Skin warm

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
24-Oct-2007

Received Date

Prex Vax Illns:

HPV4
FLU

MERCK & CO. INC.
SANOFI PASTEUR

1265U
U2469AA

1
0

Right arm
Left arm

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
26-Oct-2007
Status Date

NJ
State

WAES0710USA03588
Mfr Report Id

Information has been received from a nurse concerning her daughter in her 20's who on an unspecified date "a few months ago" was vaccinated with a 0.5 mL
second dose of Gardasil. Several days later, the patient was hospitalized for jaundice and "spleen issue". Subsequently, the patient recovered. The patient had
one similar episode from an unspecified medication. It was reported that the patient had no adverse symptoms post vaccination with the first dose of Gardasil.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Jaundice; Spleen disorder

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

294375-1 (S)

26-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Condition aggravated, Jaundice, Spleen disorder

 ER VISIT, HOSPITALIZED, SERIOUS

Other Vaccine
25-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Aug-2007
Vaccine Date

Unknown
Onset Date Days

26-Oct-2007
Status Date

NJ
State

WAES0710USA03378
Mfr Report Id

Information has been received from a Nurse concerning an 18 year old female patient with gaucher's disease type I and von willebrand's syndrome with heavy
period controlled with birth control, who on 15-AUG-2007 was vaccinated IM with the first dose of Gardasil (lot # 658488/0930U). Concomitant therapy included
weekly infusions of electrolytes (unspecified) and birth control (unspecified). Subsequently the patient experienced neurological problems and gaucher's
disease progressed to type III (possibly terminal stage). Unknown medical attention was sought. The patient had not been recovered. No product quality
complaint was involved. Additional information has been requested.

Symptom Text:

electrolytes (unspecified); hormonal contraceptivesOther Meds:
Lab Data:
History:

Gaucher's disease; Von Willebrand's diseasePrex Illness:

blood chemistry

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

294376-1 (S)

26-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Condition aggravated, Gauchers disease, Neurological symptom

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Other Vaccine
25-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0930U 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Sep-2007
Vaccine Date

11-Jun-2007
Onset Date

-95
Days

26-Oct-2007
Status Date

TX
State

WAES0709USA02456
Mfr Report Id

Information has been received from the Merck Pregnancy Registry via a physician concerning an 18 year old female with no previous pregnancies and a drug
hypersensitivity to codeine who 28-FEB-2007 was vaccinated with a first dose of Gardasil (lot #655617/1447F). On 11-JUN-2007, the patient was vaccinated
with a second dose of Gardasil (lot #655617/1447F). On 14-SEP-2007, the patient was vaccinated IM with a third 0.5 ml dose of Gardasil (lot #655617/1447F).
There was no concomitant medication. On 14-SEP-2007, the patient had a positive pregnancy test. The patient's last menstrual period was 14-AUG-2007 and
the estimated date of delivery was 20-MAY-2008. On 17-SEP-2007 and ultrasound revealed the patient was 4 weeks and 6 days with sac. On 03-OCT-2007,
the patient had a spontaneous abortion. Upon internal review, spontaneous abortion was considered to be an other important medical event. Additional
information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 8/14/2007); Drug hypersensitivityPrex Illness:

ultrasound 09/17/07 - 4w/6d sac; beta-human chorionic 09/14/07 - positive

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

294377-1

08-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy, Inappropriate schedule of drug administration

 ER VISIT, NOT SERIOUS

Other Vaccine
25-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1447F 2 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Oct-2007
Vaccine Date

12-Oct-2007
Onset Date

0
Days

26-Oct-2007
Status Date

OH
State

WAES0710USA03351
Mfr Report Id

Information has been received from a physician concerning a 16 year old female who on 12-OCT-2007 was vaccinated with a dose of Gardasil. After the patient
had received the vaccination, the patient had fainted to the point where the physician thought she was convulsing. Unspecified medical attention was sought.
Subsequently the patient recovered on the same day. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

294378-1

26-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
25-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5325
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-May-2007
Vaccine Date

01-Jun-2007
Onset Date

3
Days

26-Oct-2007
Status Date

CO
State

WAES0710USA03992
Mfr Report Id

Information has been received from a Merck pregnancy registry from a nurse concerning herself. She reported that on 21-APR-2007 she was vaccinated IM
with the first dose of Gardasil (Lot#0641B). On 29-MAY-2007 she received the second dose of Gardasil (Lot# not provided). On 01-JUN-2007 she learned she
was four weeks pregnant and experienced viral vaccine exposure during pregnancy. On 28-JUN-2007 the patient experienced a miscarriage and was
hospitalized. Unspecified medical attention was sought. Subsequently, the patient recovered from the miscarriage. Upon internal medical review the
spontaneous abortion was considered an other medical event. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = Unknown)Prex Illness:

beta-human chorionic 06/01/07 posit

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

294379-1 (S)

26-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy

 ER VISIT, HOSPITALIZED, SERIOUS

Other Vaccine
25-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Aug-2007
Vaccine Date

01-Sep-2007
Onset Date

31
Days

26-Oct-2007
Status Date

FR
State

WAES0710USA04004
Mfr Report Id

Information has been received from a physician concerning a 15 year old female who at the end of August 2007 was vaccinated IM with a third dose of
Gardasil. About 6 weeks post vaccination, she developed redness and swelling of the wrist and finger joints. The skin on her finger tips peeled. On 01-OCT-
2007, she presented to the physician. She was diagnosed with arthritis. A blood test was taken for a rheumatologist screening. Antinuclear bodies were a high
positive, angiotensin converting enzyme was increased. Antimitochondrial antibodies, c-reactive protein, antireptolysin antibody and rheumatoid factor were
negative. It was reported that coincidently increased liver parameters (gamma GT and SGOT) were found to be greater than 900 u/l. It was reported that
hepatitis was assumed. Virus serology including hepatitis A, B and Epstein-Barr virus (EBV) and cytomegalovirus (CMV) were negative. Listeriosis was ruled
out. There was suspicion of an autoimmune process. At the time of this report, the patient had not recovered. Previous vaccinations with Gardasil dose one on
13-FEB-2007 and dose 2 on 03-APR-2007 were well tolerated. Autoimmune disorder was considered to be an other important medical event. Other business
partner numbers include: E200707088. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

plasma gamma-glutamyl transferase increased; serum ACE increased; serum ANA high positive; serum aspartate aminotransferase increased
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

294380-1

26-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthritis, Autoimmune disorder, Erythema, Joint swelling, Skin exfoliation, Swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
25-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Sep-2007
Vaccine Date

01-Oct-2007
Onset Date

30
Days

26-Oct-2007
Status Date

FR
State

WAES0710USA03610
Mfr Report Id

Information has been received from a health professional concerning a 17 year old female with a history of immunisation (no further details) who in September
2007, was vaccinated with a first dose of Gardasil (lot #, route and site of administration were not reported). In October 2007, the patient experienced urticaria,
initially on her arms and face then generalised. She also developed edema on the upper limbs and subsequently on the lower limbs as well. The events were
reported as severe. The patient was hospitalized. At the time of reporting, the patient had not recovered. Other business partner numbers included: E2007-
07031. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Immunisation

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

294381-1 (S)

26-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Oedema peripheral, Urticaria

 HOSPITALIZED, SERIOUS

Other Vaccine
25-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Jan-2007
Vaccine Date

10-Jan-2007
Onset Date

0
Days

26-Oct-2007
Status Date

NJ
State

WAES0710USA02903
Mfr Report Id

Information has been received from a physician concerning a female who on 10-JAN-2007 was vaccinated with Gardasil (Lot # 655617/1447F). There was no
concomitant medication. It was reported that after receiving the vaccination she was not feeling well and one month after vaccination she was diagnosed with
lymphoma (onset reported as January 2007). Patient has received chemotherapy and radiation. The patient's lymphoma persisted. Lymphoma was considered
to be immediately life-threatening. The records of testing prior to release of the lot in question have been rechecked and found to be satisfactory. The lot met
the requirements of an agency and released by the regulatory agency. Additional information has been requested. 4/22/08-records received for 2/9/07-2/6/08-
First seen on 2/9/07--HX of not feeling well  for approximately 1 1/2 months and a one month history of intermittent fever, chills, easy fatigability, cough and
occasional night sweats. 4/29/08-DC Summary received for DOS 2/9-2/16/07-DC DX: Hodgkin Lymphoma. 2 month history of intermittent fevers to 102, chills
and night sweats.

Symptom Text:

NoneOther Meds:
Lab Data:

History:
Prex Illness:

Unknown 4/22/08-records received-PET scan 2/14/07- revealed disease in neck and chest only and no evidence of disease below diaphragm-CT of neck
revealed extensive adenopathy at base of neck. CT of abdomen and pelvis negative for adenopath
None 4/22/08-records received-PMH: allergic to penicillin.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

294382-1 (S)

30-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Chemotherapy, Chills, Cough, Hodgkins disease, Malaise, Night sweats, Pyrexia

 ER VISIT, HOSPITALIZED, LIFE THREATENING, SERIOUS

Other Vaccine
25-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1447F 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Aug-2006
Vaccine Date

29-Aug-2006
Onset Date

0
Days

26-Oct-2007
Status Date

MI
State

WAES0710USA03282
Mfr Report Id

Information has been received from a health professional concerning a 12 year old female with asthma with exertion, and joint pains at times with no illness at
the time of being vaccinated. On 29-AUG-2006, the patient was vaccinated with a first dose of Gardasil (lot # 654540/0800F) IM in the right deltoid at 7 PM. On
29-AUG-2006, within 3-5 minutes after the injection (7:03 PM), the patient got light headed, her eyes rolled back into her head, and her face turned a
blue/green color. The patient slid to the floor and began convulsing while her whole body tightened up. The patient experienced dizziness and feeling
lightheaded which lasted for several weeks. On 08-SEP-2007, she had blood work performed, an electroencephalogram (result not reported),
electrocardiogram (result not reported), chest x-ray (result not reported), and urinalysis. On an unspecified date, the patient recovered. Upon internal review,
the convulsion was considered to be an Other Important Medical Event. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Asthma exercise induced; ArthralgiaPrex Illness:

electrocardiogram 09/08/06 - no result recorded; electroencephalography - no result recorded; chest X-ray - no result reported; serum uric acid 09/08/06
6.1mg/d 2.6 - 6 high; red blood cell count 09/08/06 5m/cu; hematocrit 09/08/06 44.7%; s

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

294383-1

26-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Dizziness, Fall, Gaze palsy, Skin discolouration

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
25-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0800F 0 Right arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Aug-2007
Vaccine Date

04-Aug-2007
Onset Date

0
Days

26-Oct-2007
Status Date

FR
State

WAES0709USA00658
Mfr Report Id

Information has been received from a health professional concerning a 16 year old female who on 04-AUG-2007 was vaccinated with Gardasil. Three weeks
after vaccination the patient developed arthritis described as swollen joints, an allergic reaction described as urticarial rash, was feeling unwell, vomiting, and
nausea. On 30-AUG-2007, the reaction was treated with antihistamines and prednisolone was started on 31-AUG-2007. The patient outcome was not reported.
Follow-up information was received from the patient's general practitioner (GP) on 17-OCT-2007. This case became serious it was assessed as such by the
GP. It was reported that the girl had erythema on her face, hands, feet and her back. She also had urticarial patches with swelling and problems during walking.
These symptoms started on 29-AUG-2007, and disappeared on 03-SEP-2007. The GP considered the symptoms as serious, because of the medication
(prednisolon) that was necessary. The medication was stopped on 06-SEP-2007. It was reported that the patient had no specific medical history or risk factors,
no known allergies, and had no previous adverse reactions after vaccination. Also for the family history it was reported that there were no known risk factors.
The patient did not use any concomitant medication. The GP has advised the patient not to continue the vaccination series with Gardasil. The patient
recovered. Additional information is not expected.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

294384-1

08-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthritis, Erythema, Gait disturbance, Hypersensitivity, Malaise, Nausea, Swelling, Urticaria, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
25-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5331
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Oct-2007
Vaccine Date

23-Oct-2007
Onset Date

1
Days

05-Nov-2007
Status Date

PA
State Mfr Report Id

Morning after shots, she noticed an itchy raised spot on her back.  Subsequently she developed 5 more lesions.  They were itchy, but then became painful.
They appear to be erythematous, papular with small excoriated centers. No pustules. Cough did seem worse, but she had other ill contacts in the family.

Symptom Text:

noneOther Meds:
Lab Data:
History:

had a mild cough. normal exam and no other complaintsPrex Illness:

none
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
10.0

294399-1

05-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Pain, Pruritus, Rash papular, Sick relative, Skin lesion

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
25-Oct-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

1120U
1063U

1
0

Right arm
Left arm

Subcutaneously
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Aug-2007
Vaccine Date

Unknown
Onset Date Days

05-Nov-2007
Status Date

MA
State Mfr Report Id

Patient was given the second HPV vaccine dose 17 days after the first dose.  CDC called and there should be no adverse effect on patient.  The second dose
that was given is considered an extra dose, and will need real second dose 2 months from "extra"second dose.  Parent notified.

Symptom Text:

noneOther Meds:
Lab Data:

History:
nonePrex Illness:

CDC called and there should be no adverse effect on patient.  The second dose that was given is considered an extra dose, and will need real second dose 2
months from "extra"second dose.  Parent notified.
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

294429-1

05-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
25-Oct-2007

Received Date

Prex Vax Illns:

HPV4HPV4 MERCK & CO. INC. 0525 1 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Oct-2007
Vaccine Date

09-Oct-2007
Onset Date

1
Days

05-Nov-2007
Status Date

WI
State Mfr Report Id

Patient sitting on top bunk watching a movie. Back of earring came off so she "jumped down" from bed and went to mirror to put earring back in. As she stood
in front of mirror, she "felt whoozy and blood was rushing to head, and had pukey feeling in throat." Said "I am going to faint." Roommate reported she then
"crumpled" to the floor. Patient says she came to and saw her roommate running out the door to get help.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Ferritin levels low - Dr. recommended an iron supplement
Allergy to penicillin

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

294443-1

05-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
25-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 01814 1 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Oct-2007
Vaccine Date

22-Oct-2007
Onset Date

0
Days

06-Nov-2007
Status Date

LA
State Mfr Report Id

site of injection - pruritis, headache, insomnia, pruritic macular erythematous rash on face neck trunk and arms, near syncope, fatigue, sore throat, ear ache,
fever-subjective, joint aches, nausea, vomiting, malaise

Symptom Text:

Other Meds:
Lab Data:
History:

nonePrex Illness:

no known drug allergies

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

294445-1

07-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Ear pain, Fatigue, Headache, Injection site pruritus, Insomnia, Malaise, Nausea, Pharyngolaryngeal pain, Presyncope, Pyrexia, Rash erythematous,
Rash macular, Rash pruritic, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
26-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. UNKNOWN 0 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Sep-2007
Vaccine Date

24-Sep-2007
Onset Date

4
Days

02-Nov-2007
Status Date

IN
State Mfr Report Id

Gardasil vaccine #3 on 9-2007; On morning of 9-24-07 woke up dizzy, pale, unbalance, headache, change coordination-Referred to Neurologist-eval 9-26-07
Had Exam, MRI Brain, Labs, EKG-Follow up visit with PCP on 10-25-07. 10/26/07-records received for DOS 9/26/07-neurology consultation. Impression vertigo
and near syncope. May represent a begign post infectious type phenomenon. Little odd in that they occur episodically rather than with movement. Three
episodes of veritgo and near syncope have occurred in last 6 weeks. No positional type veritgo. Occasional headache after episodes. Some shortness of
breath with episodes.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

MRI Brain, CBC, Electrolyte  10/26/07-records received-MRI brain-single left frontal subcortical white matter abnormality, nonspecific in nature. CBC WNL
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

294453-1

07-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Balance disorder, Coordination abnormal, Dizziness, Dyspnoea, Electrocardiogram, Headache, Laboratory test, Pallor, Presyncope, Vertigo

 ER VISIT, NOT SERIOUS

Other Vaccine
25-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 10606 2 Right arm Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Oct-2007
Vaccine Date

10-Oct-2007
Onset Date

0
Days

02-Nov-2007
Status Date

ND
State Mfr Report Id

Diaphoretic, pale, hands tingling, abdominal pain, vomited - BP 98/60 and 98/50, P 80 but weak. Gave Adrenal 1:1000 0.5 ml SQ - called ambulance and went
to ER.

Symptom Text:

Other Meds:
Lab Data:
History:

1st day of MensesPrex Illness:

No

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

294456-1

05-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Hyperhidrosis, Pallor, Paraesthesia, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
25-Oct-2007

Received Date

Prex Vax Illns:

TDAP

HPV4
MNQ

GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
SANOFI PASTEUR

AC52B018CA

0525U
U2382BA

1

0
0

Left arm

Right arm
Right arm

Intramuscular

Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Oct-2007
Vaccine Date

19-Oct-2007
Onset Date

0
Days

02-Nov-2007
Status Date

VT
State Mfr Report Id

10/19/07 Received HPV #3, itchy rash started several hours after HPV #3 at injection site. Spread all over body. Took Benadryl. Rash gone 3-4 hrs later.Symptom Text:

Prozac; DenizenOther Meds:
Lab Data:
History:

None notedPrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

294458-1

05-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash generalised, Rash pruritic

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
25-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0522U 2 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Oct-2007
Vaccine Date

25-Oct-2007
Onset Date

10
Days

05-Nov-2007
Status Date

NV
State Mfr Report Id

Watery (R) eye/abdominal pain syncope about 10 min after immunizationSymptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

294464-1

05-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Lacrimation increased, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
25-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1063U 1 Right leg Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Oct-2007
Vaccine Date

08-Oct-2007
Onset Date

5
Days

27-Dec-2007
Status Date

--
State Mfr Report Id

Bruises and extended menses beginning 10/08/07.  1/11/08 Reviewed medical records & vax records included confirm dose & lot #s as reported.  Patient
experienced diarrhea & abdominal cramps in early 10/07 & stool c/s w/many WBCs & RBCs.  Dx w/probable bacterial infection & tx w/oral antibiotics.  Felt
much better & diarrhea improved.  UA w/glucosuria.  HbA1C 6.4.  Returned to clinic 10/12 w/easy bruising on hands, elbow, knees, thigh & injection sites &
extended menses w/heavy bleeding x 3 days.  Dx at that time w/thrombocytopenic purpura.  Admitted 10/13-10/18/2007 then medevaced home for additional
outpatient treatment.  In hospital tx w/steroids & plts waxed & waned during treatment. Upon return to US, treated by hematologist at university near company
office then transferred care to hematologist near patient's home in another state for continued f/u.  FINAL DX: Thrombocytopenic purpura.

Symptom Text:

PPD, Desogen, Cipro-day of vaccinationOther Meds:
Lab Data:
History:

resolving diarrheal illnessPrex Illness:

CBC wnl, Platelets 30,000, PT13.4. Peripheral smear-wnl except platelets estimated 20,000 LABS: initial plts 30,000 & dropped to low of 8,000, H/H 13.5/41.1.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

294477-1 (S)

14-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Contusion, Injection site bruising, Menorrhagia, Thrombocytopenic purpura

 ER VISIT, HOSPITALIZED, SERIOUS

Other Vaccine
25-Oct-2007

Received Date

Prex Vax Illns:

HPV4
FLU

MERCK & CO. INC.
SANOFI PASTEUR

0515U
B5704

0 Left arm
Right arm

Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Oct-2007
Vaccine Date

18-Oct-2007
Onset Date

1
Days

05-Nov-2007
Status Date

IA
State Mfr Report Id

Movement disorder; Myoclonic jerks 10/29/07-records received for DOS 10/23/07-Impression. acute onset of movement disorder. Not improving. Tic-like
movements involving head and neck and right upper extremity. The question of streptococcus induced movement disorder is raised. Symptoms should slowly
improve. Medical management of her streptococcal infection. C/O neck and back pain from twitiching movements. PE: intermittent head and neck tic-like
movements particularly of the right side, rare movements noted in right upper extremity and few abnormal movements in her trunk. The intensity of movements
tended to vary during course of examination, she did have some momentary control over them.

Symptom Text:

Other Meds:
Lab Data:
History:

Strep throatPrex Illness:

Consultation Neurologist
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

294490-1

07-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Movement disorder, Myoclonus, Tic

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
25-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1063U 1 Left arm Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Aug-2007
Vaccine Date

06-Aug-2007
Onset Date

0
Days

29-Oct-2007
Status Date

--
State

WAES0709USA00258
Mfr Report Id

Initial and follow-up information has been received from a health professional concerning a 19 year old female with no known allergies and a history of cervical
intraepithelial neoplasia and loop electrosurgical excision procedures in May 2005, April 2006, and April 2007, who on 03-APR-2007 was vaccinated with the
second dose of Gardasil (Lot #0212U). On  06-AUG-2007, the patient was vaccinated with the third dose of Gardasil (Lot #0212U). Concomitant therapy
included ethinyl estradiol (+) etonogestrel (NUVARING). Prior to the third vaccination, the patient's method of birth control, ethinyl estradiol (+) etonogestrel had
been discontinued and the patient was going to change to drospirenone (+) ethinyl estradiol (YAZ). The patient was instructed to take precautionary measures
until that was started. On 04-SEP-2007, the patient was seen in the clinic and tested positive for pregnancy. An internal exam was performed and a urine
pregnancy test was positive. An ultrasound showed that that fetus was less than five weeks. On 10-SEP-2007, a serum HCG was 4379. The patient's estimated
was approximately 14-JUL-2007 (previously reported as 23-JUL-2007); estimated EDC 28-APR-2008. Follow-up information indicated that the patient had a
spontaneous abortion (miscarriage) on 13-OCT-2007. Additional information has been requested.

Symptom Text:

NUVARINGOther Meds:
Lab Data:

History:
Pregnancy NOS (LMP = 7/14/2007) ContraceptionPrex Illness:

Ultrasound 09/04/07 - fetus less than five weeks; urine beta-human 09/04/07 +; Pap test ?/?/05 - abnormal; serum alpha-human 09/10/07 4379; Pap test ?/?/06
- abnormal; Pap test ?/?/07 - abnormal
Cervical intraepithelial neoplasia; Loop electrosurgical excision procedure

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

294546-1

05-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
27-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0212U 2 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Feb-2007
Vaccine Date

01-Mar-2007
Onset Date

17
Days

29-Oct-2007
Status Date

--
State

WAES0710USA04326
Mfr Report Id

Information has been received from a physician concerning a 12 year old female with no known allergies and no pertinent medical history who on 15-DEC-2006
was vaccinated intramuscularly with a first 0.5 mL dose of Gardasil. On 12-FEB-2007 the patient was vaccinated intramuscularly with a second 0.5 mL dose of
Gardasil. There was no concomitant medication. Since March 2007, the patient experienced debilitating fatigue. The patient was unable to attend school and
could barely get out of bed. The patient also experienced weakened hand grip, abdominal pain and nausea. A gastrointestinal work-up, including endoscopy
was negative. On 14-JUN-2007 the patient was vaccinated intramuscularly with a third 0.5 mL dose of Gardasil. The physician reported that the patient's
symptoms worsened after the third dose of Gardasil. As of 22-OCT-2007 the patient's debilitating fatigue, weakened hand grip, abdominal pain and nausea
persisted. Debilitating fatigue, weakened hand grip, abdominal pain and nausea were considered to be disabling by the reporting physician. Additional
information is not expected.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

endoscopy - negative
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

294547-1 (S)

29-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Fatigue, Grip strength decreased, Nausea

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Other Vaccine
27-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Oct-2007
Vaccine Date

23-Oct-2007
Onset Date

21
Days

06-Nov-2007
Status Date

NY
State Mfr Report Id

Bell's Palsy dx 10/23/07 Tx aphtheus stomatitis 10/14/07.  10/29/2007 ER record received for DOS 10/23/07 for DX:  L Seventh Nerve Palsy.  Bells Palsy
suspected.  Lyme Disease manifestation not excluded.  Pt presented with L sided facial droop, numbness and inability to close L eye. Recently seen for
infection/apthous stomatitis.

Symptom Text:

OrthotricyclenOther Meds:
Lab Data:

History:
NonePrex Illness:

CT scan at hospital 10/23/07.  Labs and Diagnostics: CMP WNL except Alk Phos 88, Albumin 3.4. CBC with Platelets 488.  Mono (-). CT brain normal.  Lyme
titre pending./
None. NKDA.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

294611-1

15-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Aphthous stomatitis, Eye movement disorder, Facial palsy, Hypoaesthesia facial, VIIth nerve paralysis

 ER VISIT, NOT SERIOUS

Other Vaccine
27-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1062U 1 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-May-2007
Vaccine Date

25-May-2007
Onset Date

0
Days

30-Oct-2007
Status Date

PA
State

WAES0707USA02337
Mfr Report Id

Initial and follow-up information has been received through the Merck pregnancy registry from two Licensed Practical Nurses concerning a 24 year old female
with seasonal allergies and allergies to penicillin, codeine, z pak, and ceftan who on 27-MAR-2007 was vaccinated IM with 0.5 mL of the first dose of Gardasil
(Lot #655503/0012U). On 25-MAY-2007 the patient received the second dose of Gardasil (lot #657622/0388U). Concomitant medication included prenatal
vitamins. The patient reported that she is now pregnant. Unspecified medical attention was sought. On 13-JUL-2007 the patient had an ultrasound reported as
within normal limits. The patient's last menstrual period was 20-MAY-2007. The estimated date of delivery was 24-FEB-2008. Follow-up information indicated
that in October 2007 the patient had an elective termination 20 weeks from her last menstrual period. The products of conception were underprocess of being
examined. The fetus was not normal due to anencephaly with a heart defect. At the time of the report, the patient's outcome was unknown. Additional
information is not expected.

Symptom Text:

vitamins (unspecified)Other Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 5/20/2007); Seasonal allergy; Penicillin allergy; Drug hypersensitivityPrex Illness:

ultrasound 07/13/03 - within normal limits

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

294631-1

30-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion induced, Drug exposure during pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
29-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0388U 1 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
30-Oct-2007
Status Date

--
State

WAES0710USA04650
Mfr Report Id

Information has been received from a nurse practitioner concerning her 25 year old daughter with Graves' disease (onset age 13) and no known allergies, who
on unknown dates was vaccinated IM, with the first and second dose, 0.5 ml, of Gardasil (lot # not provided). Concomitant therapy included drospirenone (+)
ethinyl estradiol (YASMIN). One month after the second vaccination was administered, her daughter required a visit to the emergency room (details not
specified). She was found to have a blood pressure glucose of over 500 (unit not specified), and was diagnosed with Type I diabetes. Insulin was administered
as treatment, and she was hospitalized for 1 week. At the time of this report, her daughter had not recovered. The nurse practitioner considered Type I
Diabetes to be immediately life-threatening, disabling/incapacitating and also an other important medical event. Additional information has been requested.

Symptom Text:

YASMINOther Meds:
Lab Data:
History:

Graves' diseasePrex Illness:

diagnostic laboratory - diabetes; blood glucose >500

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

294632-1 (S)

30-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Type 1 diabetes mellitus

 ER VISIT, HOSPITALIZED, LIFE THREATENING, PERMANENT DISABILITY, SERIOUS

Other Vaccine
29-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Jul-2007

Vaccine Date
28-Sep-2007
Onset Date

61
Days

30-Oct-2007
Status Date

CA
State

WAES0710USA04762
Mfr Report Id

Information has been received from a physician, via a company representative, concerning an 11 year old female patient with no known allergies and no
pertinent medical history, who on 29-JUL-2007 was vaccinated with a dose of Gardasil (lot #658556/1060U). The physician noted that the patient was healthy
at the time of vaccination, and no other vaccines were administered. On 28-SEP-2007, the patient had unspecified blood work drawn and was diagnosed with
"acute lymphocytic leukemia (ALL) Pre-B cell." The patient visited the hospital, but it was unknown if she was hospitalized. At the time of this report, the patient
had not recovered. The physician considered ALL B-cell leukemia be immediately life-threatening. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory 09/28?/07
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

294633-1 (S)

30-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Acute lymphocytic leukaemia

 ER VISIT, LIFE THREATENING, SERIOUS

Other Vaccine
29-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1060U Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5347
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Sep-2007
Vaccine Date

13-Sep-2007
Onset Date

0
Days

07-Nov-2007
Status Date

MI
State Mfr Report Id

Received HPV #1 vaccine  9/13/07.  Mother called on 10/29/07 stating since vaccine given, child's "mental state altered greatly.  All of a sudden she became
this witch."  Since then "she became very aggressive and almost pouty in every situation".  She states that the child hit her (the mother) last Wednesday or
Thursday. Mother states that since the shot the child "has become aggressive, dar, argumentative".  She further states that since the shot the child has become
"mouthy to the teachers".  She has always been a "spirited child" according to the mother.  Mother now states that the child seems to be calming down some.  I
offered to submit a VAERS report and mother agreed that I should do so.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

294682-1

07-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Aggression, Mental status changes

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
29-Oct-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2339AA
0245U

0
0

Right arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 5348
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Aug-2007
Vaccine Date

02-Aug-2007
Onset Date

0
Days

02-Nov-2007
Status Date

NJ
State Mfr Report Id

passed out briefly 3-5 minutes after receiving the shots.  10/31/2007 MR received for OVs 8/2/07 and 10/8/07. After receiving Menactra and Gardasil 8/2/07 pt
passed out in reception area. Regained consciousness after a few seconds. Assessment: Postural Hypotension. Increased fluids advised.  After 2nd Gardasil
10/8/07 pt felt dizzy and passed out. ? Vagal effect or hypoglycemia.  Pt was seen having jerking movements when down.

Symptom Text:

Other Meds:
Lab Data:
History:

NoPrex Illness:

No

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

294699-1 (S)

05-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Dyskinesia, Loss of consciousness

 LIFE THREATENING, SERIOUS

Related reports:   294699-2

Other Vaccine
29-Oct-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2386BA
0930U

0
0

Left arm
Left arm

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 5349
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Aug-2007
Vaccine Date

02-Aug-2007
Onset Date

0
Days

22-Apr-2008
Status Date

--
State

WAES0712USA01242
Mfr Report Id

Information has been received on request from the government under the Act regarding an 18 year old female who on 02-AUG-2007 was vaccinated with her
first dose of Gardasil (Lot 658488/0930U) in the left arm. Concomitant therapy included MENACTRA on the same day. After receiving both vaccinations the
patient passed out briefly for 3-5 minutes in the reception area. The patient regained consciousness after a few seconds. Assessment: Postural Hypotension-
increased fluids were advised. On 08-OCT-2007 the patient received her second dose of Gardasil in the left arm. Patient felt dizzy and passed . ? Vagal effect
or hypoglycemia. Patient was seen having jerky movements when down. No further information was available. A standard lot check investigation was
performed. All in-process quality checks for the lot number in question were satisfactory. In addition, an expanded lot check investigation was performed. The
testing performed on the batch prior to release met all release specifications. The lot met the requirements of the government and was released. The reporter
felt that the events were life threatening.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

294699-2 (S)

09-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Dyskinesia, Loss of consciousness, Orthostatic hypotension, Vaccine positive rechallenge

 LIFE THREATENING, SERIOUS

Related reports:   294699-1

Other Vaccine
21-Apr-2008

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2386BA
0930U 0

Unknown
Left arm

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 5350
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Oct-2007
Vaccine Date

22-Oct-2007
Onset Date

5
Days

06-Nov-2007
Status Date

PA
State Mfr Report Id

Immunizations given 10-17-07. School nurse called mother on 10/22/07 informed her child had rash over body. No drainage or fever.Symptom Text:

Zyrtec for allergiesOther Meds:
Lab Data:
History:

NonePrex Illness:

None ordered
Headaches

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
10.0

294720-1

06-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash generalised

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
29-Oct-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
HEPA

MERCK & CO. INC.
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

12574
0188U
AHAVB184AA

0
0

Right arm
Left arm

Right arm

Subcutaneously
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 5351
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Oct-2007
Vaccine Date

Unknown
Onset Date Days

06-Nov-2007
Status Date

OH
State Mfr Report Id

(L) arm redness and swelling treated with cellulitis w/Keflex x 7 d.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Obesity

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

294721-1

06-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cellulitis, Erythema, Swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
29-Oct-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

0823U
0387U

1
1

Right arm
Right arm

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 5352
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
06-Nov-2007
Status Date

OH
State Mfr Report Id

L upper arm swelling, redness, induration. Treatment for cellulitis w/Bactrim x 10 dSymptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Obesity

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

294722-1

06-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cellulitis, Erythema, Induration, Oedema peripheral

 ER VISIT, NOT SERIOUS

Other Vaccine
29-Oct-2007

Received Date

Prex Vax Illns:

VARCEL
MNQ
HPV4

MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.

0823U
U2418AA
0387U

1
0

Left arm
Left arm

Right arm

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 5353
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Oct-2007
Vaccine Date

21-Oct-2007
Onset Date

2
Days

06-Nov-2007
Status Date

OH
State Mfr Report Id

Patient received 2nd Gardasil injection 10/19/07 on 10/21/07 patient c/o blurred vision, headache, numbness of legs and face on 10/23/07. Pt. still c/o above
symptoms and advised to see PCP.

Symptom Text:

Ortho Novum777Other Meds:
Lab Data:
History:

NoPrex Illness:

Asthma, (R) ovarian cystectomy 7/11/07, dust mite allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

294734-1

06-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Hypoaesthesia, Hypoaesthesia facial, Vision blurred

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
29-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 12656 1 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 5354
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Oct-2007
Vaccine Date

18-Oct-2007
Onset Date

0
Days

06-Nov-2007
Status Date

NY
State Mfr Report Id

Received imms at noon on 10/18/07. Immediately after Gardasil felt dizzy, used cool cloth. Received Boostrix and fainted with some twitching and then
slumped over. Back to self within 1 min. Coherent afterward. Lungs were clear. At 7 PM that night she was itching all over and had hives were on (L) arm but
present all over. Pt also had fever 103.4 that night. Responded well to Benadryl. Still has temp next AM.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

N/A
Codeine - rash/hives

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

294741-1

06-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Muscle twitching, Pruritus generalised, Pyrexia, Syncope, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
29-Oct-2007

Received Date

Prex Vax Illns:

TDAP

MNQ
HPV4

GLAXOSMITHKLINE
BIOLOGICALS
SANOFI PASTEUR
MERCK & CO. INC.

AC52B016BA

U2392BA
0522U

0

0
0

Right arm

Left arm
Left arm

Intramuscular

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 5355
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Oct-2007
Vaccine Date

08-Oct-2007
Onset Date

0
Days

06-Nov-2007
Status Date

NJ
State Mfr Report Id

After the Gardasil, pt. felt dizzy, passed out for a few seconds. Pt did not lose consciousness. No incontinence. No frothing on the mouth noted. No rolling of
eyeball. Had jerking movement of upper ext. Pt did not have breakfast that AM. This is the 2nd episode.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

EBC, IBS, Metabolic panel, EEG and CT scan of the head.
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

294742-1

06-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Dyskinesia, Loss of consciousness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
29-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5356
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Oct-2007
Vaccine Date

23-Oct-2007
Onset Date

0
Days

06-Nov-2007
Status Date

VA
State Mfr Report Id

C/O + nausea, lightheadedness 4" after receiving injection. Placed in supine position, monitored vital signs and gave po fluids.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
NKDA

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

294744-1

06-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
29-Oct-2007

Received Date

Prex Vax Illns:

HPV4
FLU

MERCK & CO. INC.
NOVARTIS VACCINES AND
DIAGNOSTICS

0525U
80957

2
2

Left arm
Right arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 5357
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Oct-2007
Vaccine Date

23-Oct-2007
Onset Date

1
Days

07-Nov-2007
Status Date

CA
State Mfr Report Id

Per mother-red, egg size mark on arm (Lt deltoid area) starting the morning after her injections. Body ache and low grade fever (100-104) Mom started Benadry
and Ibuprofen and ice to local area. Redness increased to nearly cover upper arm. See in ER 4 days after injection 2-4 hr sudden increased in redness. Started
on Acithromycin and TMP/Sulfa-Today c/o abd discomfort and nausea. Still has body aches, redness decreasing in size.

Symptom Text:

Singulair, Xopenex and Flovent 44-neither currently.Other Meds:
Lab Data:
History:

NonePrex Illness:

None
Asthma, Previous hx of Pneumovax x's 2

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

294756-1

07-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Discomfort, Injection site erythema, Nausea, Pain, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
29-Oct-2007

Received Date

Prex Vax Illns:

PPV
HPV4
FLU

MERCK & CO. INC.
MERCK & CO. INC.
SANOFI PASTEUR

0889F
0929U
U2440AA

0
1
0

Left arm
Left arm

Right arm

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 5358
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Jun-2007
Vaccine Date

23-Jun-2007
Onset Date

18
Days

07-Nov-2007
Status Date

PA
State Mfr Report Id

Patient complained of muscle and joint pain approx 18 days after receiving the Gardasil and Varivax vaccineSymptom Text:

Ortho TriCyclen LoOther Meds:
Lab Data:
History:

none aware ofPrex Illness:

CBC with Diff, CRP, CPK, ANA and RF (all normal) negative GBS and nerve conduction studies normal
cashew sensitivity

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

294801-1

07-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Myalgia

 ER VISIT, NOT SERIOUS

Other Vaccine
30-Oct-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

0563D
0389U

1
1

Right arm
Left arm

Subcutaneously
Intramuscular



10 JUN 2008 06:27Report run on: Page 5359
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Oct-2007
Vaccine Date

28-Oct-2007
Onset Date

5
Days

07-Nov-2007
Status Date

MA
State Mfr Report Id

Itching starting one week later. Morbilliform, papular red starting next day, on leg and arm, especially arm where vaccine adminstered. Pt is afebrile of clammy.
Normal vital signs.

Symptom Text:

NeConOther Meds:
Lab Data:
History:

nonePrex Illness:

IgA deficiency

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

294807-1

07-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus, Rash erythematous, Rash morbilliform, Rash papular

 ER VISIT, NOT SERIOUS

Other Vaccine
30-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1060U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 5360
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Oct-2007
Vaccine Date

29-Oct-2007
Onset Date

0
Days

07-Nov-2007
Status Date

MN
State Mfr Report Id

Pt. received Gardasil vaccine on 10/29/2007 at around 8:30 a.m.  Also received Plan B oral medication at the same time.  There was not adverse response to
the immunization.  Patient returned to clinic this morning (10/30/2007)complaining of feeling extremely weak, having body aches and having some diffuse mid-
sternal chest pains.  Patient stated these symptoms came upon her fairly quickly the previous night (10/29/2007) about 12 hours after the immunization.  She
took 2 Tylenol without body-ache relief, and 2 more Tylenol this a.m. without relief.

Symptom Text:

Plan BOther Meds:
Lab Data:
History:

NonePrex Illness:

CBC with diff sent this a.m. (10/30/2007)  Hgb 11.8; T- 97.7; P- 78; R- 10; BP 80/60.  Urine pregnancy test - neg.
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

294808-1

07-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Chest pain, Pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
30-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 08024 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 5361
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Oct-2007
Vaccine Date

27-Oct-2007
Onset Date

2
Days

07-Nov-2007
Status Date

CA
State Mfr Report Id

HIGH FEVER,NAUSEA,ITCHING,SWOLLENSymptom Text:

Other Meds:
Lab Data:
History:

NONEPrex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

294809-1

07-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Nausea, Pruritus, Pyrexia, Swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
30-Oct-2007

Received Date

Prex Vax Illns:

VARCEL
TDAP

HPV4
MNQ

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
SANOFI PASTEUR

1005U
AC52BO16BA

0802U
U2370AA

1
0

0
0

Left arm
Left arm

Right arm
Right arm

Subcutaneously
Intramuscular

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 5362
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Aug-2007
Vaccine Date

01-Sep-2007
Onset Date

10
Days

07-Nov-2007
Status Date

MD
State Mfr Report Id

Pt. states didn't have her period for 2 months after 1st dose of Gardasil Period started again for 1 1/2 days pt. got 2nd dose of Gardasil and period stopped
abruptly.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

294820-1

07-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Menstrual disorder

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
30-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0515U 1 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 5363
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Oct-2007
Vaccine Date

20-Oct-2007
Onset Date

1
Days

07-Nov-2007
Status Date

MT
State Mfr Report Id

Patient's mother reports 3 x 4 cm red oval raised area on back of right arm in area of VZV vaccine given 10/19/07. No other problems reportedSymptom Text:

None reportedOther Meds:
Lab Data:
History:

None reportedPrex Illness:

None reported

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
10.0

294835-1

07-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
30-Oct-2007

Received Date

Prex Vax Illns:

VARCEL
FLU
HPV4
MNQ

MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.
SANOFI PASTEUR

12704
U2490AA
0802U
U2420AA

1

0
0

Right arm
Left arm

Right arm
Left arm

Subcutaneously
Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 5364
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Oct-2007
Vaccine Date

23-Oct-2007
Onset Date

1
Days

07-Nov-2007
Status Date

WI
State Mfr Report Id

The morning after receiving HPV, Meningiococcal, and Tdap vaccines, patient awakened and went into bathroom to shower. Before getting into the shower at
approximately 8:15 AM, patient removed the bandaids from her arms. When patient came out of bathroom, she told her mom that she "blacked out" in the
shower. She had a "bump" (which later bruised) above her right eye. Patient was very "wobbly" and mom had to help her to the bedroom where she laid down
on the bed for awhile. Mom states that in retrospect it did seem like patient was in the shower for a longer time than usual. Patient only laid on the bed a short
time, she then got up, dressed, and went to school. She did not have any other problems during the day.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

294845-1

07-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Contusion, Head injury, Loss of consciousness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
30-Oct-2007

Received Date

Prex Vax Illns:

TDAP
MNQ
HPV4

SANOFI PASTEUR
SANOFI PASTEUR
MERCK & CO. INC.

C2720AA
U2328AA
0181U

0
0
0

Right arm
Left arm
Left arm

Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 5365
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-May-2007
Vaccine Date

17-Aug-2007
Onset Date

80
Days

07-Nov-2007
Status Date

FL
State Mfr Report Id

Patient developed Bell's Palsey on August 17th, 2007.  She was taken to an immediate care clinic in Wisconsin.    Patient was on vacation at time.  12/06/2007
MR received for OV 8/18/2007 with DX:  Bell's Palsy.  Pt presented with L sided facial swelling.  Smile is asymmetric as pt cannot bring L side of mouth into
smile.Orbicularic oculi muscles (+) for weakness on L. Txd with Amoxicillin pending Lyme's test. Lot # updated in VAERS database (0954F).

Symptom Text:

singulairOther Meds:
Lab Data:
History:

nonePrex Illness:

Blood work to test for infection and lyme's disease. Labs and Diagnostics:  CBC WNL.  ESR 10.  Lyme IGG, IGM (-).
mild asthema, eczema, allergic to peanuts, cats, ragweed,grass, dust, and mold. PMH: eczematous dermatitis.PMH: eczematous dermatitis.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

294858-1

12-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Facial palsy, Facial paresis, Swelling face

 ER VISIT, NOT SERIOUS

Other Vaccine
30-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0954F Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5366
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Oct-2007
Vaccine Date

29-Oct-2007
Onset Date

0
Days

31-Oct-2007
Status Date

UT
State Mfr Report Id

Patient was to receive 6 vaccinations on her visit, of which Gardasil was one. She received the Gardasil, a Hep B, and a Hep A in her left arm. As soon as the
nurse gave the third injection, patient slumped over as if she had fainted. There had been no indication that she was about to faint. When I went to support her
head, her eyes were wide open, pupils dilated. She was non responsive. Her feet and hands contorted, her tongue turned white, she started to foam at the
mouth and she stopped breathing. The seizure lasted > 2 minutes. This is a very healthy athlete with no seizure history. While being transported to the hospital,
she experienced 2 more syncopal episodes without seizure, but accompanied by dizziness, nausea, and sweating. All tests (urine, blood) run at the ER were
normal. After 6 hours she was released and has experienced no further incidents.

Symptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

294859-1 (S)

31-Oct-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Dizziness, Dyskinesia, Foaming at mouth, Hyperhidrosis, Mydriasis, Nausea, Respiratory arrest, Syncope, Tongue discolouration, Unresponsive to
stimuli

 ER VISIT, LIFE THREATENING, SERIOUS

Other Vaccine
30-Oct-2007

Received Date

none~ ()~~0~In Patient|none~ ()~~0~In SiblingPrex Vax Illns:

HPV4
HEPA
HEP

MERCK & CO. INC.
UNKNOWN MANUFACTURER
UNKNOWN MANUFACTURER

NULL
NULL
NULL

0
0
0

Left arm
Left arm
Left arm

Intramuscular
Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Jan-2007
Vaccine Date

05-Jan-2007
Onset Date

0
Days

01-Nov-2007
Status Date

MA
State

WAES0701USA03047
Mfr Report Id

Information has been received from a registered nurse through the Merck pregnancy registry concerning a 20 year old female with an ovarian cyst of left ovary
(28-NOV-2006) who on 05-JAN-2007 was vaccinated in the right upper arm with a first dose of Gardasil (lot 653736/0868F). Concomitant therapy included
ethinyl estradiol/norethidrone (NECON 1/35). On the day the patient was vaccinated with Gardasil she was being seen at the clinic for follow up for a cyst of her
left ovary. At that time, the patient though she was beginning her period cycle. The patient also had a prescription for birth control, but it was found out that she
stopped taking them on an unspecified date. The patient called the clinic on 16-JAN-2007 stating that she performed a urine home pregnancy test which was
positive. On 17-JAN-2006, she was seen at the clinic. An ultrasound was performed and results revealed patient was 6 weeks, 1 day intrauterine pregnancy.
The patient told the resident physician that this was an unplanned and undesired pregnancy, and she would be terminating the pregnancy. On 12-FEB-2007, at
8 weeks gestation, the patient terminated the pregnancy. The patient continued with the Gardasil series having received 3 doses. Upon internal review, the
patient's induced abortion was considered an other important medical event. No additional information is expected.

Symptom Text:

Necon 1/35Other Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 12/5/2006); Ovarian cystPrex Illness:

ultrasound 01/17/07 - 6 weeks, 1 day intrauterine pregnancy; urine beta-human 01/16/07 - positive

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

294981-1

01-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion induced, Drug exposure during pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
31-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0868F 0 Right arm Unknown



10 JUN 2008 06:27Report run on: Page 5368
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Apr-2007
Vaccine Date

Unknown
Onset Date Days

01-Nov-2007
Status Date

CA
State

WAES0704USA04145
Mfr Report Id

Information has been received from a physician concerning a 16 year old female with no known medical history or drug allergies who on 18-APR-2007 was
vaccinated intramuscularly with a dose of Gardasil (Lot # 656371/0181U) while pregnant. Concomitant vaccinations included Menactra and DTaP. The patient's
last menstrual period was "6 weeks ago" and her estimated date of delivery is 12-DEC-2007. No symptoms had been reported. No laboratory diagnostic tests
were performed. Subsequently, on an unspecified date, the patient had an abortion. At the time of this report, the patient's outcome was unknown. No product
quality complaint was involved. No further information is available.

Symptom Text:

Other Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 3/7/2007)Prex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

294982-1

01-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion, Drug exposure during pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
31-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0181U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5369
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Oct-2007
Vaccine Date

22-Oct-2007
Onset Date

0
Days

01-Nov-2007
Status Date

--
State

WAES0710USA04881
Mfr Report Id

Information has been received from a nurse practitioner concerning a 16 year old female with a history of seizures after unspecified vaccines (believed to be
associated with pain of vaccination) who on 22-OCT-2007 was vaccinated intramuscularly with a 0.5 second dose of Gardasil. Concomitant vaccinations at the
same visit included influenza virus vaccine (unspecified (unspecified) and Vaqta (MSD). On 22-OCT-2007 the patient had a "small seizure." The patient was
kept at the doctors office for 30 minutes. On 22-OCT-2007, the patient recovered and was sent home. Upon internal review, "small seizure" was considered to
be an other important medical event. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None
Pain during injection; Convulsion; Immunisation

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

294983-1

01-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
31-Oct-2007

Received Date

Prex Vax Illns:

HPV4
HEPA
FLU

MERCK & CO. INC.
MERCK & CO. INC.
UNKNOWN MANUFACTURER

NULL
NULL
NULL

1 Unknown
Unknown
Unknown

Intramuscular
Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Jul-2007

Vaccine Date
23-Oct-2007
Onset Date

110
Days

01-Nov-2007
Status Date

WA
State

WAES0710USA05709
Mfr Report Id

Information has been received via the Merck Pregnancy registry, from a registered nurse, concerning a female patient (age not specified) who on 05-JUL-2007
was vaccinated with a dose of Gardasil (lot # not provided). Concomitant therapy included ethinyl estradiol/noregestimate (ORTHO TRI-CYCLEN LO). On an
unknown date, the patient became pregnant (gestation details not provided), and on 23-OCT-2007 she had miscarriage. She was treated in the physician's
office (details not provided). At the time of this report, the patient was recovering from the miscarriage. Upon internal review, the event of miscarriage was
considered to be an other important medical event. Additional information has been requested.

Symptom Text:

Ortho Tri-Cyclen LoOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = Unknown)Prex Illness:

total serum human ?/?/07 - pregnant; complete blood cell ?/?/07; erythrocyte ABO antigen ?/?/07; erythrocyte Rh antigen ?/?/07

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

294984-1

01-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
31-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
01-Nov-2007
Status Date

FR
State

WAES0710USA05745
Mfr Report Id

Information has been received from a hospital pharmacist concerning a "more than 26 year old" female, with no reported relevant medical history, who on an
unspecified date was vaccinated with Gardasil. It was reported that four weeks after vaccination, the patient experienced gait disturbance, vertigo, and
vomiting. The patient was subsequently admitted to the hospital and it was reported that a "complete" neurologic check-up was without findings. At the time of
this report, the patient had not recovered. Additional information has been requested. Other business partner numbers include E2007-07306

Symptom Text:

unknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

294985-1 (S)

01-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Gait disturbance, Inappropriate schedule of drug administration, Vertigo, Vomiting

 HOSPITALIZED, SERIOUS

Other Vaccine
31-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Oct-2007
Vaccine Date

23-Oct-2007
Onset Date

0
Days

08-Nov-2007
Status Date

MA
State Mfr Report Id

c/o Feeling Funny-lightheaded, weird taste in mouth right after vaccines given. After 3 min became pale, lips grey-laying down after this. O2 SAT=97% P 77
B/P 116/66. Had better color after 5-10 min. 15 mg after vaccines had swelling of hand and pain that arm. 6:45 PC to parent-slept 1-3:45. No swelling after that.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

295048-1

09-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Dysgeusia, Feeling abnormal, Oedema peripheral, Pain in extremity, Pallor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
31-Oct-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2367AA
1447F

0
0

Left arm
Right arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 5373
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Oct-2007
Vaccine Date

Unknown
Onset Date Days

08-Nov-2007
Status Date

CA
State Mfr Report Id

day after infection-arm starting itching and swelling- 4 1/2 x 4" wheal over upper arm-right deltoid area where she had 2 injectionsSymptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

295050-1

09-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus, Swelling, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
31-Oct-2007

Received Date

Prex Vax Illns:

TDAP
MNQ
HPV4

SANOFI PASTEUR
SANOFI PASTEUR
MERCK & CO. INC.

C2770AA
U2324AA
0524U

0
0
0

Left arm
Right arm
Right arm

Intramuscular
Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Oct-2007
Vaccine Date

25-Oct-2007
Onset Date

0
Days

08-Nov-2007
Status Date

MI
State Mfr Report Id

Patient was given Gardasil and fainted about 30 sec. after it was given. It was difficult to wake her up and she had incontinence of urine and was very startled
when she did awake. We had her lay on the table and drink some orange juice before she was able to leave the office.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

295054-1

09-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope, Urinary incontinence

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
31-Oct-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2417AA
0530U

0
0

Right arm
Left arm

Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Oct-2007
Vaccine Date

16-Oct-2007
Onset Date

5
Days

09-Nov-2007
Status Date

MI
State Mfr Report Id

rash (red bumps, itching) covering body-arms, legs, trunk-mother states child also has ringworm.Symptom Text:

Depo ProveraOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

295061-1

07-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
31-Oct-2007

Received Date

Prex Vax Illns:

TDAP

HPV4
HEP

GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
MERCK & CO. INC.

AC52B015AA

0245U
0412F

0

0
2

Left arm

Right arm
Left arm

Intramuscular

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 5376
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Oct-2007
Vaccine Date

19-Oct-2007
Onset Date

4
Days

09-Nov-2007
Status Date

MI
State Mfr Report Id

4 days after Receiving chicken pox vaccine at clinic developed Red-warm tender edema at injection site. 2 inch diameter ice; Tylenol x 2 days on day 7 after
vaccine swelling at injection site bruise-Red area-Non tender-Non itchy-Resolving

Symptom Text:

Other Meds:
Lab Data:
History:

NoPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

295064-1

09-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site bruising, Injection site erythema, Injection site pain, Injection site warmth

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
31-Oct-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

0601U
1061U

1
1

Left arm
Left arm

Intramuscular
Subcutaneously



10 JUN 2008 06:27Report run on: Page 5377
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Oct-2007
Vaccine Date

18-Oct-2007
Onset Date

0
Days

09-Nov-2007
Status Date

NH
State Mfr Report Id

Maculopapular rash over most of body, which began the evening of receiving dose #1 on her arms and then spread. Gradually resolving over 5-7 days with
antihistamines.

Symptom Text:

PRN Albuterol OrthtricyclenOther Meds:
Lab Data:
History:

NoPrex Illness:

None
No

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

295067-1

09-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash maculo-papular

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
31-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1263U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 5378
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Aug-2007
Vaccine Date

23-Aug-2007
Onset Date

0
Days

12-Nov-2007
Status Date

NY
State Mfr Report Id

at midnight on the same day pt was vaccinated noted itching on (L) wrist overnight rash began on that arm and was noted next am. over next 24 hrs rash (pink
papular) spread to trunk and both arms. Rash now resolved. no fever. no sore arm.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

none
Septra

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

295079-1

12-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus, Rash papular

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
31-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1060U 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 5379
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Jul-2007

Vaccine Date
Unknown

Onset Date Days
09-Nov-2007
Status Date

CT
State Mfr Report Id

Heard doctor say give Menactra and Gardasil vaccines. I did not check well child visit sheet to double check doctor's documentation of same.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

295090-1

09-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Medication error

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
31-Oct-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

42377BA
0181U

0
0

Unknown
Unknown

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 5380
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Jul-2007

Vaccine Date
Unknown

Onset Date Days
09-Nov-2007
Status Date

CT
State Mfr Report Id

Heard doctor say give Menactra & Gardasil vaccines. I did not check well child visit sheet to double check doctor's documentation of sameSymptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

295091-1

09-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, Medication error

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
31-Oct-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

42377BA
0181U

0
0

Unknown
Unknown

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 5381
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Oct-2007
Vaccine Date

18-Oct-2007
Onset Date

0
Days

12-Nov-2007
Status Date

NY
State Mfr Report Id

Pt received 3rd Gardasil vaccine at 11:00 am on 10/18/07 called office at 12:15 pm with c/o migraine headache with Lt pupil dilation, no other symptoms noted
- pt has Hx of migraines and Hx of stroke - pt instructed to treat migraine as she has in past and call her neurologist today 10/18/07, per Dr, PO instructions.

Symptom Text:

Aspirin, DepakoteOther Meds:
Lab Data:
History:

NonePrex Illness:

Hx of migraine headaches, Hx of stroke

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

295127-1

04-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Migraine, Mydriasis

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
31-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0742U 2 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Oct-2007
Vaccine Date

29-Oct-2007
Onset Date

0
Days

12-Nov-2007
Status Date

LA
State Mfr Report Id

Patient was in clinic on 10-29-07 and received Gardasil, Tdap and Dep-Provera around 3:00 - 3:15 pm. Mother reported around 6:00 pm the patient broke out
in hives on the right side of her neck, right/left sides of chest/back. Waited in ER and left. Called hospital. They told her to give Benadryl and Tylenol still itching
10-30-07. No rash.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
Anemia

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

295128-1

12-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
31-Oct-2007

Received Date

Prex Vax Illns:

TDAP
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

C2759AA
0243U

0
0

Right arm
Right arm

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Oct-2007
Vaccine Date

31-Oct-2007
Onset Date

0
Days

12-Nov-2007
Status Date

NC
State Mfr Report Id

Redness and itching at injection site L arm (no SOB or hives)Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Mild egg allergy, Ceclor allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

295136-1

04-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site pruritus

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
31-Oct-2007

Received Date

Prex Vax Illns:

HPV4
FLU

MERCK & CO. INC.
SANOFI PASTEUR

0389U
U2478DA

1
9

Right arm
Left arm

Unknown
Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Aug-2007
Vaccine Date

Unknown
Onset Date Days

02-Nov-2007
Status Date

FR
State

WAES0710USA06013
Mfr Report Id

Information has been received from a physician concerning his 12 year old daughter, who on 05-MAR-2007 was vaccinated with the first dose of Gardasil (well
tolerated) and on 04-MAY-2007 with the second dose of Gardasil. During the second half of June 2007 (calendar week 25), she developed generalized bruises.
Initially, this was not regarded as a possible reaction to the vaccine, as the family history included connective tissue weakness with similar symptoms. On 24-
AUG-2007, she was vaccinated with the third dose of Gardasil (lot # not provided), and she subsequently developed an injection site hematoma. A blood count
revealed 13,000 thrombocytes/nL; hemoglobin and leukocytes were within the normal range. In retrospect, the bruises were considered as the initial symptoms
of thrombocytopenia. On 03-SEP-2007, the physician's daughter was hospitalized and treated with immunoglobulins, and her thrombocytes increased to
265,000/nL. Her thrombocytes fell again to 30,000/nL and Ig treatment was repeated. A complete blood cell count with differential was normal, with the
exception of thrombocytes. Viral serology was negative (details not reported). Bone marrow aspiration was not performed. Hospitalization lasted for 4 days. On
an unknown date, the patient had recovered. Other business partner numbers include: E2007-07408.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Prex Illness:

platelet count 03?Sep07 13,000/nL; platelet count 03?Sep07 265,000/nL Comment: after therapy; platelet count 03?Sep07 30,000/nL; white blood cell
differential 03?Sep07 Comment: normal except thrombocytes; viral culture 03?Sep07 Comment: neg
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

295175-1 (S)

02-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Contusion, Injection site haematoma, Thrombocytopenia

 HOSPITALIZED, SERIOUS

Related reports:   295175-2

Other Vaccine
01-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Mar-2007
Vaccine Date

01-Jun-2007
Onset Date

88
Days

06-Nov-2007
Status Date

FR
State

WAES0710USA00273
Mfr Report Id

Information has been received from a physician concerning his 12 year old daughter with a history of connective tissue weakness who on 04-MAY-2007, was
vaccinated with a second dose of Gardasil. In the second half of June 2007 (calendar week 25), the patient developed generalised bruises. Initially, this was
not regarded as a possible reaction to the vaccine because in the family history, connective tissue weakness with similar symptoms was unknown. On 24-AUG-
2007, the patient was vaccinated with a third dose of Gardasil. Subsequently, the patient developed an injection site hematoma. Laboratory diagnostic studies
performed included a thrombocyte count which was reported as 13,000/nl. Hemoglobin and leukocytes were reported to be within the normal range.
Retrospectively, the bruises were considered as the first symptoms of thrombocytopenia. Follow up information received on 23-OCT-2007 stated, that the case
was upgraded to serious due to a hospitalization on 03-SEP-2007 for 4 days. The patient was treated with immunoglobulins and subsequently, throbocytes
increased to 265000/nl. They fell again to 30000/nl and Ig treatment was repeated. A complete blood cell count including differential blood count was normal,
except thrombocytes were affected. Virus serology was negative (no details reported). Bone marrow aspiration was not performed. On an unspecified date, the
patient had recovered. It was also reported that the first vaccination of Gardasil was well tolerated on 05-MAR-2007. Other business partner's numbers include:
E2007-07408. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Prex Illness:

WBC count Comment: within normal range; hemoglobin Comment: within normal range; platelet count Comment: 13000/nl; platelet count Comment: control
30000/nl; platelet count Comment: 265000/nl after immunoglobulins; red blood cell count Comme
Connective tissue disorder

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

295175-2 (S)

06-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Contusion, Injection site haematoma, Platelet count decreased, Thrombocytopenia

 HOSPITALIZED, SERIOUS

Related reports:   295175-1

Other Vaccine
05-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5386
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
02-Nov-2007
Status Date

--
State

WAES0710USA05676
Mfr Report Id

Information has been received from a physician, concerning her relative, a "15 or 16" year old female student with acne, who on an unknown date was
vaccinated with the second dose of Gardasil (lot # not provided). Concomitant therapy included doxycycline byclate (DORYX). Following the vaccination, the
student experienced arm pain, lightheadedness, generalized body numbness and a shuffling gait. The student also planned to see her family physician. At the
time of this report, the student had not recovered from the events. The physician considered the events to be disabling, as the student had missed time in
school. Additional information has been requested.

Symptom Text:

DoryxOther Meds:
Lab Data:
History:

AcnePrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

295176-1 (S)

02-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Gait disturbance, Hypoaesthesia, Pain in extremity

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Other Vaccine
01-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5387
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Sep-2007
Vaccine Date

08-Oct-2007
Onset Date

28
Days

02-Nov-2007
Status Date

KS
State

WAES0710USA04863
Mfr Report Id

Information has been received from a registered nurse concerning a 22 year old female with papilloma viral infection, depression, and no drug allergies, who on
10-SEP-2007 was vaccinated intramuscularly with a first dose of Gardasil (Lot# 658556/1060U). There was no concomitant medication. Subsequently, the
patient believed that she had become pregnant on the same day as the vaccination. On 08-OCT-2007 a pregnancy test was performed and was positive. The
patient's last menstrual period was 27-AUG-2007 and her estimated delivery date was 02-JUN-2008. On 20-OCT-2007 the patient had a miscarriage. No other
symptoms were noted. The patient had an office visit. At the time of the report, the patient's outcome was unknown. No product quality complaint was involved.
Upon internal review miscarriage was considered to be an other important medical event. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 08/27/2007); Papilloma viral infection; DepressionPrex Illness:

beta-human chorionic 10/08/07 - positive

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

295177-1

02-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
01-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1060U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5388
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Oct-2007
Vaccine Date

17-Oct-2007
Onset Date

0
Days

02-Nov-2007
Status Date

PA
State

WAES0710USA04843
Mfr Report Id

Information has been received from a physician concerning a 16 year old female, who "one week ago" was vaccinated with a first dose of Gardasil.
Concomitant therapy included Menactra. Subsequently, the patient developed arm and jaw pain while she was still in the office. The patient was taken to the
emergency room and released on the same day. An electrocardiogram was performed (no results provided). The patient recovered on an unspecified date. No
product quality complaint was involved. The physician considered the arm and jaw pain to be other important medical events. Additional information has been
requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

electrocardiogram
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

295178-1

02-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pain in extremity, Pain in jaw

 ER VISIT, NOT SERIOUS

Other Vaccine
01-Nov-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL 0

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 5389
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Jan-2007
Vaccine Date

06-Feb-2007
Onset Date

15
Days

02-Nov-2007
Status Date

NE
State

WAES0703USA03218
Mfr Report Id

Initial and follow-up information has been received from a nurse for the Pregnancy Registry for Gardasil concerning a 24 year old female who on 27-NOV-2006
was vaccinated, intramuscularly in the upper quadrant of the left arm, with a 0.5 mL first dose of Gardasil (lot # 653650/0702F). There was no concomitant
medication. On 22-JAN-2007 the patient was vaccinated intramuscularly in the upper quadrant of the left arm with a second 0.5 mL dose of Gardasil (lot #
653650/0702F). On 06-MAR-2007 the patient presented to the office stating that on 06-FEB-2007 she had taken a urine pregnancy test in her primary care
physician's office which was positive (LMP: 26-DEC-2006; EDD: 02-OCT-2007). Follow-up information indicated that on 19-SEP-2007 the patient delivered the
baby via cesarean section. The baby was reported to be healthy. Upon internal review cesarean section was considered to be an other important medical
event. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 12/26/2006)Prex Illness:

urine beta-human 02/06/07 - positive for pregnancy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

295179-1

02-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Caesarean section, Drug exposure during pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
01-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0702F 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5390
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Dec-2006
Vaccine Date

18-Dec-2006
Onset Date

0
Days

02-Nov-2007
Status Date

FL
State

WAES0701USA01391
Mfr Report Id

Initial and follow-up information has been received through the Merck pregnancy registry from a physician and a nurse concerning a 25 year old female with
drug hypersensitivity to aspirin with a history of 3 pregnancies and 1 live birth (2 terminations of pregnancy) who on 18-DEC-2006 was vaccinated with a first
0.5 ml dose of Gardasil (lot reported as "1101F"). There was no concomitant medication. On an unspecified date, the patient took a home pregnancy test and it
was positive. On 09-JAN-2007 the patient was seen in the physician's office and blood test was drawn for pregnancy (results not reported). The patient's last
menstrual period was 09-DEC-2006 and estimated date of delivery is 15-SEP-2007. The physician reported that he was going to tell the patient to terminate the
pregnancy. Follow-up reported that on an unspecified date the patient terminated the pregnancy. Upon internal review, terminated pregnancy was considered
to be an other important medical event. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 12/9/2006); Drug hypersensitivityPrex Illness:

urine beta-human - positive; serum beta-human - waiting for results

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

295180-1

02-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion induced, Drug exposure during pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
01-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5391
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Aug-2007
Vaccine Date

08-Aug-2007
Onset Date

0
Days

06-Nov-2007
Status Date

CA
State Mfr Report Id

TEENAGER RECIEVED MENACTRA VACCINE ON 8/8/2007. PER PARENT REPORT IN ABOUT 12 HRS SHE DEVELOPED TINGLING IN FINGERS,
HEADACHE AND WEAKNESS IN EXTREMITIES. ADMITTED TO CHILDRENS HOSPITAL FOR GUILLAIN-BARRE SYNDROME.  11/16/07 Reviewed hospital
medical records which reveal paitent experienced LE paralysis & paresthesias day after vax.  Admitted 8/9-8/12/2007.  Intensivist consult done in ER & dx as
probably early GBS. Paralysis resolved on admit. Tx w/IVIG but patient developed high fever & tachycardia & IVIG was d/c'd.  Then developed bradycardia
which resolved by next day.  Neuro consults x 2 done & neither agreed w/GBS dx.  FINAL DX: acute paralysis of LE's, resolved; reaction to IVIG, resolved;
fever, resolved; bradycardia, resolved.

Symptom Text:

Other Meds:
Lab Data:
History:

10:30-11:00AMPrex Illness:

LABS: CBC & chemistry WNL.  MRI brain & spine WNL.  CSF: glucose 49, protein 40, WBC 0, RBC 0.  Blood & csf culture neg.
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

295191-1 (S)

19-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Bradycardia, Diplegia, Drug hypersensitivity, Headache, Immunoglobulins, Muscular weakness, Paraesthesia, Pyrexia, Tachycardia

 ER VISIT, HOSPITALIZED, SERIOUS

Related reports:   295191-2

Other Vaccine
01-Nov-2007

Received Date

Prex Vax Illns:

TDAP
MNQ
HPV4

SANOFI PASTEUR
SANOFI PASTEUR
MERCK & CO. INC.

C2771AA
U2232AA
0927U

Left arm
Left arm

Right arm

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 5392
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Aug-2007
Vaccine Date

08-Aug-2007
Onset Date

0
Days

09-Apr-2008
Status Date

--
State

200704225
Mfr Report Id

Initial report received on 11 December 2007 from the Centers for Disease Control and Prevention, VAERS# 295191. A 15-year-old female patient with no pre-
existing medical history, developed tingling in fingers, a headache and weakness in extremities 12 hours after she had received an intradermal left arm injection
of Menactra, lot number U2232AA (incorrect route). The patient had received concomitant immunizations consisting of an intradermal left arm injection of
Adacel, lot number C2771AA (incorrect route) and an intradermal right arm injection of HPV (Gardasil), lot number 0927U on 08 August 2007. On 08 August
2007, 12 hours after she had received the vaccines, the patient developed tingling in her fingers, a headache and weakness in her extremities leading to
hospitalization 09 August 2007. The patient was admitted to the hospital for Guillain-Barre Syndrome. On 16 November 2007, a review of hospital medical
records revealed the patient experienced LE paralysis & paraesthesias the day after vaccination. The patient was hospitalized on 09 August 2007 and an
"Intensivist" consult was performed in the emergency room; diagnosis: "probably early GBS". Paralysis had resolved on admittance. Corrective treatment
included intravenous immunoglobulin but the patient developed a high fever and tachycardia, and the intravenous immunoglobulin was discontinued. The
patient then developed bradycardia which resolved by the next day. Laboratory and diagnostic testing included a CBC and chemistry (WNL), MRI brain & spine
(WNL), CSF: glucose (49), protein (40), WBC (0) and RBC (0). Blood and CSF culture negative. The patient was hospitalized for four days and was discharged
on 12 August 2007. According to the reporter, the patient had recovered from the event. Neurology consults x2 were performed and neither agreed with the
GBS diagnosis. Final diagnosis: acute paralysis of LE's, resolved; reaction to IVIG, resolved; fever, resolved; bradycardia, resolved. The patient was reported
as recovered from the event. At the time of th

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

CBC and chemistry - WNL; MRI brain and spine - WNL; CSF: glucose (49), protein (40), WBC (0), RBC (0);Blood and CSF culture negative
The patient had no pre-existing medical conditions and no known allergies at the time of vaccination.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

295191-2 (S)

09-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Blood product transfusion, Bradycardia, Guillain-Barre syndrome, Headache, Incorrect route of drug administration, Muscular weakness, Paraesthesia,
Paralysis, Pyrexia, Tachycardia, Transfusion reaction

 ER VISIT, HOSPITALIZED, SERIOUS

Related reports:   295191-1

Other Vaccine
10-Mar-2008

Received Date

Prex Vax Illns:

TDAP
HPV4
MNQ

SANOFI PASTEUR
MERCK & CO. INC.
SANOFI PASTEUR

C771AA
0927U
U2232AA

Left arm
Right arm
Left arm

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 5393
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Nov-2007
Vaccine Date

01-Nov-2007
Onset Date

0
Days

09-Nov-2007
Status Date

MI
State Mfr Report Id

After recieving Tdap and HPV4 vaccines, patient stood to leave and became pale and began to fall. She was assisted to a sitting position and aroused with an
ammonia capsule.  She stated she felt nauseous and hot. She was assisted to a lying position with feet elevated. B/P was 98/52 Pulse was 66.  Cool compress
applied. After 10 minutes B/P was 100/60.  Juice was offered.  After 10 minutes B/P/ 100/64.  Pt assisted to personel vehicle by mother and clinic RN.

Symptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

295196-1

09-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure decreased, Fall, Feeling hot, Nausea, Pallor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
01-Nov-2007

Received Date

Prex Vax Illns:

TDAP
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

C2688AA
1208F

0
0

Left arm
Right arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 5394
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Oct-2007
Vaccine Date

31-Oct-2007
Onset Date

0
Days

31-Dec-2007
Status Date

PA
State Mfr Report Id

-Dizziness tiredness, pain in legs, pain in left arm -Tylenol, Benadryl prn pain, local reaction, push fluids for dizzinessSymptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
9.0

295232-1

31-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Fatigue, Local reaction, Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
01-Nov-2007

Received Date

Similar~HPV (Gardasil)~2~0~In PatientPrex Vax Illns:

HPV4 MERCK & CO. INC. 0802U 2 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 5395
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Oct-2007
Vaccine Date

28-Oct-2007
Onset Date

11
Days

12-Dec-2007
Status Date

NM
State Mfr Report Id

Numbness starting in feet, now hands and mouth. No muscle weakness 12/11/07-records received for DOS 10/30/07 C/O numbness to hands and feet began
last week 10/17/07. Numbness in hands and lower arms as well as lips and face. 11/12/07-seen by neurologist, DX Postinfection cerebelitis, improving. Right
Bell's palsy, improving. Current clinical events are not related to vaccination with Gardasil.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

CBC, Chem 16, ESR 12/11/07-records received-Labs: lymph % 51, alk phos 180, ESR 2.
None 12/11/07-records received-Clinical HX raises possibility of mononucleosis.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

295242-1

13-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Encephalitis, Facial palsy, Hypoaesthesia, Hypoaesthesia facial, Hypoaesthesia oral

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
01-Nov-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2342CA
0960F

0
1

Left arm
Right arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 5396
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Aug-2007
Vaccine Date

06-Aug-2007
Onset Date

0
Days

09-Nov-2007
Status Date

CA
State Mfr Report Id

Patient c/o dizziness, fever 105 degrees F, nervousness. Patient parent contacted us today 11-1-07 about the reaction patient was given unknown med at ER
for reaction.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

295247-1

09-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Nervousness, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
01-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0171U 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 5397
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Oct-2007
Vaccine Date

24-Oct-2007
Onset Date

0
Days

12-Nov-2007
Status Date

NY
State Mfr Report Id

PT REPORTED AFTER RECEIVING 3RD DOSE OF GARDASIL STARTED TO EXPERIENCE FEVER,FLU-LIKE SYMPTOMS ABOUT 3 HOURS AFTER
INJECTION LASTING ABOUT 12 HOURS. NO OTHER SYMPTOMS AFTER THAT 12 HOUR PERIOD.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

295343-1

12-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Influenza like illness, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
02-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1265U 2 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 5398
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Mar-2003
Vaccine Date

15-May-2007
Onset Date

1523
Days

05-Nov-2007
Status Date

FR
State

WAES0707ESP00009
Mfr Report Id

Information has been received from an investigator concerning a 17 year old white female, menarche in 2002, with penicillin, erythromycin and josamycin
allergy and rhinitis allergic and a history of otitis and cutaneous common warts who entered a study. On 03-MAR-2003 the patient entered this protocol. At this
point and according to the inclusion criteria for this protocol the patient had to be virgin. On 14-MAR-2007 the patient signed the informed consent. On 14-MAR-
2003 a pregnancy test was performed and the result was negative. On 14-MAR-2003 the patient was vaccinated with HPV vaccine (unspecified). On 14-MAR-
2003 the patient received the first dose of the vaccine. On 16-May-2003 the patient was vaccinated with HPV vaccine; the patient received the second dose of
the vaccine. On 19-SEP-2003 a pregnancy test was performed and the result was negative. Then, on 19-SEP-2003 the patient was vaccinated with HPV
vaccine; the patient received the third dose of the vaccine. After this third dose, the patient was immunized against HPV (according to the primary investigator
verbal information). In May 2007 the patient was placed on concomitant therapy with patch EVRA. Then, the patient attended gynecologist office for first time.
The patient did not have any symptoms. It was a routine control. The gynecologist asked for a cytology (it was the first one that it was made to this patient). The
gynecologist asked for this first cytology according to their procedures: the patient had a history greater than a year of sexual activity. In addition the patient
have had several sexual partners. ON 15-MAY-2007 a cytology was performed and the result was grade I cervical intraepithelial neoplasia 1 (CIN 1). The
patient was diagnosed with cervical intraepithelial neoplasia 1 (CIN 1). The patient's cervical intraepithelial neoplasia 1 (CIN 1) persisted. On 19-JUL-2007 a
colposcopy was scheduled. By the moment, no serology test had been performed. At this time, relationship of cervical intraepithelial neoplasia 1 (CIN 1) to
study ther

Symptom Text:

ethinyl estradiol (+) norelgestrominOther Meds:
Lab Data:

History:
Drug hypersensitivity; Rhinitis allergicPrex Illness:

diagnostic pathological examination 15May07 colposcopic byopsy and cytology: CIN II: cervical intraepithelial grade II neoplasm, beta-human chorionic
gonadotropin (unsp) 14Mar03 negative, beta-human chorionic gondatropin (unsp) 19Sep03 nega
Otitis; Wart; tympanocentesis; Adenoidectomy; Gastric ulcer

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

295381-1

05-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cervical dysplasia, Loop electrosurgical excision procedure, Neoplasm malignant

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
02-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5399
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
05-Nov-2007
Status Date

FR
State

WAES0710USA06017
Mfr Report Id

Information has been received from a gynaecologist that a pharmacist reported that she heard from a mother concerning her daughter (age unknown), who, on
an unspecified date, was vaccinated with a second dose of Gardasil. The previous vaccination with Gardasil was well tolerated. Subsequently, the patient
developed a "non bacterial eye infection." The patient was admitted to an ophthalmic hospital. It was reported that the patient "nearly missed blindness." The
physicians saw a causal relation to the vaccination. At the time of the report, the patient's outcome was unknown. Other business partner numbers included:
E2007-07438. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
No reaction on previous exposure to vaccine.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

295383-1 (S)

05-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Eye infection

 HOSPITALIZED, SERIOUS

Other Vaccine
02-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5400
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Oct-2007
Vaccine Date

28-Oct-2007
Onset Date

2
Days

09-Nov-2007
Status Date

NJ
State Mfr Report Id

Developed raised rash on legs, feet, axilla, under breast with "excruciating pain" in legs and feet.Symptom Text:

LOESTRIN 24; ZOLOFT; WELLBUTRINOther Meds:
Lab Data:
History:

NonePrex Illness:

Spongiotic dermatitis by biopsy
None/NKDA

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

295418-1

09-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pain in extremity, Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
02-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0742U 1 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 5401
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Oct-2007
Vaccine Date

08-Oct-2007
Onset Date

0
Days

09-Nov-2007
Status Date

CO
State Mfr Report Id

Syncope/ incontinence of urine/ possible seizure (unwitnessed by medical staff) within 15 minutes of administration.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

Sulfa

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.5

295425-1

09-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope, Urinary incontinence

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
02-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1062U 0 Right arm Unknown



10 JUN 2008 06:27Report run on: Page 5402
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Sep-2007
Vaccine Date

15-Oct-2007
Onset Date

24
Days

06-Nov-2007
Status Date

FR
State

WAES0710USA06018
Mfr Report Id

Information has been received from a gynaecologist concerning a 13 year old female who on 09-May-2007 was vaccinated with a first dose of Gardasil which
was well tolerated. On 21-SEP-2007, the patient was vaccinated intramuscularly into the upper arm with a 2nd dose of the Gardasil (lot # not reported). On 15-
Oct-2007, the patient went to the reporting physician and was diagnosed with Bartholin's abscess. On 16-Oct-2007, the patient was hospitalized for surgery.
Patient recovered completely, exact duration of hospital stay and date of discharge was not reported. The reporting doctor (who is not the vaccinating
physician) did not consider a causal relationship to the vaccine. Case was reported on demand of patient's mother. Other business partner numbers include
E2007-07396 (0). Additional information is not expected, case is closed.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

295486-1 (S)

06-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Bartholins abscess, Surgery

 HOSPITALIZED, SERIOUS

Other Vaccine
05-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Right leg Intramuscular



10 JUN 2008 06:27Report run on: Page 5403
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Aug-2007
Vaccine Date

06-Aug-2007
Onset Date

3
Days

06-Nov-2007
Status Date

FR
State

WAES0710USA06016
Mfr Report Id

Information has been received from a healthcare professional concerning a 14 year old female with no relevant history who was vaccinated into the upper right
arm (route not reported) with the 1st dose of Gardasil (NF37120, lot# 1475F) on 03-AUG-2007. On 06-AUG-2007 the patient, developed conjunctivitis and was
hospitalized on an unspecified date. The patient went through "Exhaustive examinations" in the ophthalmologic department and a cause was not revealed. At
the time of reporting symptoms were still ongoing. Other business partners numbers include E2007-07370 (0). Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

295487-1 (S)

09-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Conjunctivitis

 HOSPITALIZED, SERIOUS

Other Vaccine
05-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1475F 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5404
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Oct-2007
Vaccine Date

24-Oct-2007
Onset Date

0
Days

06-Nov-2007
Status Date

NY
State

WAES0710USA05654
Mfr Report Id

Information has been received from a physician concerning a 25 year old female who on 24-OCT-2007 was vaccinated IM with the first dose of Gardasil (Lot
#658560/1062U). Concomitant therapy included ethinyl estradiol/norgetimate (TRINESSA), acyclovir (ZOVIRAX) and influenza virus vaccine (unspecified). On
24-OCT-2007 the patient experienced anaphylaxis and rash 5 minutes after vaccination. Subsequently, the patient recovered from anaphylaxis and rash after
being treated with 2 shots of Decadron and Benadryl. The physician considered these events to be life threatening. Additional information has been requested.

Symptom Text:

ZOVIRAX; TRINESSAOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory - positive herpes antibody
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

295488-1 (S)

06-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anaphylactic reaction, Rash

 LIFE THREATENING, SERIOUS

Other Vaccine
05-Nov-2007

Received Date

Prex Vax Illns:

HPV4
FLU

MERCK & CO. INC.
UNKNOWN MANUFACTURER

1062U
NULL

0 Unknown
Unknown

Intramuscular
Unknown



10 JUN 2008 06:27Report run on: Page 5405
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Jul-2007

Vaccine Date
07-Aug-2007
Onset Date

14
Days

09-Nov-2007
Status Date

TX
State

TX0791
Mfr Report Id

Pt presented to the clinic on 8/13/07 with 1 week history of diplopia, ataxia, and weakness of extremities R>L. Pt was admitted to hospital on 8/14 and dx with
acute disseminated encephalomyelitis and azotemia. Pt was treated with a 5 day course of Solumedrol and Prednisone taper started with improvement in all
sx's except diplopia.  12/26/2007 MR received for DOS 8/14-24/2007.  No formal D/C DX noted but following diagnostic studies DX of ADEM is proposed.  Child
presented to ER with 6 day hx of double vision, 4 day hx of unsteady gait, extremity weakness (R>L) and abnormal eye movements noted by dad. Pt began
running into things and falling while walking.  Weakness, pain and unsteady gait have worsened. PE (+) for decreased strength upper & lower extremities, 1
beat clonus bilat, CN III palsy, R exotropia. Neurologic sequelae:  Pt became more encephalopathic during admission (ataxia and III CN palsy) so transfered to
PICU.  Pt developed deteriorating renal function/azotemia which worsened after CT contrast. Txd with IV and po steroids.  Discharged on day 10 in stable
condition with aspiration precautions. 12/28/2007 Spoke with reporter who states only sequelae at this time is some occasional double vision when pt gets
tired. Other sx such as ataxia, dysphagia and renal function are now resolved.

Symptom Text:

NoneOther Meds:
Lab Data:

History:
NonePrex Illness:

MRI brain - abnormal findings in mid brain and base of brain; Increased BUN/CR.  Labs and Diagnostics: MRI brain markedly abnormal findings involving
midbrain and base of the brain.  CT brain unremarkable. Renal US  normal. Barium swallow
Hyperlipidemia, abnormal LFT's, acanthosis, overweight. PMH:  Fx forearm, allergies, possible LFT abnormalities.  NKDA.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

295507-1 (S)

31-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Ataxia, Azotaemia, Clonus, Diplopia, Encephalopathy, Eye movement disorder, Fall, Gait disturbance, IIIrd nerve paresis, Leukoencephalomyelitis,
Muscular weakness, Pain, Renal impairment, Strabismus

 ER VISIT, HOSPITALIZED, SERIOUS

Related reports:   295507-2;  295507-3

Other Vaccine
05-Nov-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2139AA
1447F

0
0

Unknown
Unknown

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 5406
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
08-Nov-2007
Status Date

TX
State

WAES0711USA00516
Mfr Report Id

Information has been received from a physician concerning a female, approximately 12 years old, who was vaccinated with the first dose of Gardasil. At that
time, she was administered an unspecified meningitis vaccination in a different body location. Subsequently the patient was hospitalized for 2 weeks with
swelling of the brain. The patient was discharged from the hospital and had residual double vision. She was scheduled to see an ophthalmologist. The patient
was "recovering". Brain swelling with residual double vision were considered to be immediately life-threatening by the reporter. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

295507-2 (S)

20-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Brain oedema, Diplopia

 HOSPITALIZED, LIFE THREATENING, SERIOUS

Related reports:   295507-1;  295507-3

Other Vaccine
07-Nov-2007

Received Date

Prex Vax Illns:

UNK
HPV4

UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL 0

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 5407
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Jul-2007

Vaccine Date
14-Aug-2007
Onset Date

18
Days

26-Nov-2007
Status Date

TX
State Mfr Report Id

6 day history of double vision, 4 day history of unsteady gait and weakness in extremities (right side greater than left).Symptom Text:

Motrin and LoratidineOther Meds:
Lab Data:

History:
Prex Illness:

CT of head normal, CXR is within normal limits, MRI of head: markedly abnormal findings in midbrain and base of brain with a differential dx of basilar
meningitis, brainstem encephalopathy, brainstem glioma.  Infectious dx report states tha
NKDA, Term spontaneous vaginal delivery, 8 lbs, no complications with birth noted

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

295507-3 (S)

27-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Diplopia, Gait disturbance, Muscular weakness

 ER VISIT, HOSPITALIZED, SERIOUS

Related reports:   295507-1;  295507-2

Other Vaccine
21-Nov-2007

Received Date

Prex Vax Illns:

MEN
HPV4

UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Unknown
Intramuscular



10 JUN 2008 06:27Report run on: Page 5408
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Oct-2007
Vaccine Date

27-Oct-2007
Onset Date

8
Days

09-Nov-2007
Status Date

CA
State Mfr Report Id

approximately 2 weeks after vaccine administration developed headache, ataxia, and seizures requiring antiepileptics, steroids, antibiotics.  11/6/07 Received
vax records & pcp medical records.  VAERS database updated w/same & date of vax corrected to 10/19/2007. Flu shot not on vax record but ordered on pcp
note.  Pcp note of 10/19 indicates patient in good health on day of vax.  Returned to pcp 11/2/07 w/dizziness, fever, HA, slight cough.  Dx w/viral infection.  T/C
to provider to clarify vax info.  Received 2nd page of vax record w/flu vax info.  VAERS database updated w/same. 11/30/07 Reviewed hospital medical records
which reveal patient experienced HA, vomiting, ataxia & right sided spasticity.  Had HA x 7 days prior to admitl w/increasing ataxia x 3 days.  Admitted 11/2-
11/10/2007.  As preparing for LP, patient had seizure & desaturation.  Intubated & admitted to PICU.  Neuro consult done.  Given IV antibiotics & antivirals until
cultures came back neg.  Extubated 11/5 & progressed well on antiseizure meds.  FINAL DX: Encephalitis; ataxia; headache.

Symptom Text:

Other Meds:
Lab Data:

History:
nonePrex Illness:

LABS: CT scan WNL.  MRI initially WNL.  Repeat MRI revealed focal lesion in corpus callosum.  MRA of neck WNL. CSF protein 118 (H), WBC 54 (H), RBC 2
(H), lymphs 92% (H), monos 8% (L).  HSCRP 2.05 (H)Blood, urine & CSF cultures neg.  Trach
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

295526-1 (S)

03-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Ataxia, Convulsion, Cough, Dizziness, Encephalitis, Headache, Intensive care, Lumbar puncture, Mechanical ventilation, Muscle spasticity, Pyrexia, Viral
infection, Vomiting

 EXTENDED HOSPITAL STAY, HOSPITALIZED, PERMANENT DISABILITY, SERIOUS

Related reports:   295526-2

Other Vaccine
05-Nov-2007

Received Date

Prex Vax Illns:

VARCEL
TDAP

MNQ
FLU
HPV4

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
SANOFI PASTEUR
SANOFI PASTEUR
MERCK & CO. INC.

0127U
AC52B013AA

U2208AA
U2435AA
0012U

1
5

0

0

Left arm
Left arm

Left arm
Left arm
Left arm

Unknown
Unknown

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 5409
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Oct-2007
Vaccine Date

27-Oct-2007
Onset Date

8
Days

20-Dec-2007
Status Date

--
State

200704226
Mfr Report Id

Initial report received on 10 December 2007 from another manufacturer, report# WAES 0712USA01240, The initial reporter to this manufacturer had been the
FDA. Verbatim from the report: "Information has been received from the FDA through the Freedom of Information Act concerning a 11 year old female with no
medical history or pre-existing illnesses who on 19-OCT-2007 was vaccinated in the left arm (route not reported) with the 1st dose of Gardasil (lot#
65503/0012U). The patient was concomitantly vaccination with Varivax (lot# 656691/0127U) in the left arm, influenza virus vaccine (unspecified) (lot#
U2435AA) in the left arm, BOOSTRIX (lot#AC52B013AA) in the left arm and MENACTRA (lot# U2208AA) in the left arm. On 27-OCT-2007, approximately 2
weeks after vaccine administration, the patient developed ataxia, headache and seizures requiring antiepileptics, steroids and antibiotics. The patient was
hospitalized. It is unknown if patient recovered." The VAERS ID number is 295526. No additional information is expected.

Symptom Text:

Other Meds:
Lab Data:
History:

Prex Illness:

Unknown
The patient had no medical history or pre-existing illness at the time of vaccination.  It was unknown if the patient had been receiving any concomitant
medications.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

295526-2 (S)

20-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Ataxia, Convulsion, Headache

 HOSPITALIZED, PERMANENT DISABILITY, SERIOUS

Related reports:   295526-1

Other Vaccine
19-Dec-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
FLU
TDAP

MNQ

MERCK & CO. INC.
MERCK & CO. INC.
SANOFI PASTEUR
GLAXOSMITHKLINE
BIOLOGICALS
SANOFI PASTEUR

0127U
0012U
U2435AA
AC52B013AA

U2208AA

1
0

5

0

Left arm
Left arm
Left arm
Left arm

Left arm

Unknown
Unknown
Unknown
Unknown

Unknown



10 JUN 2008 06:27Report run on: Page 5410
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Oct-2007
Vaccine Date

22-Oct-2007
Onset Date

0
Days

13-Nov-2007
Status Date

TN
State Mfr Report Id

Swelling at injection site, red - hurts when moving arm.Symptom Text:

Other Meds:
Lab Data:
History:

N/APrex Illness:

N/A
N/A

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

295548-1

14-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site swelling, Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
05-Nov-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

125111
1062U

0
0

Right arm
Right leg

Subcutaneously
Intramuscular



10 JUN 2008 06:27Report run on: Page 5411
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Oct-2007
Vaccine Date

17-Oct-2007
Onset Date

1
Days

13-Nov-2007
Status Date

NJ
State Mfr Report Id

After receiving vaccine on 10/16/07 on 10/17/07 and 10/18/07 Pt had severe knee and joint pain all over. On 10/19/07 Pt states she was unable to walk without
help. Did not seek any medical care over the weekend. Called today 10/22 to state she is feeling much better but still has some knee tenderness

Symptom Text:

Nuva RingOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

295561-1

14-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abasia, Arthralgia, Tenderness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
05-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1263U 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 5412
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Oct-2007
Vaccine Date

Unknown
Onset Date Days

13-Nov-2007
Status Date

MI
State Mfr Report Id

No adverse reactions occurred. Pt was given a Hepatitis B vaccine by accident, pt was to receive a Hepatitis A.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
RAD

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
9.0

295569-1

14-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Wrong drug administered

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
05-Nov-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
HEP

FLU

MERCK & CO. INC.
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
SANOFI PASTEUR

1121U
1208F
AHBVB319AA

U2498AA

1
0
3

0

Left arm
Right arm
Left arm

Right arm

Intramuscular
Intramuscular
Intramuscular

Intramuscular



10 JUN 2008 06:27Report run on: Page 5413
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Oct-2007
Vaccine Date

18-Oct-2007
Onset Date

2
Days

14-Nov-2007
Status Date

MA
State Mfr Report Id

Generalized urticaria and pruritus approx 30 h after IM.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
Carbamazepine

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

295578-1

15-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
05-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1063 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5414
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Oct-2007
Vaccine Date

19-Oct-2007
Onset Date

0
Days

14-Nov-2007
Status Date

MA
State Mfr Report Id

Syncopal episode 12-15 minutes after vax. Pt was supine for imm, supine though PE, elevated gradually after 5 min, then arose, dressed, walked across room,
sat there and fainted.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

CT normal
None except vasovagal episodes

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

295582-1

15-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
05-Nov-2007

Received Date

Prex Vax Illns:

TDAP

HPV4
MNQ

GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
SANOFI PASTEUR

AC52B015BA

1265U
U2395BA

0

0
0

Left arm

Left arm
Right arm

Intramuscular

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 5415
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Oct-2007
Vaccine Date

13-Oct-2007
Onset Date

5
Days

14-Nov-2007
Status Date

NY
State Mfr Report Id

systemic hivesSymptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

295583-1

15-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
05-Nov-2007

Received Date

Prex Vax Illns:

TDAP
HPV4
MNQ

SANOFI PASTEUR
MERCK & CO. INC.
SANOFI PASTEUR

C2769AA
10636
62207AA

0
0
0

Unknown
Unknown
Unknown

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 5416
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Aug-2007
Vaccine Date

03-Aug-2007
Onset Date

2
Days

14-Nov-2007
Status Date

LA
State

LA071001
Mfr Report Id

10/16/2007-Came to clinic with aunt to receive HPV & flu vaccine but when questioned if had any complications from last vaccines she stated she broke out in
bumps after a couple of days that itched. Denied any drainage from the bumps and stated they were on her face, trunk & extremities. Patient was a poor
historian and her aunt was unaware of the reaction. Obtained her mother's phone numbers and will attempt to get more history from her. Rescheduled
appointment for immunization appointment day. 10/22/2007=Unable to get in touch with mother for more history after attempting for 1 week. Called our medical
director, and reported what history we had and he stated he was convinced it was the varicella immunization that caused the reaction and it was o.k. for her to
receive her HPV.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

295589-1

15-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
05-Nov-2007

Received Date

Prex Vax Illns:

VARCEL
MNQ
HPV4
TDAP

MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.
SANOFI PASTEUR

0791R
U2058AA
0960F
C2491AA

1
0
0
5

Left arm
Left arm

Right arm
Right arm

Subcutaneously
Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 5417
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Sep-2007
Vaccine Date

26-Sep-2007
Onset Date

5
Days

14-Nov-2007
Status Date

MI
State

MI2007023
Mfr Report Id

Initial soreness of (L) arm. Disappeared after approx 48 hours. Approx 5-6 days after HPV experienced gradual onset increasing (L) shoulder pain radiating
down (L) arm. When discomfort progressed to decreased ROM of shoulder on 10/12/07. Was seen by PP who prescribed Anaprox and Vicodin. States gradual
improvement 30% since starting meds. PC on 10/17/07 states 100% improvement still taking Anaprox.

Symptom Text:

N/AOther Meds:
Lab Data:
History:

N/APrex Illness:

N/A
N/A

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

295596-1

15-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Joint range of motion decreased, Musculoskeletal pain, Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
05-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0525U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 5418
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Oct-2007
Vaccine Date

31-Oct-2007
Onset Date

0
Days

14-Nov-2007
Status Date

CA
State Mfr Report Id

Fainting and black out episode; otherwise normal vital and no pain.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

Pulse 70; Sats 59; RA BL PR; 22 past vasovagal
NKA

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

295597-1

15-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
05-Nov-2007

Received Date

Prex Vax Illns:

TDAP

MNQ
HPV4

GLAXOSMITHKLINE
BIOLOGICALS
SANOFI PASTEUR
MERCK & CO. INC.

AC52B013AA

U7377BA
0187U

1

0
0

Left arm

Left arm
Right arm

Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 5419
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Oct-2007
Vaccine Date

25-Oct-2007
Onset Date

0
Days

14-Nov-2007
Status Date

VT
State Mfr Report Id

instantly ached, same afternoon of vaccine increased swelling and redness. Redness and swelling persisted x 4 days. (+) itch.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
9.0

295600-1

15-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Pain, Pruritus, Swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
05-Nov-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

1333U
0525U

1
0

Left arm
Right arm

Subcutaneously
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Sep-2007
Vaccine Date

10-Oct-2007
Onset Date

12
Days

15-Nov-2007
Status Date

GA
State

GA07061
Mfr Report Id

School nurse called mother, told come for child abnormal scratching, whelps, things maybe reaction to varicella - observed very few whelps, no open areas -
possible mosquito bite, resolved with using Caladryl.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

295607-1

15-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
05-Nov-2007

Received Date

Prex Vax Illns:

VARCEL
MNQ
TDAP

HEPA

HPV4

MERCK & CO. INC.
SANOFI PASTEUR
GLAXOSMITHKLINE
BIOLOGICALS
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

1180U
U2233CA
C2844AA

AHAVB217BA

0389U

1
0
5

0

0

Left arm
Right arm
Right arm

Left arm

Left arm

Subcutaneously
Intramuscular
Intramuscular

Intramuscular

Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Nov-2007
Vaccine Date

01-Nov-2007
Onset Date

0
Days

15-Nov-2007
Status Date

KY
State Mfr Report Id

Severe HA with N/V to point mom was afraid pt would aspirate vomiting. Red faced and pale around mouth. Vomited so hard ans so much that veins burst on
face. Received IV Phenergan and pain med.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None known
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

295612-1

15-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Headache, Nausea, Pallor, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
05-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0962F 0 Right arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Nov-2007
Vaccine Date

05-Nov-2007
Onset Date

0
Days

15-Nov-2007
Status Date

OH
State Mfr Report Id

I gave the Gardasil in the Lt arm, immediately she was c/o pain and itching, swelling and redness occurred, ice applied and Benadryl given per MD.Symptom Text:

Advair; Albuterol PRNOther Meds:
Lab Data:
History:

N/APrex Illness:

Allergy Amoxicillin (2 rashes as infant - tried again in 1997 and ok after), asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

295625-1

15-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Pain, Pruritus, Swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
05-Nov-2007

Received Date

Prex Vax Illns:

TDAP
MNQ
HPV4
FLU

SANOFI PASTEUR
SANOFI PASTEUR
MERCK & CO. INC.
SANOFI PASTEUR

C2720AA
U2416AA
12094
U2527AA

0
0
0
0

Right arm
Right arm
Left arm

Right arm

Unknown
Unknown
Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Nov-2007
Vaccine Date

Unknown
Onset Date Days

14-Nov-2007
Status Date

IL
State Mfr Report Id

DTaP given instead of Tdap. No adverse effects - per step-mother 11/06/07.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

N/A
Allergies - PCN, albuterol, benadryl

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

295668-1

14-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Wrong drug administered

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
06-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1447F 0 Right arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Jan-2007
Vaccine Date

30-Jan-2007
Onset Date

0
Days

07-Nov-2007
Status Date

WY
State

WAES0703USA01556
Mfr Report Id

Information has been received through the Merck pregnancy registry from a registered nurse concerning a 22 year old female with no drug reactions/allergies,
hypothyroidism, depression and a history of 3 pregnancies and 3 live birth who on 30-JAN-2007 was vaccinated with the first dose of Gardasil IM in right deltoid
(Lot # 65519/1427F). Concomitant therapy included levothyroxine Na (SYNTHROID) and bupropion HCl (WELLBUTRIN). The patient was found to be pregnant
(LMP 08-JAN-2007). The estimated delivery date was reported as 16-OCT-2007.  A pregnancy test, chlamydia culture, thyroid level and wellness screening
panel were done (results not reported). An ultrasound done on 19-FEB-2007 for prenatal care and was noted to be normal. Additional information indicated that
in April, 2007, week from LMP 12, the patient had an elective termination of pregnancy. It was unknown whether the fetus was normal and the products of
conception examined. Additional information has been requested.

Symptom Text:

Wellbutrin 150 mg; Synthroid 0.2 mgOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 1/8/2007); Hypothyroidism; DepressionPrex Illness:

ultrasound 02/19/07 - NL; diagnostic laboratory; beta-human chorionic; Chlamydia trachomatis; thyroid function test

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

295681-1

07-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion induced, Drug exposure during pregnancy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
06-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1427F 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
07-Nov-2007
Status Date

--
State

WAES0710USA06139
Mfr Report Id

Information has been received from a consumer concerning her friend's 19 to 20 year old daughter who was vaccinated with the first and second dose of
Gardasil. She indicated that her daughter developed "cancer cell" after the second dose. The patient had pap smear before the first dose and had normal
results. However, after the second dose about  a month ago the patient had abnormal pap smear results, "cancer cells," which had to be removed. It was
indicated that cancer cells were removed and the patient was fine. Unknown medical attention was sought. The patient was recovered. No product quality
complaint was involved. On 30-OCT-2007 the followup information indicated that the patient never received the third dose of vaccination. This is one of two
cases from the same source. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

cervical smear - abnormal
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

295682-1

07-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cervix carcinoma

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
06-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-May-2007
Vaccine Date

01-May-2007
Onset Date

0
Days

07-Nov-2007
Status Date

MO
State

WAES0710USA06188
Mfr Report Id

Information has been received from a physician concerning a 25 year old female who in May 2007, was vaccinated with the first dose of Gardasil. There was no
concomitant medication. about 10 days after the vaccination her foot swelled up. Then the swelling spread to her knee and shoulder. The patient had a CAT-
scan done and it revealed that she had an enlarged spleen. Unknown medical attention was sought. The patient was put on high dose of Ibuprofen
(manufacturer unspecified) and the condition resolved by July. The enlarged spleen and swollen foot considered to be disabling. No product quality complaint
was involved. No further information is available.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

computed axial; diagnostic laboratory
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

295683-1 (S)

07-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Oedema peripheral, Splenomegaly

 PERMANENT DISABILITY, SERIOUS

Other Vaccine
06-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
07-Nov-2007
Status Date

FR
State

WAES0710USA06210
Mfr Report Id

Information has been received from a health professional concerning a 12 year old female who was vaccinated with a dose of Gardasil. Injection site, route,
number in series and lot # were not provided. On an unspecified date immediately post vaccination, the patient experienced syncope. She recovered
spontaneously after short time, exact duration not reported. Short time after this reaction the patient became somnolent and showed repeated "twitches". She
was hospitalized on an unspecified date. As of 31-Oct-2007 the patient had not recovered. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

295684-1 (S)

07-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Muscle twitching, Somnolence, Syncope

 HOSPITALIZED, SERIOUS

Other Vaccine
06-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Mar-2007
Vaccine Date

Unknown
Onset Date Days

07-Nov-2007
Status Date

--
State

WAES0710USA06540
Mfr Report Id

Information has been received from a Nurse Practitioner concerning a female with no pertinent medical history and no prior drug reactions who, in February
2007, was vaccinated with the first dose of Gardasil. There was no concomitant medication. The patient's second dose of Gardasil was administered in March
2007. The nurse practitioner reported that the patient developed colitis after she received her second dose of Gardasil. The lot numbers were not known. As of
30-OCT-2007, the patient had not recovered from the colitis. The reporter considered the colitis to be disabling. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

295685-1 (S)

07-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Colitis

 PERMANENT DISABILITY, SERIOUS

Other Vaccine
06-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
07-Nov-2007
Status Date

NY
State

WAES0710USA06548
Mfr Report Id

Information has been received from a health care worker concerning a 20 year old female with seasonal allergies to mold, grass, and dust who on 20-OCT-
2007 was vaccinated with the second dose of Gardasil (lot# 654540/1209U) intramuscularly (IM) in the left arm. There was no concomitant medication. The
evening of the second dose of Gardasil, the patient experienced injection site pain, causing immobility and inability to raise the left arm to get dressed. The
patient's left arm pain/immobility had not improved and had worsened since the second Gardasil. No lab testing was performed. The patient was seen in the
office on 31-OCT-2007. Injection site arm pain and immobility were considered disabling by the reporter. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Seasonal allergyPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

295686-1 (S)

07-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injected limb mobility decreased, Injection site pain

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Other Vaccine
06-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
07-Nov-2007
Status Date

NY
State

WAES0710USA06627
Mfr Report Id

Information has been received from a physician concerning a 14 year old female who on an unspecified date was vaccinated with a first dose of Gardasil IM.
Subsequently, the patient experienced a latent seizure after receiving the first dose of the vaccine. The outcome of the seizure was not reported. Upon internal
review, seizure was considered to be an Other Important Medical Event. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

295687-1

07-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
06-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
07-Nov-2007
Status Date

--
State

WAES0710USA06704
Mfr Report Id

Information has been received from a medical student concerning a female who was vaccinated with a dose of Gardasil. It was reported that "within a few
weeks or a few months" after vaccination the patient was diagnosed with cutaneous polyarteritis nodosa. The patient's outcome was unknown. Upon internal
review, polyarteritis nodosa was considered to be an other important medical event. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

295688-1

07-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Polyarteritis nodosa

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
06-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
07-Nov-2007
Status Date

--
State

WAES0710USA07077
Mfr Report Id

Information has been received from a consumer concerning her friend's mid 20 year old daughter who was vaccinated with the first and second dose of
Gardasil. She indicated that her daughter developed "cancer cell" after the second dose. The patient had pap smear before the first dose and had normal
results. However, after the second dose about a month ago the patient had abnormal pap smear results, "cancer cells," which had to be removed. It was
indicated that cancer cells were removed and the patient was fine. Unknown medical attention was sought. The patient was recovered. No product quality
complaint was involved. On 30-Oct-2007 the followup information indicated that the patient never received the third dose of vaccination. This is one of two
cases from the same source. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

cervical smear - abnormal
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

295689-1

07-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cervix carcinoma

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
06-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Nov-2006
Vaccine Date

13-Dec-2006
Onset Date

21
Days

14-Nov-2007
Status Date

PA
State Mfr Report Id

Patient went from being a very healthy, active, goal oriented student to feeling tired and sick all the time. Two weeks after the first dose she had a severe sore
throat which lasted for weeks and she was in extreme pain and had to take Tylenol with Codeine and felt tired and weak all the time.   After the second dose
she also started to experience anxiety because she was concerned that something was wrong with her.  After the third dose she has had several things
happen.  She began breaking out with a small pimple like lesion on her face which turned into a dime size open wound which looked like a burn.  To this day
she still gets one a month and they are all leaving scars on her face.  She has been to a dermatologist and to her pediatrician and no one has an answer as to
what they are or where she is getting them from.  The end of August she began feeling depressed because she never feels well and she lost 18 pounds in 4
weeks time.  She went down to 88 pounds.  Her legs are bruising terribly and she has been to the doctor's twice and no answers.  Her CBC's were all WNL. I
was afraid she was suffering from Anorexia, however, since then she has gained the 20 pounds back in a four week period of time which seems very unusual in
such a short period of time.  She states that ever since she has had the second dose of the vaccine she always feels scattered whereas in the past she was
always so focused.

Symptom Text:

12/13/2006 - Zithromax, Magic Mouthwash-Lido,Tylenol with Codeine     9/07 - Finacea   10/07 - Mupirocin 2% for face lesion.Other Meds:
Lab Data:
History:

NonePrex Illness:

Blood Work - all WNL - done where she attends school

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

295709-1

14-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Acne, Anxiety, Asthenia, Contusion, Depressed mood, Disturbance in attention, Fatigue, Malaise, Pain, Pharyngolaryngeal pain, Scar, Skin lesion, Weight
decreased

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
06-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0522U 2 Right arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Oct-2007
Vaccine Date

27-Oct-2007
Onset Date

1
Days

14-Nov-2007
Status Date

MI
State Mfr Report Id

19cm Red Swollen area on Left Arm , fever >101.1 Arthus reaction from Tdap vaccinationSymptom Text:

Hydrocodone/Acetaminophen, Rozerm, Restoril, Buspirone,Xopenex HFA, Allegra, Promethazine,Ortho-Novum, Ranitidine ,Keppra, Drysol,hydroxyzine,
Imodium

Other Meds:

Lab Data:
History:

nonePrex Illness:

Liver Transplant for Cancer, Kidney Stones, Chronic pain,

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

295715-1

14-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Oedema peripheral, Pyrexia, Type III immune complex mediated reaction

 ER VISIT, NOT SERIOUS

Other Vaccine
06-Nov-2007

Received Date

Prex Vax Illns:

TDAP
FLU
PPV
HPV4

SANOFI PASTEUR
SANOFI PASTEUR
MERCK & CO. INC.
MERCK & CO. INC.

C2862AA
U2500AA
0880F
1063U

0

0
0

Left arm
Right leg
Right arm
Left leg

Unknown
Unknown
Unknown
Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Oct-2007
Vaccine Date

08-Oct-2007
Onset Date

0
Days

15-Nov-2007
Status Date

CO
State Mfr Report Id

Nausea, fever hours after vaccine was administered, continued until the next day but had decreased in intensity.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

295727-1

15-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Nausea, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
06-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0928U 0 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Oct-2007
Vaccine Date

19-Oct-2007
Onset Date

1
Days

15-Nov-2007
Status Date

NC
State Mfr Report Id

Syncope 24 after administration of Gardasil and Flu vaccineSymptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

295732-1

15-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
05-Nov-2007

Received Date

Prex Vax Illns:

HPV4
FLU

MERCK & CO. INC.
NOVARTIS VACCINES AND
DIAGNOSTICS

1061U
80684

0
3

Right arm
Left arm

Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Oct-2007
Vaccine Date

28-Oct-2007
Onset Date

2
Days

16-Nov-2007
Status Date

AK
State Mfr Report Id

Mother of patient, call the clinic to report her daughter, pt after receiving the flu vaccine and the HPV #1 on 10/26/07 around 9:00am. 48hr later developed a
fever of 103.6. Is treating the fever with Tylenol. Fever remains at 103 today this a.m.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

295754-1

16-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
06-Nov-2007

Received Date

Prex Vax Illns:

HPV4
FLU

MERCK & CO. INC.
SANOFI PASTEUR

1424E
UT435AA

0
0

Right arm
Right arm

Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Oct-2007
Vaccine Date

24-Oct-2007
Onset Date

0
Days

16-Nov-2007
Status Date

PA
State Mfr Report Id

hives Benadryl 25mg poSymptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

295757-1

16-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
06-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1265U 0 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Oct-2007
Vaccine Date

31-Oct-2007
Onset Date

1
Days

19-Nov-2007
Status Date

NH
State Mfr Report Id

10/31/07 Mom called mid morning stating arm was red and swollen at site of Varivax. Shot size of a lemon and warm to touch. 11/1/07 mom called requesting
appointment for swelling and redness at site. Rx given Bactrim

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

Suprax-?Amoxicillin Allergies

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

295773-1

19-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site swelling, Injection site warmth

 ER VISIT, NOT SERIOUS

Other Vaccine
06-Nov-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

1368U
1062U

1
1

Right arm
Left arm

Subcutaneously
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Oct-2007
Vaccine Date

15-Oct-2007
Onset Date

4
Days

16-Nov-2007
Status Date

TN
State Mfr Report Id

Pt went to ER 4 days after immunizations with abdominal pain, LFT's elevated. U/A suspicious of UTI. Pt had been treated for vaginitis on 10/11/07. On
10/15/07 when seen in the ER, pt was diagnosed with hepatitis and UTI. Labs from 10/11/07 were normal. Concerned elevation was secondary to vaccine.
Repeated labs 10/25/07 - all normal.

Symptom Text:

Other Meds:
Lab Data:
History:

None except vaginal dischargePrex Illness:

10/11/07 LFT's nl; 10/15/07 in ER for abd pain, LFT's mildly elevated. 10/24/07 Returned to normal. ER visit diagnosed hepatitis and UTI.
Developmental delay, Obesity

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

295777-1

18-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Hepatitis, Liver function test abnormal, Urinary tract infection, Vaginal infection

 ER VISIT, NOT SERIOUS

Other Vaccine
06-Nov-2007

Received Date

Prex Vax Illns:

VARCEL
HEPA

HPV4

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

1027U
AHAVB181AA

0171U

1
0

0

Left arm
Left arm

Left arm

Subcutaneously
Intramuscular

Intramuscular



10 JUN 2008 06:27Report run on: Page 5441
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Oct-2007
Vaccine Date

30-Oct-2007
Onset Date

0
Days

16-Nov-2007
Status Date

MI
State Mfr Report Id

Pale, fainted, vomiting x 24 hours prolonged (sudden onset) nausea and several episodes of vomiting x 24 hours, then symptom free.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

295804-1

16-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Nausea, Pallor, Syncope, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
06-Nov-2007

Received Date

Prex Vax Illns:

TDAP
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

C2775AA
1265U

0
1

Left arm
Right arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 5442
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Mar-2007
Vaccine Date

19-Mar-2007
Onset Date

0
Days

16-Nov-2007
Status Date

NY
State Mfr Report Id

3/19 c/o reaction {chest pain treated in ER costochronditis; 5/21 no reaction per patient; 9/21/07 c/o reaction{SOB, nausea, jittery, generalized body pain 24
hours - resolved 3 doses given to patient

Symptom Text:

Nuva ringOther Meds:
Lab Data:
History:

NonePrex Illness:

None besides panic attacks

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

295805-1

16-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chest pain, Costochondritis, Dyspnoea, Feeling jittery, Nausea, Pain

 ER VISIT, NOT SERIOUS

Other Vaccine
06-Nov-2007

Received Date

~HPV (Gardasil)~1~22~In PatientPrex Vax Illns:

HPV4 MERCK & CO. INC. 0742U 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5443
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
M

Gender
29-Oct-2007
Vaccine Date

29-Oct-2007
Onset Date

0
Days

08-Nov-2007
Status Date

FR
State

WAES0710MEX00019
Mfr Report Id

Information has been received from a physician concerning a 12 year old male who on 29-OCT-2007 was vaccinated with Gardasil. The patient has familiar
history of diabetes mellitus and patient's mother with antecedent of vagotonic syndrome. There was no concomitant medication. On 29-OCT-2007 while the
patient was receiving the vaccination, the patient experienced vagotonic syncope followed by convulsive crisis and bradycardia and was admitted in the
emergency room for 3 hours. After convulsive crisis (duration and characteristics are unknown) postictal period was of approximately 40 minutes. The patient
was treated with 2 doses of dexamethasone 1 mL each. Subsequently, the patient recovered from vagotonic syncope, convulsive crisis and bradycardia. The
patient is in good conditions. The reporter felt that vagotonic syncope, convulsive crisis and bradycardia were related to therapy with Gardasil. By internal
revision was considered that the syncope vasovagal is other medical event. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

295841-1

08-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Bradycardia, Convulsion, Postictal state, Syncope vasovagal, Wrong drug administered

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
07-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5444
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Feb-2007
Vaccine Date

16-Feb-2007
Onset Date

10
Days

08-Nov-2007
Status Date

FR
State

WAES0710USA06855
Mfr Report Id

Information has been received from a health authority concerning a 16 year old female with no medical history who on 06-FEB-2007, was vaccinated with a first
dose of Gardasil. There was no illness at the time of vaccination. On 16-FEB-2007, the patient experienced a cerebral seizure. Ever since then the patient has
complained of a dextral headache. It is unknown if medical attention was sought. At the time of this report, the patient's outcome was unknown. Cerebral
seizure and dextral headache were considered to be other important medical events. Other business partner's numbers include: E200707510 and
PEI2007009701. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

295842-1

08-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Headache

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
07-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5445
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Nov-2007
Vaccine Date

05-Nov-2007
Onset Date

0
Days

14-Nov-2007
Status Date

NY
State Mfr Report Id

My daughter had never had a previous problem (2 of series of 3 shots). The shot was given when patient was sitting and as soon as the shot was given we
were told where to check out. Within a minute of walking out of exam room patient went blind and fainted. I was close enough to catch her. The Dr and Nurse
came to help and we layed patient on an exam table. Within a minute her color came back and I held a cold damp towel on her head for releif. She layed for
about 10 minutes and felt good enough to leave.   I wish I had read the website and I would have insisted that she would have been laying down and monitored
for 15 minutes after, as this could have been prevented. She was so anxious that this would happen again the day after that she had felt nausea again. I talked
to Dr the next day and he still insist that he will not have all patients lay down while giving Gardasil injections.  Even though he knows there is a risk of fainting.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

Alleries to dust

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

295851-1

14-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anxiety, Blindness, Nausea, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
07-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. UNKNOWN 1 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 5446
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Aug-2007
Vaccine Date

29-Aug-2007
Onset Date

1
Days

09-Nov-2007
Status Date

TX
State Mfr Report Id

During a blood test patient went pale and had a seizure. First had them 2 or 3 a day or more than 3 times per week during period of 8/29 to 10/11. Went to ER
for testing on 9/11. Started taking Topamax on 10/18. Doctor described them as migraine induced seizures. 1/3/08-records received-clinic visit 11/20/07-seen
in follow up of seizures, headache and dizziness without seizure risk factors. Bradycardia. First episode was approximately 4 years ago and next was
approximately 18 months ago. Starting on 8/29/07-began having frequent spells and LOC, shaking of left leg and upper extremity. All other seizures are staring
lasting 1-2 minutes with LOC. Fatigued. confused afterwards. Previously had daily headache now less frequent.

Symptom Text:

NoOther Meds:
Lab Data:
History:

NoPrex Illness:

MRI; EEG; Lead testing 1/3/08-records received-EEG normal. Echocardiogram normal. 24 hour Holter monitor normal.MRI brain normal.CT normal.
No 1/3/08-records received-PMH: Seizures during phlebotomy and hair salon.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

295876-1 (S)

03-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Bradycardia, Confusional state, Convulsion, Fatigue, Headache, Loss of consciousness, Migraine, Pallor, Tremor

 LIFE THREATENING, SERIOUS

Related reports:   295876-2

Other Vaccine
07-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0929U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5447
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Aug-2007
Vaccine Date

29-Aug-2007
Onset Date

1
Days

26-Dec-2007
Status Date

--
State

WAES0712USA01239
Mfr Report Id

Information has been received from the government through the information act concerning a 16 year old female with no medical history, pre-existing illnesses
or concomitant medication usage who on 28-AUG-2007 was vaccinated (route and site were not reported) with the 1st dose of the Gardasil
(lot#658282/0929U). On 29-AUG-2007, during a blood test the patient went pale and had a seizure. First had them 2 or 3 a day or more than 3 times per week
during period of 29-Aug-2007 to 11-Oct-2007. The patient went to the emergency room for testing on 11-Sep-2007. Started taking topiramate (TOPAMAX) on
18-OCT-2007. Doctor described them as migraine induced seizures. It is unknown if patient recovered. No further information is available. The VAERS ID
number is 295876. A standard lot check investigation was performed. All in-process quality checks for the lot number in question were satisfactory. In addition,
an expanded lot check investigation was performed. The testing performed on the batch prior to release met all release specifications. The lot met the
requirements of the government and was released.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

magnetic resonance, electroencephalography, diagnostic laboratory Lead testing
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

295876-2 (S)

02-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Migraine, Pallor

 ER VISIT, LIFE THREATENING, SERIOUS

Related reports:   295876-1

Other Vaccine
21-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0929U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5448
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Oct-2007
Vaccine Date

31-Oct-2007
Onset Date

0
Days

27-Nov-2007
Status Date

CA
State Mfr Report Id

Approximately 5 minutes after vaccine , patient "felt faint" and "could not walk" >fainted Blood Pressure - 74/44 pulse 47! Within 5 minutes patient BP increased
to 102/68 pulse 74. Still pale. Complete recovery 15 minutes 115/72 pulse 85.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

295883-1

27-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abasia, Blood pressure decreased, Dizziness, Heart rate decreased, Pallor, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
07-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1264U 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 5449
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Jun-2007
Vaccine Date

Unknown
Onset Date Days

14-Nov-2007
Status Date

LA
State Mfr Report Id

My daughter is 17 weeks pregnant, had her 2nd shot on 06/27/2007,and concieved on her next ovulation which was 07/18/2007 (about)... She recieved the
Gardisil shot, We had the quad screen done because of the concerns of having the shot. Her test results came back showing Positive for Down Syndrome a
ratio of 1:9 which is very high. I am very concerned that this could have been caused by this shot. Since there is no family history on either sides of ever having
children born with any birth defects. We are going to see a peri-natoligist next week to confirm the diagnoses. I read were there had been studies done and
showed some birth anomalies? Do you know what these anomalies may have been.

Symptom Text:

noneOther Meds:
Lab Data:
History:
Prex Illness:

Having a level 2 ultrasound next week, possible amnio... will update

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

295914-1

14-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Foetal disorder

 NO CONDITIONS, NOT SERIOUS

Related reports:   295914-2

Other Vaccine
07-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5450
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Jun-2007
Vaccine Date

Unknown
Onset Date Days

09-Jan-2008
Status Date

--
State

WAES0712USA08630
Mfr Report Id

Information has been received from the Merck Pregnancy registry concerning a 17 year old white female who on 24-APR-2007 was vaccinated with her first
dose of Gardasil and on 27-JUN-2007 was vaccinated with her second dose. Concomitant medication included Keflex and prenatal vitamins. Subsequently the
patient became pregnant after being vaccinated. The patients LMP was 05-JUL-2007, estimated date of conception was 19-JUL-2007, and estimated date of
delivery was 12-APR-2007. On 26-OCT-2007 an MSAFP test showed positive results for Down Syndrome - Risk 1:9, and on 14-NOV-2007 an ultrasound also
showed positive results for Down Syndrome. It was also reported that the patient had a toe nail infection on 21-NOV-2007 and was treated with 500mg QUID
with Keflex. Additional information has been requested.

Symptom Text:

vitamins (unspecified)Other Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 07/5/2007)Prex Illness:

diagnostic laboratory 10/26/07 - Down Syndrome screening - positive; ultrasound 10/26/07 - positive for Down Syndrome

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

295914-2

09-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure before pregnancy, Foetal disorder, Nail infection

 NO CONDITIONS, NOT SERIOUS

Related reports:   295914-1

Other Vaccine
08-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5451
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Nov-2007
Vaccine Date

02-Nov-2007
Onset Date

0
Days

09-Nov-2007
Status Date

--
State

WAES0711USA00840
Mfr Report Id

Information has been received from a registered nurse concerning a 16 year old female patient, who on 02-NOV-2007 was vaccinated with the first dose of
Gardasil (lot # not provided). On 02-NOV-2007, following the vaccination and while the patient was cheerleading, she developed blindness and was unable to
see anything." She was taken to the hospital via ambulance, but it was unknown if she was admitted. At the time of this report, the outcome of the event was
unknown. The nurse considered developed blindness to be disabling/incapacitating. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

296062-1 (S)

09-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blindness

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Other Vaccine
08-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5452
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Sep-2007
Vaccine Date

07-Sep-2007
Onset Date

0
Days

09-Nov-2007
Status Date

FR
State

WAES0711USA00800
Mfr Report Id

Information has been received from a gynecologist concerning a 41 year old female patient who on 07-SEP-2007 was vaccinated with the first dose of Gardasil
(Lot # not reported). A "few days" post vaccination, she complained of abdominal pain, followed by menstruation. After an unknown duration, the patient fully
recovered. On 29-OCT-2007 she experienced vertigo, nausea, and "weakness attacks," and was hospitalized. At the time of this report, the patient had not
recovered from vertigo, nausea and weakness. Other business partner numbers include: E2007-07519.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
41.0

296063-1 (S)

09-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Asthenia, Inappropriate schedule of drug administration, Nausea, Vertigo

 HOSPITALIZED, SERIOUS

Other Vaccine
08-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5453
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
01-Jul-2007
Onset Date Days

09-Nov-2007
Status Date

GA
State

WAES0711USA00437
Mfr Report Id

Information has been received from a physician concerning a 20 year old female with diabetes (unspecified) who on an unspecified date was vaccinated with
her second dosage of Gardasil. Since July 2007 the patient has had abdominal and periumbilical pain, possible gastroenteritis since she was given her second
dosage of Gardasil. It was reported that the patient sought medical attention and was hospitalized (duration not reported). As of 01-NOV-2007, the patient had
not recovered from the events. The patient's abdominal pain and periumbilical pain were considered to be disabling by the reporting physician. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

DiabetesPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

296064-1 (S)

09-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain

 ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, PERMANENT DISABILITY, SERIOUS

Other Vaccine
08-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5454
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Oct-2007
Vaccine Date

17-Oct-2007
Onset Date

5
Days

09-Nov-2007
Status Date

ID
State

WAES0710USA05278
Mfr Report Id

Information has been received from a physician's assistant concerning a 15 year old female who on approximately 17-OCT-2007 was vaccinated with a 0.5 ml
dose of Gardasil. On approximately 17-OCT-2007 the patient experienced headache, extreme nausea, vomiting and tingling in fingers and toes. It was reported
that the patient missed 2 days of school. At the time of the report, the patient was recovering. The reporting physician's assistant considered headache,
extreme nausea, vomiting and tingling in fingers and toes to be disabling. Additional information has been requested.  11/27/07 Received vax record from pcp.
2/8/08 Reviewed pcp medical records which reveal patient experienced URI s/s, cough, sore throat, bronchitis, otitis media & otitis externa approx 2 wks prior to
vax & was on antibiotics.  Seen in office 10/16 c/o HA & nausea beginning 48 hr s/p vax.  Improved when seen next on 10/23 but bilat otitis externa had
recurred.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Prex Illness:

Unknown LABS: abnormal Pap smear 10/30.  CBC, chemistry & thyroid WNL.
Unknown PMH: recurrent otitis media & otitis externa.  Depression, self mutilation & prior suicide attempts.  Childhood sexual abuse & rape w/flashbacks. Mildly
obese.  Allergic: sulfa.  MVA 3 yrs prior w/lingering HA.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

296065-1 (S)

11-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Activities of daily living impaired, Bronchitis, Cough, Headache, Nausea, Otitis externa, Otitis media, Paraesthesia, Pharyngolaryngeal pain, Upper respiratory
tract infection, Vomiting

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Other Vaccine
08-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0927U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5455
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Oct-2007
Vaccine Date

26-Oct-2007
Onset Date

0
Days

13-Dec-2007
Status Date

IL
State Mfr Report Id

1-2 Hours after vaccine given went Home with Nausea/dizziness Unproved next 2 days with Headache and abdominal pain and dizziness.Symptom Text:

Clarinx 5mg qd.Other Meds:
Lab Data:
History:

No. Allergies onlyPrex Illness:

NONE
Environmental Allergies

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

296080-1

13-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Dizziness, Headache, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
08-Nov-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U24264AA
1265U 1

Right arm
Left arm

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 5456
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Nov-2007
Vaccine Date

05-Nov-2007
Onset Date

0
Days

13-Dec-2007
Status Date

NJ
State Mfr Report Id

five minutes after administration child began to stare became dizzy with severe HA and eye felt funny with lights floating. Lights continued to float with severe
HA and pallor. Pupils equal and pearla. Stable. Continued to have H/A 30 minutes after.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

296081-1

14-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Headache, Pallor, Staring, Vitreous floaters

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
08-Nov-2007

Received Date

Prex Vax Illns:

MNQHPV4 MERCK & CO. INC. 1266U 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 5457
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Nov-2007
Vaccine Date

02-Nov-2007
Onset Date

1
Days

13-Dec-2007
Status Date

MO
State Mfr Report Id

cellulitis at site of injectionSymptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

296088-1

13-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site cellulitis

 ER VISIT, NOT SERIOUS

Other Vaccine
08-Nov-2007

Received Date

Prex Vax Illns:

VARCEL
FLU
HPV4

MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.

180U
UT251AA
1265U

1
1
1

Right arm
Right leg
Right arm

Subcutaneously
Unknown

Intramuscular



10 JUN 2008 06:27Report run on: Page 5458
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Oct-2007
Vaccine Date

11-Oct-2007
Onset Date

0
Days

13-Dec-2007
Status Date

NY
State Mfr Report Id

Patient called office had Gardasil Vaccine this AM, Now c/o pain between shoulder Blades, hurts to Breathe. Patient Advised to go to sisters Hospital
Emergency Room per Dr. instructions.

Symptom Text:

Other Meds:
Lab Data:
History:

mild cold symptomsPrex Illness:

Seasonal allergies

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

296092-1

13-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dyspnoea, Musculoskeletal pain, Pain

 ER VISIT, NOT SERIOUS

Other Vaccine
08-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0530U 0 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
08-Nov-2007
Vaccine Date

08-Nov-2007
Onset Date

0
Days

14-Nov-2007
Status Date

KY
State Mfr Report Id

Patient received HPV injection. When she went out to the waiting room she stated she began to feel faint.  Her boyfriend helped her to a chair where she
passed out.  She was transported via wheel chair to observation room.  Vital signs were taken.  They were stable.  Pt was lain in bed.  7-up given to drink.  Cold
washcloth applied to face. After 15-20 minutes, pt. stated she felt fine now.  Vital signs were retaken.  All were stable.  Pt. discharged to home.

Symptom Text:

noneOther Meds:
Lab Data:
History:

noPrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

296125-1

14-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Loss of consciousness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
08-Nov-2007

Received Date

fainting~HPV (Gardasil)~1~21~In PatientPrex Vax Illns:

HPV4 MERCK & CO. INC. 1265U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 5460
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Nov-2007
Vaccine Date

08-Nov-2007
Onset Date

0
Days

13-Nov-2007
Status Date

PA
State Mfr Report Id

seizure activity (patient has h/o sz disorder is on keppra, has known R parietal AVM.Symptom Text:

keppra, OCPOther Meds:
Lab Data:
History:

seizure disorder -stablePrex Illness:

CT scan head negative
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

296136-1

14-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Condition aggravated, Convulsion

 ER VISIT, NOT SERIOUS

Related reports:   296136-2

Other Vaccine
08-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5461
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Nov-2007
Vaccine Date

08-Nov-2007
Onset Date

0
Days

11-Jan-2008
Status Date

PA
State Mfr Report Id

Post HPV vaccine #2 -> patient complained of numbness right side extremity, difficulty speaking - hx AVM seizure disorder - vital signs 132/93 HR/132 PO 100
70 - transferred HUP ER - CT head negative

Symptom Text:

Kepra 500mgOther Meds:
Lab Data:
History:

nonePrex Illness:

head CT scan - negative, labs-negative
Allergy-ASA, AVM-seizure hx

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

296136-2

11-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Speech disorder

 ER VISIT, NOT SERIOUS

Related reports:   296136-1

Other Vaccine
16-Nov-2007

Received Date

none~ ()~~0~In Patient|not known~ ()~~0~In Sibling|not known~ ()~~0~In SiblingPrex Vax Illns:

HPV4 MERCK & CO. INC. 1063U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 5462
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Nov-2007
Vaccine Date

07-Nov-2007
Onset Date

0
Days

14-Nov-2007
Status Date

IL
State Mfr Report Id

Within 15 seconds after Gardasil injection, client began jerking, fell forward and slumped to floor, loosing consciousness for approx. 20 seconds.  Client was
positioned on floor with head on pillow and legs elevated and 911 called. Upon regaining consciousness, alert and oriented, talking, no memory of incident.
EMS evaluated and gave grandmother option to transport to Trinity ED.

Symptom Text:

none knownOther Meds:
Lab Data:
History:

none knownPrex Illness:

None known
none known

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

296138-1

14-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dyskinesia, Fall, Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
08-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0387U Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 5463
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Sep-2007
Vaccine Date

20-Sep-2007
Onset Date

2
Days

14-Nov-2007
Status Date

MI
State Mfr Report Id

September 18, 2007 received third dose of Gardasil.  September 20, 2007 started with temp, headache, nausea.  September 21, 2007 developed vaginal and
labial sores. Had to be seen at Urgent Care clinic on 9/22 due to painful sores. Rx given.  Sores went away.  Sores reappeared approx. one month later again
and resolved again.No sores at this date of report.

Symptom Text:

Other Meds:
Lab Data:
History:

NO.  Developed fever, Headache, nauseaPrex Illness:

Cultures done.  Call mother for details.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

296139-1

14-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Nausea, Pyrexia, Vaginal lesion, Vaginal ulceration

 ER VISIT, NOT SERIOUS

Other Vaccine
08-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1062U 2 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 5464
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Oct-2007
Vaccine Date

25-Oct-2007
Onset Date

22
Days

13-Dec-2007
Status Date

--
State Mfr Report Id

gardasil 2nd injection given 10/3/07 IM in left deltoid and unremarkable event until 10/24 with knot left upper arms tender. normal arm no fever/cellulitis no
puritis on skin

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

none
none known

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

296146-1

13-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Mass, Tenderness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
08-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1263U Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 5465
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Oct-2007
Vaccine Date

16-Oct-2007
Onset Date

0
Days

12-Nov-2007
Status Date

FR
State

WAES0711USA00801
Mfr Report Id

Information has been received from a gynaecologist concerning a 16 year old female who on 16-OCT-2007 was vaccinated with Gardasil (Batch #NF23310)
(Lot #1339F) intramuscularly in the left upper arm. She immediately complained of a headache, nausea, and developed tachycardia up to 148/min. On 17-
OCT-2007 she went to the hospital and was monitored for 24 hours. She recovered within 3 days. No more information is expected. Other business partner
numbers include E200707528.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

296209-1 (S)

12-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Immediate post-injection reaction, Nausea, Tachycardia

 HOSPITALIZED, SERIOUS

Other Vaccine
09-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1339F 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 5466
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Oct-2007
Vaccine Date

25-Oct-2007
Onset Date

0
Days

12-Nov-2007
Status Date

FR
State

WAES0711USA01571
Mfr Report Id

Information has been received from a health professional concerning a 20 year old female with no medical history reported, who on 26-OCT-2007 was
vaccinated IM in the left deltoid with the first dose of Gardasil (Batch # NF35160) Immediately during the administration, the patient experienced syncope and
had a few convulsions. Ten seconds later, the patient recovered from the syncope and convulsions. Upon internal review, the convulsions were felt to be an
other important medical event. Additional information has been requested. Other business partner numbers include E2007-07459.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

296228-1

12-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Immediate post-injection reaction, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NF35160 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 5467
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Nov-2007
Vaccine Date

09-Nov-2007
Onset Date

0
Days

31-Dec-2007
Status Date

MI
State Mfr Report Id

Fainted, pt. was layed down and given something to eat.Symptom Text:

Adderall XROther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

296259-1

31-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-Nov-2007

Received Date

Prex Vax Illns:

HPV4
FLU

MERCK & CO. INC.
SANOFI PASTEUR

U2531AA
12664

0
0

Left arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 5468
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Oct-2007
Vaccine Date

Unknown
Onset Date Days

02-Jan-2008
Status Date

PA
State Mfr Report Id

none-pt was given Gardasil inj instead of flu shot-pt was subsequently given flu vaccine-no reaction to either vaccine.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
82.0

296283-1

02-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Wrong drug administered

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5469
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Oct-2007
Vaccine Date

17-Oct-2007
Onset Date

0
Days

02-Jan-2008
Status Date

PA
State Mfr Report Id

Fever, general malaise, loss of appetite, nausea, abdominal pain, pain at injection siteSymptom Text:

YasminOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

296284-1

02-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Anorexia, Injection site pain, Malaise, Nausea, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-Nov-2007

Received Date

Flu~Influenza (no brand name)~UN~0~In PatientPrex Vax Illns:

HPV4 MERCK & CO. INC. 1265U 1 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 5470
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Oct-2007
Vaccine Date

29-Oct-2007
Onset Date

0
Days

14-Nov-2007
Status Date

MI
State Mfr Report Id

Patient received HPV shot and within minutes she complained of feeling faint and dizzy.  Patient was placed in an exam room and examined by Dr. Patient was
in the office approximately 30 minutes before the family felt comfortable to leave.  Parent called office again today stating that the patient is still complaining of
soreness in her arm.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

NKMA

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

296297-1

14-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1265U 3 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 5471
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Oct-2007
Vaccine Date

29-Oct-2007
Onset Date

0
Days

02-Jan-2008
Status Date

NY
State Mfr Report Id

Pt developed fever of 103 with 1 episode of vomiting, lightheadedness No syncopal episodeSymptom Text:

Orthocyclen; Singulair; AlbuterolOther Meds:
Lab Data:
History:

NonePrex Illness:

None
asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

296344-1

02-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Pyrexia, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-Nov-2007

Received Date

Fever~HPV (Gardasil)~2~17~In PatientPrex Vax Illns:

HPV4 MERCK & CO. INC. 1061U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 5472
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Nov-2007
Vaccine Date

05-Nov-2007
Onset Date

0
Days

02-Jan-2008
Status Date

IL
State Mfr Report Id

patient felt light headed and dizzy within 5 min of Gardasil vaccine administration. Pt. layed down 8 minutes, sat up 10 min. Checked by physician and D/C to
home

Symptom Text:

Proventil prnOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

296346-1

02-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0742U 2 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 5473
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Oct-2007
Vaccine Date

31-Oct-2007
Onset Date

1
Days

19-Nov-2007
Status Date

MA
State Mfr Report Id

Second dose of HPV given on 10-31-07 she states on 10-31-07 she had numbness in both legs- 11-1-07 numbness legs and hands 11-2-07 she stated
numbness improved

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Amox; Polycystic ovary syndrome; eczema

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

296371-1

19-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0188U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 5474
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Aug-2007
Vaccine Date

01-Sep-2007
Onset Date

31
Days

13-Nov-2007
Status Date

--
State

WAES0711USA01374
Mfr Report Id

Information has been received for the Merck Pregnancy Registry for Gardasil from a 20 year old female with no pertinent medical history or drug
reactions/allergies who in August 2007, was vaccinated with a first dose of Gardasil (lot# unknown) 0.5 mL injection. There was no concomitant medication. On
an unspecified date, the beginning of September 2007, the patient became pregnant. Seven weeks into the pregnancy the development of the baby had
stopped and the baby was pronounced dead. The patient can not miscarriage until 12 weeks into the pregnancy which she had an appointment not do so the
week of 12-NOV-2007 but the day of the week was unknown. The patient was supposed to receive her second dose of Gardasil on 09-OCT-2007, around the
same time 06-OCT-2007 "4 weeks ago" the baby was pronounced dead, which makes her think Gardasil and the baby's death is a coincidence. No further
information was provided. The patient's last menstrual period was unknown but the patient is 11 weeks pregnant. Upon internal review intra-uterine death and
fetal disorder was considered to be an other medical event (OME) Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP=Unknown)Prex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

296425-1

13-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Foetal disorder, Intra-uterine death

 ER VISIT, NOT SERIOUS

Other Vaccine
12-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5475
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Oct-2007
Vaccine Date

Unknown
Onset Date Days

13-Nov-2007
Status Date

IN
State

WAES0711USA00377
Mfr Report Id

Information has been received from a nurse concerning a female (age not reported) with a history of convulsion who on approximately 25-OCT-2007 "a week
ago" was vaccinated with Gardasil (lot# unknown). Concomitant therapy included medroxyprogesterone acetate (DEPO-PROVERA). Other concomitant
therapy included divalproex sodium (DEPAKOTE) to control seizures. The nurse reported that the patient had a seizure within 15 minutes after receiving the
Gardasil. It was unknown if the patient had sought medical attention. On an unspecified date the patient had recovered from the seizure. There was no
additional information. Follow-up information was received that on an unspecified date the patient had a seizure 2 days after the vaccination of Gardasil. No
further information was given. Upon internal review, seizure is considered to be an other medical event (OME). Additional information has been requested.

Symptom Text:

DEPAKOTE; DEPO-PROVERAOther Meds:
Lab Data:
History:

ConvulsionPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

296426-1

13-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Condition aggravated, Convulsion

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
12-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5476
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
25-May-2007
Onset Date Days

13-Nov-2007
Status Date

AR
State

WAES0711USA00909
Mfr Report Id

Information has been received from a 16 year old female consumer with no previous medical history, and an allergy to penicillin, who was vaccinated at an
unknown date, with the first dose of Gardasil. There was no concomitant medication. The patient reported that she did not know that she was one week
pregnant at the time of vaccination. On 25-May-2007 she found out that she was pregnant. It was reported that on 25-Jul-2007 the patient had a miscarriage.
Unknown medical attention was sought. The patient was recovered. No product quality complaint was involved. Upon internal review miscarriage considered to
be an other important medical event. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Penicillin allergyPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

296427-1

13-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
12-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5477
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Aug-2007
Vaccine Date

22-Aug-2007
Onset Date

7
Days

14-Nov-2007
Status Date

MI
State Mfr Report Id

Three days after receiving dose #1 of HPV vaccine, she broke out with hives on her back.  These went away, but then she broke out again with hives on
11/6/07 on back and abdomen.  Subsided on own within a day.

Symptom Text:

Birth control pills X 2 yearsOther Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

296449-1

14-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
12-Nov-2007

Received Date

Prex Vax Illns:

TDAP

MNQ
HEPA

HPV4

GLAXOSMITHKLINE
BIOLOGICALS
SANOFI PASTEUR
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

AC52BO24AA

U2392BA
AHAVB184BA

1265U

0

0

0

Right arm

Left arm
Left arm

Right arm

Intramuscular

Intramuscular
Intramuscular

Intramuscular



10 JUN 2008 06:27Report run on: Page 5478
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Sep-2007
Vaccine Date

19-Sep-2007
Onset Date

0
Days

03-Jan-2008
Status Date

CA
State Mfr Report Id

Localized swelling R arm S/P HPV/Gardasil #3 vaccine.  Non-tender.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

NKDA, asthma, allergic rhinitis

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

296478-1

03-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Local reaction, Oedema peripheral

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
12-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1063U 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5479
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Nov-2007
Vaccine Date

13-Nov-2007
Onset Date

0
Days

14-Nov-2007
Status Date

IL
State Mfr Report Id

APPROX 1-2 MINUTES PATIENT BECAME PALE, CONTINUED TO BECOME INCREASINGLY PALE EYES ROLLED BACK AND PATIENT STARTED TO
HAVE GRAND MAL SEIZURE LASTING APPROX 5 SECONDS. CIRCUMORAL CYANOSIS NOTED.  PATIENT NEUROLOGICALLY APPROPRIATE POST
SEIZURE.  BLOOD PRESSURE 102/40 IMMEDIATELY POST, 128/52 10 MINUTES POST.

Symptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

296514-1

14-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cyanosis, Gaze palsy, Grand mal convulsion, Pallor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
13-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 10614 2 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 5480
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Oct-2007
Vaccine Date

29-Oct-2007
Onset Date

0
Days

14-Nov-2007
Status Date

MO
State

WAES0711USA01247
Mfr Report Id

Information has been received from a physician concerning a 13 year old female who on 29-OCT-2007 was vaccinated with Gardasil intramuscularly. On 29-
OCT-2007 after standing up from the examination table, the patient felt light headed. The patient was placed on a chair and fainted shortly thereafter. Seizure
activity started after the patient had been unconsciousness approximately 10 seconds and lasted approximately 5-10 seconds. The patient regained
unconsciousness. Vital signs were taken which were normal. The patient was observed for 20 minutes. An EEG was ordered (results not reported) and the
patient was release with her mom. On 29-OCT-2007 the patient recovered from the seizure and fainting. Upon internal review seizure was determined to be an
other important medical event. Additional information is expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

296538-1

14-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Dizziness, Loss of consciousness, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5481
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Aug-2007
Vaccine Date

27-Aug-2007
Onset Date

0
Days

14-Nov-2007
Status Date

FR
State

WAES0711USA01511
Mfr Report Id

Information has been received from a physician concerning a 14 year old female who on 27-AUG-2007 was vaccinated with a first dose of Gardasil (lot #
unknown) IM in the deltoid muscle. There was no concomitant medication. On 27-AUG-2007, immediately post-vaccination the patient fainted and "twitched"
with arms and legs for about 30 seconds. She fell down and injured her head. Due to this she was admitted to the hospital. The patient recovered and was
discharged after about one week. Additional information is not expected. Other business partners included are: E2007-07626.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

296539-1 (S)

14-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Fall, Head injury, Immediate post-injection reaction, Muscle twitching, Syncope

 HOSPITALIZED, SERIOUS

Other Vaccine
13-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5482
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Oct-2007
Vaccine Date

Unknown
Onset Date Days

16-Jan-2008
Status Date

NM
State Mfr Report Id

ITCHING ON FACE, CHEST, ARMS. THROAT FELT TIGHT, AND CHEST TIGHT, TONGUE NUMB. PATIENT RETURNED TO THE ER THE SAME EVENING
COMPLAINED OF SHORTNESS OF BREATH, TIGHTENING IN THROAT. VACCINE ADMINISTERED WAS GARDISIL (HPV) MFG MERK

Symptom Text:

PROVERA, PHENER.., NAPROSYNOther Meds:
Lab Data:
History:

NONEPrex Illness:

AMOXICILLIN

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

296595-1

16-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Chest discomfort, Dyspnoea, Hypoaesthesia oral, Pruritus, Throat tightness

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0187U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5483
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Nov-2007
Vaccine Date

05-Nov-2007
Onset Date

0
Days

04-Jan-2008
Status Date

SC
State Mfr Report Id

Headache night before (11/5/07), felt fainty.  The next A.M. headache was severe, neck hurting, nausea, dizzy.  All symptoms were still present at 11:30 A.M.
11/6/07 when she came in to be seen by doctor.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

none
Codeine

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

296601-1

04-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Drug hypersensitivity, Headache, Nausea, Neck pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
13-Nov-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2394BA
1265U

0
1

Left arm
Right arm

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 5484
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Jun-2007
Vaccine Date

07-Jun-2007
Onset Date

0
Days

15-Nov-2007
Status Date

FR
State

WAES0711AUS00054
Mfr Report Id

Information was obtained on request by the Company from the agency via a Public Case Detail Form and a Case Line Listing concerning a 17 year old female
who on 07-JUN-2007 was vaccinated with Gardasil (Lot # 655742/0138U, Batch # J0799, Expiry date 07-AUG-2009). On 07-JUN-2007 the patient experienced
dizziness and pallor and was hospitalised. It was described that the patient felt dizzy and faint and pale. on 07-JUN-2007, the patient recovered from dizziness
and pallor. The agency considered that dizziness and pallor were possibly related to therapy with Gardasil. The original reporting source was not provided.
Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

296612-1 (S)

15-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Pallor, Syncope

 HOSPITALIZED, SERIOUS

Other Vaccine
14-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0138U Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5485
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-May-2007
Vaccine Date

06-May-2007
Onset Date

2
Days

15-Nov-2007
Status Date

FR
State

WAES0711AUS00055
Mfr Report Id

Information was obtained on request by the Company from the agency via a Public Case Detail form and a Case Line Listing, concerning an 18 year old female
who on 04-MAY-2007 was vaccinated with Gardasil as prophylaxis. On 06-MAY-2007 the patient experienced a grand mal convulsion and lumbar vertebral
fracture. It was described that the patient was found on 06-MAY-2007, incontinent and hysterical, appearing to have a seizure. She was admitted to hospital
where it was believed that a grand mal seizure occurred, resulting in a fracture to L6. At the time of reporting to the agency on 04-JUL-2007, it was not known if
the patient had recovered from grand mal seizure and lumbar vertebral fracture. The agency considered that grand mal convulsion and lumbar vertebral
fracture were possibly related to therapy with Gardasil. The original reporting source was not provided. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

296613-1 (S)

15-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Conversion disorder, Grand mal convulsion, Incontinence, Lumbar vertebral fracture

 HOSPITALIZED, SERIOUS

Other Vaccine
14-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5486
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-Nov-2007
Status Date

--
State

WAES0711USA01459
Mfr Report Id

Information has been received from a physician's assistant concerning a 17 year old female who, on an unspecified date, was vaccinated with Gardasil. Three
weeks after the vaccination, the patient experienced a miscarriage. The patient was not known to be pregnant at the time the vaccine was administered. The
patient was examined in a local emergency room, but no details are available. The patient was examined in the office as follow-up, but no details were
provided. Upon internal review, miscarriage was determined to be an other important medical event. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = Unknown)Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

296619-1

15-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5487
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Oct-2007
Vaccine Date

25-Oct-2007
Onset Date

0
Days

15-Nov-2007
Status Date

FR
State

WAES0711USA01635
Mfr Report Id

Information has been received from a health authority concerning a 12 year old female with no pertinent medical history who on 25-OCT-2007 was vaccinated
intramuscularly into the left upper arm with a first dose of Gardasil (Lot # 0354U and Batch #NF58150). On 25-SEP-2007, ten minutes post vaccination the
patient experienced syncope and fell from the examination couch onto a carpeted floor. She recovered within a half a minute. Ninety minutes post vaccination
the patient became somnolent and restless. On approximately 25-OCT-2007, she was admitted to the hospital. An electroencephalography (EEG) was carried
out, results not reported. Commotio cerebri was, "ruled out". Two hours after hospitalization she recovered. No further information is available. Other business
partner numbers include E2007-07691 and PEI2007010372.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

electroencephalography 25Oct07 Comment: Results not reported
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

296620-1 (S)

15-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Fall, Restlessness, Somnolence, Syncope

 HOSPITALIZED, SERIOUS

Other Vaccine
14-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0354U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 5488
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Oct-2007
Vaccine Date

18-Oct-2007
Onset Date

1
Days

21-Nov-2007
Status Date

OH
State Mfr Report Id

Patient received Gardasil vaccine in addition to hepatitis A and tetanus vaccines in August 2007.  5 minutes later became pale and diaphoretic, complained of
ears ringing and tunnel vision and was presyncopal.  Laid down for 15 minutes and felt better.  Returned on October 17, 2007 for second dose of Gardasil.
Immediately after the vaccine was uneventful.  The next day became pale and diaphoretic and was presyncopal.  Symptoms persisted for 5 hours and she was
taken to the Emergency Rom where she was found to have orthostatic hypotension.  An electrocardiogram was performed which showed prolonged QT
interval.  Repeat electrocardiogram the next day and subsequently have shown normal QT intervals.  The patient has not had prior or subsequent syncope or
presyncope.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NoPrex Illness:

Electrocradiogram 10/18/07 20:23:41 QTc 471, 10/19/07 09:44:03 09:44:04 QTc 416, 10/26/07 14:21:14 QTc 445, 11/13/07 09:43:32 QTC 416.
Von Willeband disease

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

296629-1

21-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hyperhidrosis, Orthostatic hypotension, Pallor, Presyncope, Tinnitus, Tunnel vision

 ER VISIT, NOT SERIOUS

Related reports:   296629-2

Other Vaccine
14-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5489
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Aug-2007
Vaccine Date

07-Aug-2007
Onset Date

0
Days

15-Jan-2008
Status Date

OH
State

WAES0711USA03379
Mfr Report Id

Information has been received from a physician concerning a 11 year old female who on 07-Aug-2007 was vaccinated with her first dose of Gardasil (lot
#658094/0524U), 0.5mL injection.  On 07-Aug-2007 the patient experienced syncope right after receiving the first dose of Gardasil.  The patient also received
hepatitis A vaccine (inactive) (MSD) the same day.  On 17-Oct-2007 the patient received her second dose of Gardasil and again experienced syncope.  The
patient also received influenza virus vaccine (unspecified) (lot #02505AA) the same day.  Subsequently, the patient recovered.  Unspecified medical attention
was sought.  Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

296629-2

15-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope, Vaccine positive rechallenge

 ER VISIT, NOT SERIOUS

Related reports:   296629-1

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
MERCK & CO. INC.

0524U
0496U

0 Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 5490
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Jun-2007
Vaccine Date

13-Jun-2007
Onset Date

0
Days

15-Nov-2007
Status Date

FR
State

WAES0709USA02336
Mfr Report Id

Information has been received from a physician concerning an 18 year old female who on 13-JUN-2007 was vaccinated subcutaneously in the arm with the first
dose of Gardasil (Batch # NF14740/Lot # 1340F). Concomitant therapy included hormonal contraceptives (unspecified). On 14-JUN-2007 (one day post
vaccination), the patient experienced a visual disturbance. An ophthalmologic examination was performed and showed visual field constriction. A neurological
check up on 22-OCT-2007 revealed a diagnosis of relapsing bitemperal hemianopsia. Neurologic examinations including general physical examination, duplex
sonography of the brain-supplying vessels, transcranicll duplex sonography, EEG and VEP showed normal results. Results of a cranial MRI was pending. The
patient subsequently recovered (duration 4-5 days). Upon internal review, the events were felt to be disabling. Additional information has been requested. Other
business partner numbers include E2007-05000.

Symptom Text:

hormonal contraceptives (unspecified) Unk - UnkOther Meds:
Lab Data:
History:
Prex Illness:

ultrasound normal; electroencephalography normal; visual evoked potential normal; magnetic resonance imaging pending
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

296640-1 (S)

15-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hemianopia, Incorrect route of drug administration, Visual disturbance, Visual field defect

 PERMANENT DISABILITY, SERIOUS

Other Vaccine
14-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1340F 0 Unknown Subcutaneously



10 JUN 2008 06:27Report run on: Page 5491
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Nov-2007
Vaccine Date

10-Nov-2007
Onset Date

2
Days

04-Jan-2008
Status Date

TX
State Mfr Report Id

Per parent reaction to shot on back of right arm-red streak, swollen, whole arm sore.  Improved since Saturday 11/10/07.Symptom Text:

Duac gelOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

296650-1

04-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site pain, Injection site streaking, Injection site swelling, Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-Nov-2007

Received Date

Prex Vax Illns:

VARCEL
FLUN
MNQ
HPV4

MERCK & CO. INC.
MEDIMMUNE VACCINES, INC.
SANOFI PASTEUR
MERCK & CO. INC.

1256U
500489P
U2331AA
1060U

1
0
0
0

Right arm
Unknown
Left arm

Right arm

Subcutaneously
Unknown

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 5492
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Nov-2007
Vaccine Date

Unknown
Onset Date Days

21-Nov-2007
Status Date

MI
State Mfr Report Id

none, realized too late that client too old to have HPVSymptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
28.0

296696-1

21-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, Medication error

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1061U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 5493
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Nov-2007
Vaccine Date

12-Nov-2007
Onset Date

11
Days

21-Nov-2007
Status Date

KS
State Mfr Report Id

2 weeks after administration of vaccine, client complained of left arm tingling and fingers and toes numb  She saw er M.D. and no treatment nor diagnosis
made

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

296700-1

21-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Paraesthesia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-Nov-2007

Received Date

Prex Vax Illns:

TD
HPV4

UNKNOWN MANUFACTURER
MERCK & CO. INC.

U1991CA
1063U

0
0

Left arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 5494
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
28-Nov-2007
Status Date

--
State

WAES0709USA01029
Mfr Report Id

Information has been received from a nurse practitioner concerning an approximately 19 year old female who was vaccinated IM with a first dose of Gardasil.
Subsequently, the patient was diagnosed with Guillain-barre syndrome and was hospitalized. The patient's Guillain-Barre syndrome persisted. No product
quality complaint was involved. Guillain-barre syndrome was considered to be disabling and immediately life-threatening. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

296713-1 (S)

29-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Guillain-Barre syndrome

 ER VISIT, HOSPITALIZED, LIFE THREATENING, PERMANENT DISABILITY, SERIOUS

Other Vaccine
12-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5495
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Aug-2007
Vaccine Date

31-Aug-2007
Onset Date

4
Days

08-Apr-2008
Status Date

FL
State

WAES0709USA00878
Mfr Report Id

Information has been received from a physician concerning a 13 year old female with no history of drug reactions/allergies who on 25-JUN-2007 was
vaccinated with the first dose of GARDASIL 0.5 ml injection. On 27-AUG-2007, the patient was vaccinated with the second dose of GARDASIL 0.5 ml injection.
There was no concomitant medication. On approximately 31-AUG-2007, the patient experienced Bell's palsy. On 31-AUG-2007, the patient went to the
emergency room (ER) because she could not close her eye and one side of her face felt heavy. There was no swelling involved. The physician did not specify
which eye or which side was involved. The ER physician gave her eye drops to keep her eye moist and a type of ointment. The ER report obtained by the
physician stated the patient's condition as Bell's palsy. The reporting physician saw the patient on 05-SEP-2007 at the office and she still could not close her
eye and felt heaviness on the side of her face. At the time of reporting, the patient's Bell's palsy persisted. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

296715-1

08-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Facial palsy, Facial paresis

 ER VISIT, NOT SERIOUS

Other Vaccine
12-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5496
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
01-Aug-2007
Vaccine Date

01-Aug-2007
Onset Date

0
Days

08-Apr-2008
Status Date

PA
State

WAES0709USA00880
Mfr Report Id

Information has been received from a physician concerning a patient who in August 2007, was vaccinated with Gardasil. After being vaccinated with Gardasil,
the patient experienced sweating and abdominal cramps. The patient's outcome was not reported. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

296716-1

08-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Hyperhidrosis

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
12-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5497
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Jul-2007

Vaccine Date
Unknown

Onset Date Days
10-Apr-2008
Status Date

NY
State

WAES0709USA00889
Mfr Report Id

Information has been received from a registered nurse concerning a 13 year old female with hypersensitivity ("allergies") who on 27-JUL-2007 was vaccinated
with a first dose of GARDASIL (lot# 658490/0802U). Concomitant therapy on 27-JUL-2007 included Menactra. Other concomitant therapy included Rhinocort.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

296717-1

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Unevaluable event

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
12-Oct-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
0802U 0

Unknown
Unknown

Unknown
Intramuscular



10 JUN 2008 06:27Report run on: Page 5498
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
08-Apr-2008
Status Date

--
State

WAES0709USA00951
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with the first two doses of the GARDASIL series (0.5 ml,
intramuscular). Subsequently the patient experienced a positive prostatic acid phosphatase (PAP) test. The patient was negative before being vaccinated with
GARDASIL. The patient sought medical attention. The patient's outcome was reported. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

serum prostatic acid - positive
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

296718-1

08-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Prostatic acid phosphatase abnormal

 ER VISIT, NOT SERIOUS

Other Vaccine
12-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5499
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
08-Apr-2008
Status Date

MN
State

WAES0709USA00983
Mfr Report Id

Information has been received from a nurse concerning her 24 year old daughter who was vaccinated with a 0.5 ml first dose of GARDASIL. It was reported
that the patient experienced a small bump at the injection site area. Subsequently, the bump went away after the a few days. On a specified date the patient
was vaccinated with a 0.5 ml second dose of GARDASIL. Subsequently the patient developed a hard bump at the injection site area which was still present.
Unspecified medical attention was sought. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

296719-1

08-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site induration, Injection site mass, Vaccine positive rechallenge

 ER VISIT, NOT SERIOUS

Other Vaccine
12-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5500
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Aug-2007
Vaccine Date

12-Aug-2007
Onset Date

5
Days

08-Apr-2008
Status Date

FL
State

WAES0709USA00984
Mfr Report Id

Information has been received from a nurse practitioner concerning a 19 year old female with no pertinent medical history who on 07-AUG-2007 was
vaccinated with a of GARDASIL. Concomitant therapy included LOESTRIN, and PROZAC. On approximately 12-AUG-2007 the patient developed symptoms of
lymphadenopathy. The patient visited the office due to swollen inguinal lymph nodes. She was placed on antibiotics doxycycline. Laboratory data revealed
complete blood cell count a normal, screening for chlamydia, gonorrhea and sexually transmitted disease (STD's) were negative. A pelvic ultrasound revealed
multiple enlarged lymph nodes. At the time of this report the patient was recovering. Additional information has been requested.

Symptom Text:

PROZACOther Meds:
Lab Data:

History:
Prex Illness:

pelvic ultrasound - multiple enlarged lymph nodes; diagnostic laboratory - Sexual Transmitted Disease negative; complete blood cell - results normal;
Chlamydia trachomatis - negative; Neisseria gonorrhoeae - negative
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

296720-1

08-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Lymphadenopathy

 ER VISIT, NOT SERIOUS

Other Vaccine
12-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5501
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Sep-2007
Vaccine Date

07-Sep-2007
Onset Date

0
Days

08-Apr-2008
Status Date

--
State

WAES0709USA00997
Mfr Report Id

Information has been received from a licensed practical nurse concerning a 12 year old female with no known drug allergies or medical history who on 03-AUG-
2007 was vaccinated with her first dose of Gardasil.  On 07-SEP-2007, the patient was vaccinated with her second dose of Gardasil, intramuscularly in the left
arm (Lot#657868/0523U).  There was no concomitant medication.  On 07-SEP-2007 the patient experienced an itchy arm.  The itchiness was located on the
same arm as the vaccination but not at the injection site.  The area that was itchy had no visible signs and was not raised or red.  The itchiness resolved before
the patient left the office.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

296721-1

08-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
12-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0523U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 5502
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
08-Apr-2008
Status Date

TN
State

WAES0709USA01002
Mfr Report Id

Information has been received from a physician concerning a female who on June 2007, was vaccinated with a 0.5 ml first dose of GARDASIL. Subsequently
the patient developed headaches, dizziness, and unusual olfactory response where she was smelling feces and other abnormal smells. The physisican referred
the patient to a neurologist. Magnetic resonance imaging results were normal. The patient contacted the office by telephone. At the the time of the report the
patient had not recovered. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

magnetic resonance - normal
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

296722-1

08-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Headache, Parosmia

 ER VISIT, NOT SERIOUS

Other Vaccine
12-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5503
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
08-Apr-2008
Status Date

TX
State

WAES0709USA01032
Mfr Report Id

Information has been received from a nurse concerning her 20 year old daughter with an allergy to hepatitis B (manufacturer unknown) (MSD WAES
0709USA03332) who was vaccinated with a 0.5 ml first dose of Gardasil.  There was no concomitant medication.  Subsequently five days after vaccination the
patient became weak, tired and dizzy.  For the first five days the patient felt fine.  The patient visited the office.  At the time of the report "it had been about 10
days since the symptoms started the the patient had not recovered".  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Drug hypersensitivityPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

296723-1

08-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Dizziness, Fatigue

 ER VISIT, NOT SERIOUS

Other Vaccine
12-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5504
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Sep-2007
Vaccine Date

06-Sep-2007
Onset Date

1
Days

08-Apr-2008
Status Date

AZ
State

WAES0709USA01053
Mfr Report Id

Information has been received from a physician concerning a female who on approximately 05-JUL-2007 was vaccinated with a first dose of Gardasil.  The
patient did not have an allergic reaction with the first dose.  On 06-SEP-2007 the patient was vaccinated with a second dose of Gardasil.  On 06-SEP-2007
within 24 hours the patient had a rash, swelling throughout the face, and redness on the left arm.  The physician prescribed ATARAX and corticosteroids
(unspecified) as needed and instructed the mother to have the patient take take the corticosteroids (unspecified) if the swelling did not go down.  The patient
reported that she felt she truly had an allergic reaction.  The physician reports that the patient "really did seem to have an allergic reaction" due to Gardasil.
Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

296724-1

08-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Hypersensitivity, No reaction on previous exposure to drug, Rash, Swelling face

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
12-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5505
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Sep-2007
Vaccine Date

06-Sep-2007
Onset Date

0
Days

08-Apr-2008
Status Date

KS
State

WAES0709USA01056
Mfr Report Id

Information has been received from a physician concerning a 22 year old white female with no relevant medical history or illness at the time of vaccination who
on 06-SEP-2007 was vaccinated in the right deltoid with a second dose of GARDASIL. There was no concomitant medication. On 06-SEP-2007 the patient
experienced dizziness lasting 1/2 hour. The patient called the office and was instructed to lie down temporarily. The patient was to call if symptoms worsened or
persisted The office had no further contact with the patient. On 06-SEP-2007, the patient recovered from dizziness. Additional information is not expected.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

296725-1

08-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
12-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1060U 1 Right arm Unknown



10 JUN 2008 06:27Report run on: Page 5506
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Aug-2007
Vaccine Date

11-Aug-2007
Onset Date

3
Days

08-Apr-2008
Status Date

NJ
State

WAES0709USA01072
Mfr Report Id

Information has been received from a physician concerning an 18 year old female who on 08-AUG-2007 was vaccinated with a first dose of Gardasil.  On 11-
AUG-2007 the patient developed a headache.  The patient did not seek medical attention.  At the time of the report the patient was still experiencing the
headaches.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

296726-1

08-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Headache

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
12-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5507
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
08-Apr-2008
Status Date

CA
State

WAES0709USA01088
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated intramuscularly with a 0.5 ml first dose of Gardasil.  Subsequently
shortly after injection the patient developed a rash.  Unspecified medical attention was sought.  At the time of the report the patient's outcome was unknown.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

296727-1

08-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
12-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5508
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
08-Apr-2008
Status Date

--
State

WAES0709USA01090
Mfr Report Id

Information has been received from a registered nurse, via a company representative, concerning the nurse's daughter (age not specified), who was vaccinated
(date not specified) with the first dose, 0.5 ml, of GARDASIL (lot # not provided). Following the vaccination, her daughter fainted. At the time of this report. The
outcome of the event was unknown. The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

296728-1

08-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
12-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5509
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Jun-2007
Vaccine Date

16-Jun-2007
Onset Date

1
Days

08-Apr-2008
Status Date

PA
State

WAES0709USA01108
Mfr Report Id

Information has been received from a physician concerning a 14 year old female who on 15-JUN-2007 was vaccinated IM in the right upper arm with a 0.5 mL
dose of Gardasil (lot #657006/0188U) and vaccinated in the left upper arm with a dose of MENACTRA.  On 16-JUN-2007, the patient developed a vesicular,
itchy rash on the right arm.  The rash was described as "poison ivy-like" and spread to the other arm and then to her abdomen.  The patient contacted the
physician's office and spoke to a nurse.  On approximately 20-JUN-2007, "4 or 5 days after onset of symptoms", the patient recovered.  Additional information
has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

296729-1

08-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash pruritic, Rash vesicular

 ER VISIT, NOT SERIOUS

Other Vaccine
12-Oct-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
0188U 0

Left arm
Right arm

Unknown
Intramuscular



10 JUN 2008 06:27Report run on: Page 5510
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Sep-2007
Vaccine Date

07-Sep-2007
Onset Date

0
Days

09-Apr-2008
Status Date

--
State

WAES0709USA01111
Mfr Report Id

Information has been received from a nurse practitioner concerning a 21 year old female employee with a history of helicobacter pylori infection who on 07-
SEP-2007 was vaccinated intramuscularly with a 1mL dose of GARDASIL. There was no concomitant medication. The nurse reported that the employees was
vaccinated at another office and received 2 doses at once (total of 1 mL). The patient developed extra soreness and a bump on left arm. The patient received
unspecified medical attention at the office where she was employed. At the time of this report, the arm was a little sore and there was no redness. Additional
information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
Helicobacter pylori infection

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

296730-1

09-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Incorrect dose administered, Nodule, Overdose, Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
12-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5511
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
08-Apr-2008
Status Date

FL
State

WAES0709USA02256
Mfr Report Id

Information has been received from a physician concerning a female patient who was vaccinated with her first dose of Gardasil, IM.  One week post
vaccination, the patient experienced irregular menstrual period (two to three weeks earlier than scheduled).  Subsequently, the patient recovered from irregular
menstrual period.  Medical attention was sought.  Patient Quality Complaints (PQC) was not involved.  No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

296731-1

08-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Menstruation irregular

 ER VISIT, NOT SERIOUS

Other Vaccine
12-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5512
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Jul-2007

Vaccine Date
18-Jul-2007
Onset Date

1
Days

08-Apr-2008
Status Date

MI
State

WAES0709USA03061
Mfr Report Id

Information has been received from a physician concerning a 26 year old female who on 08-MAY-2007 was vaccinated with the first dose of Gardasil (Lot # not
provided).  On 17-JUL-2007 the patient received the second dose of Gardasil (Lot # not provided).  On 18-JUL-2007 the patient experienced severe itching an
a large rash.  The patient sought unspecified medical attention.  The physician reported that the patient did not have any problems after the first dose.  The
physician stated that she was "not sure" that the patient will receive a third dose of the vaccine.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

296732-1

08-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 No reaction on previous exposure to drug, Pruritus, Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
12-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5513
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
08-Apr-2008
Status Date

OH
State

WAES0709USA03330
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with Gardasil.  Subsequently the patient experienced syncope.
Unspecified medical attention was sought.  At the time of the report the patient recovered.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

296733-1

08-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
12-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5514
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
09-Apr-2008
Status Date

OH
State

WAES0709USA03331
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with GARDASIL. Subsequently the patient experienced syncope.
Unspecified medical attention was sought. At the time of the report the patient recovered. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

296734-1

09-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
12-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5515
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Aug-2007
Vaccine Date

25-Aug-2007
Onset Date

1
Days

08-Apr-2008
Status Date

--
State

WAES0709USA04111
Mfr Report Id

Information has been received from a nurse practitioner concerning a female who on 21-DEC-2006 and 23-MAR-2007 was vaccinated with and first and
second dose of Gardasil, respectively.  On 24-AUG-2007 the patient was vaccinated intramuscularly in the left deltoid with a 0.5mL third dose of Gardasil (Lot#
658556/1060U).  On 25-AUG-2007 the patient experienced nausea and general malaise.  On 26-AUG-2007 the patient experienced a headache that lasted two
days.  On 27-AUG-2007 the patient developed non-pruritic red bumps "rash" that appeared on chest and back.  On 28-AUG-2007 the rash spread lower on
trunk, and up the neck to the face.  On 30-AUG-2007 the rash and malaise significantly improved.  On 30-Aug-2007 the patient recovered.  On 31-AUG-2007
the patient was back to normal.  Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

296735-1

08-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Malaise, Nausea, Rash erythematous

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
12-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1060U 2 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 5516
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
09-Apr-2008
Status Date

--
State

WAES0709USA04504
Mfr Report Id

Information has been received from a registered nurse concerning 2 approximately 18 year old females with no pertinent medical history or drug/allergies who
in approximately May 2007 "about a month ago" were vaccinated with the first dose of GARDASIL, IM. There was no concomitant medication. The patient's got
very lightheaded after receiving the vaccine. The patient's were instructed to lay down. Medical attention was sought. The patient's recovered from the event
that same day. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

296736-1

09-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 ER VISIT, NOT SERIOUS

Other Vaccine
12-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5517
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Sep-2007
Vaccine Date

04-Sep-2007
Onset Date

0
Days

09-Apr-2008
Status Date

FL
State

WAES0709USA00589
Mfr Report Id

Information has been received from a nurse practitioner concerning an 18 year old female with minocycline hypersensitivity who on 04-SEP-2007 at 2:12 pm
was vaccinated with 0.5 ml second does of GARDASIL. Concomitant therapy included ADDERALL TABLETS, ORTHO TRI-CYCLEN LO, tetracycline, vitamins
(unspecified) and hydrochloride. On 04-SEP-2007 immediately after vaccination she started to feel lightheaded. She reported not having eaten all day. She felt
better and went to work. She woke up in the middle of the night with pain in her lower extremities, lower back, stomach, and at the injection site. She went to
the local emergency room (ER) and reported her pain level as being an 8 on a scale of 10. The ER reported that there was no fever, blood pressure was
normal, and there was no infection redness or swelling. The patient was TRENTAL and sent home. The office reported they would call the patient later to
follow-up. Unspecified medical attention was sought. At the time of the report the patient's outcome was unknown. The patient did not report having a similar
experience after her first dose of GARDASIL.  Additional information has been requested.

Symptom Text:

ADDERALL TABLETS; TRI-CYCLEN LO; hydrochloric acid; tetracycline; vitamins (unspecified)Other Meds:
Lab Data:
History:

Drug HypersensitivityPrex Illness:

blood pressure 09/05?/07 - normal; body temp 09?/07 - normal

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

296737-1

09-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain upper, Back pain, Dizziness, Immediate post-injection reaction, Injection site pain, Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
12-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5518
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Jun-2007
Vaccine Date

20-Jun-2007
Onset Date

0
Days

08-Apr-2008
Status Date

--
State

WAES0709USA00595
Mfr Report Id

Information has been received from a mother concerning her 27 year old daughter who on 20-JUN-2007 was vaccinated in the left arm with a dose of Gardasil
(Lot #654885/1424F).  Concomitant vaccination included MENACTRA.  Other concomitant therapy included tuberculin purified protein derivative.  On 20-JUN-
2007 the patient stated within five minutes after receiving the vaccines that "she started to feel weak within ringing in the ears".  Her face was pale with no color
and she was unable to walk.  The nurse and the mother escorted her to the treatment room where she laid for approximately five minutes.  She used cold
compresses.  On 20-JUN-2007 the patient fully recovered and went home.  Additional information has been requested.

Symptom Text:

tuberculin purified proteinOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

296738-1

08-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abasia, Asthenia, Pallor, Tinnitus

 ER VISIT, NOT SERIOUS

Other Vaccine
12-Oct-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
1424F

Unknown
Left arm

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 5519
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Aug-2007
Vaccine Date

19-Aug-2007
Onset Date

11
Days

08-Apr-2008
Status Date

WA
State

WAES0709USA00613
Mfr Report Id

Information has been received from an office manager concerning a 14 year old female who on 08-AUG-2007 was vaccinated with a first dose of Gardasil. On
19-AUG-2007 "the patient developed shingles". The patient contacted the physician by phone call. At the time of the report the patient's outcome was unknown.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

296739-1

08-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Herpes zoster

 ER VISIT, NOT SERIOUS

Other Vaccine
12-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5520
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Aug-2007
Vaccine Date

03-Sep-2007
Onset Date

3
Days

08-Apr-2008
Status Date

NY
State

WAES0709USA00623
Mfr Report Id

Information has been received from a physician concerning a 20 year old female who on 19-APR-2007 was vaccinated with a first dose of Gardasil.  On 31-
AUG-2007, the patient was vaccinated with a 0.5 mL second dose of Gardasil (lot 658588/1061U).  On 03-SEP-2007, the patient felt achy all over, had a fever
of 102-103, and tender swollen glands.  The patient sought unspecified medical attention.  At the time of this report, outcome was unknown.  Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

body temp, 09/03/07, 102- F
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

296740-1

08-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Lymphadenopathy, Pain, Pyrexia, Tenderness

 ER VISIT, NOT SERIOUS

Other Vaccine
12-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1061U 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5521
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Jul-2007

Vaccine Date
04-Jul-2007
Onset Date

2
Days

08-Apr-2008
Status Date

NJ
State

WAES0709USA00630
Mfr Report Id

Information has been received from a medical assistant concerning a 23 year old female with a history of dysmenorrhoea and no known drug allergy who on
02-JUL-2007 was vaccinated intramuscularly into the right deltoid with a 0.5 ml first dose of Gardasil (Lot #657737/0522U). Concomitant therapy included
YASMIN. On 04-JUL-2007 the patient experienced fever and fatigue. It was reported by the medical assistant that the patient was instructed to call the
physician's office if experiencing any injection site pain. The patient did not report injection site pain. There were no other symptoms noted. The patient did not
seek medical attention. On approximately 07-JUL-2007 the patient recovered. Additional information has been requested.

Symptom Text:

YASMINOther Meds:
Lab Data:
History:
Prex Illness:

body temp Results not reported
Dysmenorrhoea

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

296741-1

08-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Fatigue, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
12-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0522U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5522
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Aug-2007
Vaccine Date

05-Sep-2007
Onset Date

5
Days

08-Apr-2008
Status Date

MN
State

WAES0709USA00635
Mfr Report Id

Information has been received from a nurse practitioner concerning a 19 year old female who on 31-AUG-2007 was vaccinated intramuscularly with a 0.5 mL
dose of Gardasil (lot 657962/0515U).  There was no concomitant medication.  On 05-SEP-2007 the patient developed hives.  The patient was seen at the
student health center and was treated with diphenhydramine HCl.  At the time of this report, the patient was recovering.  Additional information has been
requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

296742-1

08-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
12-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0515U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5523
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Sep-2007
Vaccine Date

04-Sep-2007
Onset Date

0
Days

08-Apr-2008
Status Date

MO
State

WAES0709USA00669
Mfr Report Id

Information has been received from a medical assistant concerning a 19 year old female with penicillin allergy and a history of pseudomotor cerebri who on 10-
JUL-2007 at 11:00 was vaccinated intramuscularly with a 0.5 mL first dose of Gardasil.  On 04-SEP-2007, the patient was vaccinated intramuscularly with a 0.5
mL second dose of Gardasil (lot 658556/1060U).  Concomitant therapy included EFFEXOR, TOPAMAX and ALLEGRA-D.  On 04-SEP-2007, at approximately
4:15 pm, the patient called the office to report that she had hives on her face.  The patient described the hives as "coming and going".  On 04-SEP-2007, the
patient recovered.  Additional information has been requested.

Symptom Text:

ALLEGRA-D; TOPAMAX; EFFEXOROther Meds:
Lab Data:
History:

Penicillin allergyPrex Illness:

None
Pseudomotor cerebri

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

296743-1

08-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
12-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1060U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5524
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Sep-2007
Vaccine Date

05-Sep-2007
Onset Date

1
Days

08-Apr-2008
Status Date

--
State

WAES0709USA00671
Mfr Report Id

Information has been received from a female medical assistant (age not reported) who on 04-SEP-2007 in the mid afternoon was vaccinated with the first dose
of Gardasil, 0.5 mL, injection. Concomitant medication was not reported. On 05-SEP-2007 in the early hours of the day "around 2 or 3 am" following her first
dose of Gardasil, the patient experienced dizziness, headache, stomach pain and vomiting. No laboratory diagnostic studies were reported. Subsequently on
05-SEP-2007 "around 10 am", the patient recovered from dizziness, headache, stomach pain and vomiting. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

296744-1

08-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain upper, Dizziness, Headache, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
12-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5525
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
08-Apr-2008
Status Date

--
State

WAES0709USA00681
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with Gardasil (lot number not provided). Subsequently the patient
experienced significant hair loss described as hair was "coming out in clumps." The patient sought medical attention and the physician recommended that the
patient see a dermatologist. The product quality complaint unit was not involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

296745-1

08-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Alopecia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
12-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5526
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
08-Apr-2008
Status Date

NY
State

WAES0709USA00684
Mfr Report Id

Information has been received from a physician concerning a female patient who was vaccinated with a first 0.5 ml dose of Gardasil.  Subsequently the patient
experienced fainted.  Unspecified medical attention was sought.  On an unspecified date, the patient recovered.  No product quality complaint was involved.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

296746-1

08-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
12-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5527
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
08-Apr-2008
Status Date

--
State

WAES0709USA00694
Mfr Report Id

Information has been received from a licensed practical nurse, concerning her 19 year old daughter with Crohn's disease, who on 26-FEB-2006 was vaccinated
with the first dose of Gardasil. Concomitant therapy included PENTASA, FLAGYL, REMICADE and prednisone. Following the vaccination (duration of time not
specified), her daughter experienced esophagitis, dysphagia, and weight loss. On unknown dates, her daughter was vaccinated with the second and third
doses of Gardasil, and following each of these vaccinations, she experienced a return of the esophagitis, dysphagia and weight loss. Diagnostics studies
included an endoscopy and a biopsy, both of which ruled out herpes esophagitis. At the time of this report, the outcome of the events was unknown. Additional
information has been requested.

Symptom Text:

REMICADE; PENTASA; FLAGYL; prednisoneOther Meds:
Lab Data:
History:

Crohn's diseasePrex Illness:

endoscopy ruled out herpes esophagitis; biopsy ruled out herpes esophagitis

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

296747-1

08-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dysphagia, Oesophagitis, Weight decreased

 ER VISIT, NOT SERIOUS

Other Vaccine
12-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5528
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
08-Apr-2008
Status Date

NY
State

WAES0709USA00699
Mfr Report Id

Information has been received from a physician, via a company representative, concerning a 17 year old female patient who was vaccinated with the first dose,
0.5 ml, of Gardasil (Lot # not provided).  Following the vaccination, she "experienced a near syncope situation and had to sit down."  Subsequently, the patient
recovered (duration and date not specified).  The patient sought unspecified medical attention.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

296748-1

08-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Presyncope

 ER VISIT, NOT SERIOUS

Other Vaccine
12-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5529
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Aug-2007
Vaccine Date

Unknown
Onset Date Days

09-Apr-2008
Status Date

OH
State

WAES0709USA00707
Mfr Report Id

Information has been received from a medical assistant concerning a 14 year old female with no drug reactions or allergies who on 11-JUN-2007 was
vaccinated intramuscularly with the first 0.5 mL dose of GARDASIL. There was no concomitant medication. On 18-AUG-2007, the patient was vaccinated
intramuscularly with the second dose of 0.5 mL dose of GARDASIL, (Lot # 0211U). It was reported that the patient called the office on 05-SEP-2007, and
reported that she had not had her menses since she received her second dose of GARDASIL on 18-AUG-2007. The medical assistant was unable to provide
the date of the patient's last menstrual period. The patient was scheduled for a pregnancy test in the office on 06-SEP-2007. No further information was
available. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

296749-1

09-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Amenorrhoea

 ER VISIT, NOT SERIOUS

Other Vaccine
12-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0211U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5530
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Aug-2007
Vaccine Date

31-Aug-2007
Onset Date

0
Days

08-Apr-2008
Status Date

--
State

WAES0709USA00763
Mfr Report Id

Information has been received from a physician concerning a 17 year old female who on 31-AUG-2007 was vaccinated with the first dose of 0.5 ml Gardasil
injection.  On 31-AUG-2007, the patient experienced nausea and hyperventilation.  The patient was taken to the emergency room.  Urinalysis, serum glucose,
and metabolic profile were within normal limits.  Subsequently, the patient recovered from nausea and hyperventilation on 31-AUG-2007.  No further
information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic urinalysis, 08/31/07, WNL; diagnostic laboratory, 08/31/07, metabolic profile: WNL; blood glucose, 08/31/07, WNL
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

296750-1

08-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hyperventilation, Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
12-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5531
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Sep-2007
Vaccine Date

05-Sep-2007
Onset Date

0
Days

09-Apr-2008
Status Date

--
State

WAES0709USA00774
Mfr Report Id

Information has been received from a physician concerning a female who, on 05-SEP-2007 was vaccinated with GARDASIL (Lot # not reported). It was
reported that the patient fainted about ten minutes after (also reported as "immediately after injection") receiving her first dose of GARDASIL. She continued to
feel light headed 40 minutes later but went home. As of 06-SEP-2007, the outcome of the patient's fainting and light-headedness was unknown. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

296751-1

09-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Immediate post-injection reaction, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
12-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5532
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
08-Apr-2008
Status Date

IL
State

WAES0709USA0079
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with a dose of Gardasil. Ten minutes after getting the vaccination, the
patient experienced syncope in the waiting room. Later that same day, she experienced abdominal cramps, cold sweats and diarrhea. The outcome was not
reported. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

296752-1

08-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Cold sweat, Diarrhoea, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
12-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5533
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
08-Apr-2008
Status Date

CA
State

WAES0709USA00781
Mfr Report Id

Information has been received from a nurse concerning a 13 year old female who was vaccinated into the left arm with a 0.5 ml second dose of Gardasil.
Subsequently, the patient experienced breast pain. Unspecified medical attention was sought. Subsequently, the patient recovered. Additional information has
been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

296753-1

08-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Breast pain

 ER VISIT, NOT SERIOUS

Other Vaccine
12-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5534
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Jul-2007

Vaccine Date
06-Aug-2007
Onset Date

31
Days

09-Apr-2008
Status Date

MI
State

WAES0709USA00785
Mfr Report Id

Information has been received from a 24 year old female who on approximately 06-AUG-2007 was vaccinated IM with a 0.5 ml first dose of GARDASIL. There
were no concomitant medications. The patient stated that she might be pregnant. She has not been tested, but she is "showing symptom" of pregnancy. The
patient reported that if she was pregnant," it happened within the past month". Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

296754-1

09-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
12-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5535
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
08-Apr-2008
Status Date

OH
State

WAES0709USA00795
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with Gardasil. Subsequently the patient experienced syncope.
Unspecified medical attention was sought. At the time of the report the patient recovered. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

296755-1

08-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
12-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5536
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Aug-2007
Vaccine Date

13-Aug-2007
Onset Date

0
Days

08-Apr-2008
Status Date

PA
State

WAES0709USA00797
Mfr Report Id

Information has been received via the pregnancy registry, from a licensed practical nurse (LPN), concerning a 17 year old female patient with a drug
hypersensitivity to ERYTHROPED (vomiting), who on 06-FEB-2007 was vaccinated IM with the first dose, 0.5 ml, of Gardasil (Lot #654389/0961F), and with the
second dose of Gardasil (date not specified). The patient then had her LMP on 18-JUL-2007, and on 13-AUg-2007 was "10 days pregnant" when vaccinated
with the third dose of Gardasil. There was no concomitant medication. On 03-SEP-2007, the patient visited the hospital for a foot injury, and a lab test
(unspecified) confirmed she was pregnant. The estimated date of delivery was 24-APR-2008. The patient sought unspecified medical attention. Additional
information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 7/19/2007); Foot injury; Allergic reaction to antibioticsPrex Illness:

lower extremity X-ray 09/03/07; diagnostic laboratory 09/03/07 pregnant
Vomiting

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

296756-1

08-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Limb injury

 ER VISIT, NOT SERIOUS

Other Vaccine
12-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0961F 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5537
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Jul-2007

Vaccine Date
05-Sep-2007
Onset Date

41
Days

08-Apr-2008
Status Date

IN
State

WAES0709USA00803
Mfr Report Id

Information has been received from a physician concerning a female who on 26-JUL-2007 was vaccinated with a first dose of Gardasil. Concomitant therapy
included MENACTRA. On 05-SEP-2007 the patient developed paraparesis and urinary incontinence. The patient was examined in the physician office on 06-
SEP-2007 and is scheduled for a consultation with a neurologist on 07-SEP-2007. The physician reported that the patient had a magnetic resonance imaging
performed on 06-SEP-2007 but the physician was unable to provided the results. The physician was unable to provide the lot number of Gardasil. The patient's
paraparesis and urinary incontinence persisted. Additional information is not expected.

Symptom Text:

Other Meds:
Lab Data:
History:

UnknownPrex Illness:

magnetic resonance MRI of the brain
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

296757-1

08-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Nuclear magnetic resonance imaging brain, Paraparesis, Urinary incontinence

 ER VISIT, NOT SERIOUS

Other Vaccine
12-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5538
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
09-Apr-2008
Status Date

NY
State

WAES0709USA00816
Mfr Report Id

Information has been received from a physician, via a company representative, concerning a 14 year old female patient, who was vaccinated IM (date not
specified), with the second dose of GARDASIL (Lot # not provided). The following day (24 hours post vaccination), the patient developed swollen glands. After
an unknown duration of time, the patient recovered. The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

296758-1

09-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Lymphadenopathy

 ER VISIT, NOT SERIOUS

Other Vaccine
12-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5539
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Feb-2007
Vaccine Date

Unknown
Onset Date Days

08-Apr-2008
Status Date

CA
State

WAES0709USA00827
Mfr Report Id

Information has been received from a certified medical assistant concerning a 27 year old female with no pertinent medical history or drug reactions/allergies
who on 22-FEB-2007 was vaccinated with a first dose of Gardasil (lot# unknown) 0.5mL IM. Concomitant therapy included hormonal contraceptives
(unspecified) for 5 years. On an unspecified date the patient developed brown spots on the face. There is one spot on each cheek. Medical attention was
sought. The patient went to a dermatologist (unspecified) and is continuing to see the dermatologist for treatment. No further information was available. At the
time of reporting the patient had not recovered. Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

296759-1

08-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Skin discolouration

 ER VISIT, NOT SERIOUS

Other Vaccine
12-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5540
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
08-Apr-2008
Status Date

SC
State

WAES0709USA00845
Mfr Report Id

Information has been received from a physician concerning a "few" female who were vaccinated with a 0.5 mL dose of Gardasil. The physician reported that
she had a "few" patients complain that their menstrual system was irregular. The patients sought unspecified medical attention. The patient's outcome was
unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

296760-1

08-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Menstruation irregular

 ER VISIT, NOT SERIOUS

Other Vaccine
12-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5541
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
08-Aug-2007
Onset Date Days

09-Apr-2008
Status Date

DE
State

WAES0709USA00854
Mfr Report Id

Information has been recovered from a Registered Nurse (R.N.) concerning a 15 year old female patient who was vaccinated IM with a first dose of GARDASIL
lot #658222/0927U. The nurse reported that the patient became dizzy and fainted, about ten minutes after being vaccinated with her first dose of GARDASIL.
The patient recovered. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

296761-1

09-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
12-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0927U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5542
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
08-Apr-2008
Status Date

TN
State

WAES0709USA00858
Mfr Report Id

Information has been received from a nurse concerning a female (age not reported) with a history of stomach virus earlier in the week who on an unspecified
date was vaccinated with the first dose of Gardasil. Immediately after receiving the first dose of vaccine, the patient became dizzy, light headed, and had
nausea. The patient did not eat breakfast the morning prior to be vaccinated. Medical attention was sought. On an unspecified date, the patient recovered. No
further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Stomach virus

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

296763-1

08-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
12-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5543
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-May-2007
Vaccine Date

30-May-2007
Onset Date

0
Days

16-Nov-2007
Status Date

FR
State

WAES0711AUS00038
Mfr Report Id

Information was obtained on request by the Company from the agency via a Public Case detail form and a Case Line Listing concerning a 16 year old female
who on 30-MAY-2007 was vaccinated with Gardasil. on 30-MAY-2007 after her vaccination, the patient experienced asthenia, dizziness, flushing, syncope
vasovagal, vision blurred and vomiting which required a visit to the physician and was hospitalised. On 30-MAY-2007, the patient recovered from asthenia,
dizziness, flushing, syncope vasovagal, vision blurred and vomiting. The agency considered that asthenia, dizziness, flushing, syncope vasovagal, vision
blurred and vomiting were possibly related to therapy with Gardasil. The original reporting source was not provided. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

296829-1 (S)

16-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Dizziness, Flushing, Syncope vasovagal, Vision blurred, Vomiting

 HOSPITALIZED, SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5544
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Nov-2007
Status Date

MT
State

WAES0711USA02475
Mfr Report Id

Information has been received from a pharmacist concerning a female patient who was vaccinated with a dose of Gardasil. Subsequently, the patient
experienced grand mal seizures sometime after receiving the vaccine. At the time of this report, the patient's outcome was unknown. No product quality
complaint was involved. Grand mal seizures were considered to be an other important medical event. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

296830-1

16-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Grand mal convulsion

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5545
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Jun-2007
Vaccine Date

27-Jul-2007
Onset Date

41
Days

16-Nov-2007
Status Date

FR
State

WAES0711USA01859
Mfr Report Id

Initial and follow up information has been received from a healthcare professional concerning a 25 year old female patient, who on 16-JUN-2007 was
vaccinated IM in the right deltoid, with the second dose of Gardasil (route, dose, lot # not reported). On 27-JUL-2007, the patient presented with erythema
nodosum, with severe myalgia and arthralgia. Treatment included decreasing doses of methylprednisolone (MEDROL). On 30-SEP-2007, the symptoms had
resolved. Follow up information from the reporter indicated that erythema nodosum was considered to be serious as an other medical event (previously
reported as non-serious). Other business partner numbers include:E2007-07431.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

296832-1

16-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Erythema nodosum, Myalgia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5546
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Aug-2007
Vaccine Date

21-Aug-2007
Onset Date

1
Days

16-Nov-2007
Status Date

FR
State

WAES0709USA01638
Mfr Report Id

Information has been received from a health authority professional concerning a 14 year old female patient who on 20-AUG-2007 was vaccinated into the left
upper arm with a first dose of Gardasil (lot# 1539F; batch # NF42170) into the left deltoid muscle IM. Approximately 12 to 15 hours post-vacciantion the patient
experienced paraesthesia. On 21-AUG-2007 the patient complained about muscle weakness and diarrhoea. On 22-AUG-2007 the symptoms had already
improved. Following information gathered on 28-AUG-2007 the events had completely disappeared on 27-AUG-2007. On 23-OCT-2007 the patient was
vaccinated IM into left arm with a second dose of Gardasil (batch # NF58150) (lot # 0354U) IM into th left upper arm. A physician reported that approximately 4
hours post vaccination the patient developed paraesthesia and muscle weakness. The patient was hospitalized. No information was given regarding serological
or technical examination or treatment. The duration was indicated as 2 days and the patient recovered. Case is closed. Other business partners included are:
E2007-05545 and E2007-07781. This is a consolidation of two reports concerning the same patient. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

physical examination Comment: technical (results unknown); clinical serology test Comment: results unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

296833-1 (S)

16-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Diarrhoea, Muscular weakness, Paraesthesia

 HOSPITALIZED, SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1539F 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 5547
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-May-2007
Vaccine Date

09-May-2007
Onset Date

0
Days

16-Nov-2007
Status Date

FR
State

WAES0707AUS00076
Mfr Report Id

Information has been received from a department of health, via CSL as part of a business agreement, with follow-up information received on request by the
Company via a Line Listing from a department of health. As part of the regular school-based immunisation program funded by the government, on 09-MAY-
2007 a 15 year old female was vaccinated with Gardasil (Lot No. 655742/0138U, Batch No. J0798 Expiry date 07-AUG-2009) [previously reported as Batch No.
J0799 in error]. On 09-MAY-2007, 5 minutes post vaccination the patient developed syncope. It was described as prolonged syncopal event lasting over 20
minutes. The patient was pale and clammy. Adrenaline was given and the patient was transferred to the emergency department at the hospital. There were no
apparent anaphylaxis symptoms. No treatment was required and the patient was discharged. Subsequently, the patient recovered from syncope, pale and
clammy. The department of health considered that syncope, pale and clammy were probably related to therapy with Gardasil. The original reporting source was
not provided. Information was obtained on request by the Company from the agency via a Public Case Detail Form and a Case Line Listing. It was reported that
on 09-MAY-2007 the patient experienced immediate prolonged syncopal event which began 5 minutes post vaccination lasting over 20 minutes, pale and
clammy and was hospitalised. The patient was treated with 0.5 ml adrenaline. On 15-MAY-2007, the patient recovered from syncope, pallor and cold sweat.
The agency considered that syncope, pallor and cold sweat were probably related to therapy with Gardasil. The original reporting source was not provided. The
records of testing prior to release of the lot in question have been rechecked and found to be satisfactory. The lot complies with the standards and was
released. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

296834-1 (S)

16-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cold sweat, Pallor, Syncope

 HOSPITALIZED, SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0138U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5548
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Nov-2007
Vaccine Date

05-Nov-2007
Onset Date

0
Days

16-Nov-2007
Status Date

--
State

WAES0711USA02099
Mfr Report Id

Information has been received from a physician's assistant concerning a 23 year old female who on 05-NOV-2007 was vaccinated with a third dose of Gardasil
(lot# 659435/1265U). About ten minutes post-vaccination, the patient experienced loss of consciousness for about 15 seconds, felt dizzy, and when she came
to consciousness she had a little twitch like a mini seizure. It was reported that the patient was not hospitailzed and no intervention was needed. Subsequently
the patient recovered, three days later and was feeling fine. Upon internal review, mini seizure was determined to be an other important medical event.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

296835-1

16-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness, Muscle twitching

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1265U 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5549
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Jul-2007

Vaccine Date
15-Aug-2007
Onset Date

41
Days

16-Nov-2007
Status Date

FR
State

WAES0711USA01877
Mfr Report Id

Information has been received from a health professional concerning a 16 year old female patient who on 05-JUL-2007 was vaccinated in the left arm with the
first dose of Gardasil (lot # 654740/0859F, Batch # NE29660). On 15-AUG-2007 the patient experienced amaurosis of the right eye. She was hospitalized on
an unspecified date. Examinations of cerebrospinal fluid were normal. No cause for the disorder was found. On 22-AUG-2007 the patient completely recovered.
The second dose of Gardasil was administered on 12-OCT-2007 and was well tolerated. Other business numbers include E-2007-07684.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

296836-1 (S)

16-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Amaurosis, Inappropriate schedule of drug administration

 HOSPITALIZED, SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0859F 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5550
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Nov-2007
Vaccine Date

02-Nov-2007
Onset Date

1
Days

07-Jan-2008
Status Date

WI
State Mfr Report Id

Rash - macular papular not changing over arms legs trunk. Itches <24 hours after receiving HPV #3. Saw allergist.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

296899-1

07-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus, Rash maculo-papular

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1062U 2 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 5551
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Nov-2007
Vaccine Date

05-Nov-2007
Onset Date

0
Days

07-Jan-2008
Status Date

TX
State Mfr Report Id

Pt was given immunizations at 730 (HPV #01 and Flu). Had no c/o adv. sxs; able to walk; conversed with nurse and mother. About 3-5 minutes after shots,
patient lost consciousness and fell, face-first, onto (cement) floor in clinic hallway. Had seizure lasting 15-20 seconds. EMS called. Pt transported to hosp. by
ambulance.

Symptom Text:

None listedOther Meds:
Lab Data:
History:

None reportedPrex Illness:

None Reported

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

296902-1

07-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Fall, Immediate post-injection reaction, Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4
FLU

MERCK & CO. INC.
NOVARTIS VACCINES AND
DIAGNOSTICS

09296
80959

0
0

Right arm
Right arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 5552
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Aug-2007
Vaccine Date

25-Aug-2007
Onset Date

1
Days

07-Jan-2008
Status Date

WI
State Mfr Report Id

Vomiting, periods more cramping, bleeding and irregular. Fever, chills. No seizures.Symptom Text:

FluoxitineOther Meds:
Lab Data:
History:

NoPrex Illness:

Dx anxiety, panic attacks

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

296904-1

07-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Chills, Dysmenorrhoea, Haemorrhage, Menorrhagia, Pyrexia, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

TDAP
MNQ
HPV4

SANOFI PASTEUR
SANOFI PASTEUR
MERCK & CO. INC.

C2688AA
U12236AA
0181U

0
0
0

Left arm
Right arm
Right arm

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 5553
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Oct-2007
Vaccine Date

12-Oct-2007
Onset Date

0
Days

07-Jan-2008
Status Date

NC
State Mfr Report Id

Increased HA, N/V within 6 hours after shots lasting about week after 1st dose, with 2nd dose same symptoms lasting about 24 hours.Symptom Text:

Vyvanse, Septra OS, Phenergan, Clarinex, Z-pakOther Meds:
Lab Data:
History:
Prex Illness:

Asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

296906-1

07-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Nausea, Vaccine positive rechallenge, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

TDAP

HPV4
FLU
MNQ

GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
SANOFI PASTEUR
SANOFI PASTEUR

AC52B019AA

0523U
U2461BA
U2329AA

0

1
4
0

Left arm

Right arm
Left arm

Right arm

Intramuscular

Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 5554
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Jul-2007

Vaccine Date
Unknown

Onset Date Days
07-Jan-2008
Status Date

AZ
State Mfr Report Id

Patient did not know she was pregnant at time of vaccine administration.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

296907-1

07-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HEPA
MNQ
TDAP

VARCEL

HPV4 MERCK & CO. INC. 0960F 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 5555
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Dec-2006
Vaccine Date

Unknown
Onset Date Days

07-Jan-2008
Status Date

AZ
State Mfr Report Id

Patient did not know she was pregnant at time of vaccine administration.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

296908-1

07-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4
FLU
HEPA

MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.

0523U
U2220BB
1095F 1

Left arm
Right arm
Right arm

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 5556
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Oct-2007
Vaccine Date

26-Oct-2007
Onset Date

1
Days

08-Jan-2008
Status Date

NC
State Mfr Report Id

Per patient: "Hives" beginning on Left arm on 10/26/07, day after injection. Hives spread to other arm, then legs, over next 3 days. dx: urticaria, treatment:
allegra D 24 hrs one by mouth daily x 10 days.

Symptom Text:

Lutera (Birth Control Pill), Lexapro, TrazodoneOther Meds:
Lab Data:
History:

NoPrex Illness:

no lab test
asthma, migraines, depression

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

296918-1

08-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. O523U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 5557
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
08-Jan-2008
Status Date

MI
State Mfr Report Id

9:30/A Pt. felt faint and was placed back in a chair as she had begun to leave clinic.  BP 78/58 et 15 mins later 9:50/A 100/60 (client had not eaten prior to
clinic).  She was given juice, fanned et placed a cold cloth on her neck, upper back.  Left clinic at 10AM in good condition.  Mom instructed to observe et get her
something to eat immediately.  Also to eat prior to attending next clinic.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NoPrex Illness:

None present

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

296928-1

08-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure, Dizziness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

No~ ()~~0~In Patient|No~ ()~~0~In Sibling|No~ ()~~0~In SiblingPrex Vax Illns:

TDAP
HPV4
FLU
HEPA

SANOFI PASTEUR
MERCK & CO. INC.
SANOFI PASTEUR
GLAXOSMITHKLINE
BIOLOGICALS

C2644AA
0387U
U2437AA
AHAVB200AA

5
0
0
0

Left arm
Right arm
Left arm

Right arm

Intramuscular
Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 5558
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Oct-2007
Vaccine Date

05-Oct-2007
Onset Date

0
Days

08-Jan-2008
Status Date

MI
State Mfr Report Id

At 4:15Pm after receiving 2 out of 3 vaccines (see below) this client, who was sitting next to the counter, fainted and hit her head at the bridge of her nose
resulting in a thin red line at pt- of contact no secretion, no cut, no bruise. Cold compresses, lying on bed, given 3rd injection lying down, juice box

Symptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

none, as of 10/5/07
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

296930-1

08-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Head injury, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

NONE~ ()~~0~In PatientPrex Vax Illns:

MNQ
HPV4
HEPA

SANOFI PASTEUR
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

U2339AA
0245U
AHAVB211AA

1
1
1

Right arm
Left arm

Right arm

Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 5559
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Oct-2007
Vaccine Date

24-Oct-2007
Onset Date

0
Days

08-Jan-2008
Status Date

IL
State Mfr Report Id

Patient felt dizzy withen 20 seconds of receiving vaccine. LOC for 15-20 seconds following vaccine injection.Symptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

296932-1

08-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Loss of consciousness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0742U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 5560
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Nov-2007
Vaccine Date

06-Nov-2007
Onset Date

0
Days

08-Jan-2008
Status Date

CA
State Mfr Report Id

4 year old female - onset of dizziness with seeing dark dots approx. 15 min after given vaccinesSymptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

none
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

296936-1

08-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Visual disturbance

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

TDAP
HPV4
MNQ
FLU

SANOFI PASTEUR
MERCK & CO. INC.
SANOFI PASTEUR
SANOFI PASTEUR

C2770AA
0524U
U2330AA
U2509AA

0
0
0
0

Left arm
Left arm

Right arm
Right arm

Unknown
Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 5561
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Oct-2007
Vaccine Date

18-Oct-2007
Onset Date

4
Days

08-Jan-2008
Status Date

NC
State Mfr Report Id

Hives starting 72-96 hours after administering vaccines. Persisted 4-5 days with hive at site of injection on right deltoid; Treatment with benadrylSymptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

none
asthma, allergic rhinitis, GERD, psoriasis, eczema

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

296941-1

08-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

MNQ
FLU
HPV4

SANOFI PASTEUR
SANOFI PASTEUR
MERCK & CO. INC.

U2375BA
U2435AA
1061U

0
4
0

Left arm
Left arm

Right arm

Intramuscular
Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Oct-2007
Vaccine Date

09-Oct-2007
Onset Date

0
Days

09-Jan-2008
Status Date

CA
State Mfr Report Id

Patient reported hives over torso following injection. Resolved spontaneously. Patient did not seek treatment.Symptom Text:

Other Meds:
Lab Data:
History:

nonePrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

296957-1

09-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0637F 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 5563
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Nov-2007
Vaccine Date

14-Nov-2007
Onset Date

1
Days

26-Nov-2007
Status Date

FL
State Mfr Report Id

SWELLING, REDNESS, PAIN, RASH, AND ITCHINGSymptom Text:

WELBUTRIN, YAZOther Meds:
Lab Data:
History:

NONEPrex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

297006-1

26-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Pain, Pruritus, Rash, Swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1265U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 5564
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Nov-2007
Vaccine Date

14-Nov-2007
Onset Date

1
Days

26-Nov-2007
Status Date

NY
State Mfr Report Id

Left arm and left neck hurt after shots. S/P Menactra and Boostrix on left arm, and HPV on right arm on 11/13, + feeling left neck pain on 11/14/07, worsed on
11/15/07, but arm pain getting better on 11/15/07, + feeling tirdness, fatigue, no vomiting, no HA.

Symptom Text:

Motrin IB 200mg  TabsOther Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

297013-1

26-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Fatigue, Neck pain, Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Nov-2007

Received Date

Prex Vax Illns:

TDAP

MNQ
HPV4

GLAXOSMITHKLINE
BIOLOGICALS
SANOFI PASTEUR
MERCK & CO. INC.

AC52B016BA

U2358AA
1425F

0

0
0

Left arm

Left arm
Right arm

Intramuscular

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Nov-2007
Vaccine Date

15-Nov-2007
Onset Date

0
Days

26-Nov-2007
Status Date

GA
State Mfr Report Id

Mom brought patient back to office about 20-30 minutes after discharge home.  Child had complained shortly after shot that her hands were tingling and she
couldn't move them.  The patient was crying and upset when I saw her.  Both of her upper extremities were quite stiff distally especially the fingers which were
extended and quite rigid.  With lots of coaxing she could bend them but was unable to squeeze my fingers.  She was treated with oral diphenhydramine to
which she responded and she was discharged home within 45 minutes.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

297021-1

26-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Crying, Mood altered, Movement disorder, Muscle rigidity, Musculoskeletal stiffness, Paraesthesia

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Nov-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
MNQ
TDAP

MERCK & CO. INC.
MERCK & CO. INC.
SANOFI PASTEUR
SANOFI PASTEUR

14666
1062U
42233CA
C2720AA

1
0
0
0

Right arm
Right arm
Left arm
Left arm

Subcutaneously
Intramuscular
Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Aug-2007
Vaccine Date

27-Aug-2007
Onset Date

0
Days

19-Nov-2007
Status Date

TX
State

WAES0711USA01717
Mfr Report Id

Information has been received for the Pregnancy Registry for Gardasil from a physician concerning an 18 year old female patient with no pertinent medical
history or drug reactions/allergies who on 27-AUG-2007 was vaccinated with a dose of Gardasil. There was no concomitant medications. The physician
reported that the patient received Gardasil and became pregnant on an unspecified date. Her last menstrual period (LMP) was on 10-AUG-2007. The estimated
delivery date would be 16-MAY-2008. Routine pregnancy panels laboratory tests were done. No result available. The physician reported that the fetus had
acrenia and a therapeutic abortion was planned. No further information available. The outcome was unknown. In follow up telephone information it was
reported by the medical assistant that patient was scheduled to be seen with a physician for the "abortion" on 13-NOV-2007. No further information was
available at this time. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 8/10/2007)Prex Illness:

beta-human chorionic - patient is pregnant

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

297033-1

19-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anencephaly, Drug exposure during pregnancy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5567
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Aug-2007
Vaccine Date

01-Oct-2007
Onset Date

61
Days

19-Nov-2007
Status Date

CA
State

WAES0711USA01791
Mfr Report Id

Information has been received from a physician concerning a 15 year old female with no known medical history, drug reactions/allergies or concomitant
medication use who at the end of August 2007 (exact date unknown), was vaccinated (site and route not reported) with the 1st dose of Gardasil (dose and lot#
not reported). In the beginning of October 2007, the patient became very tired and later jaundiced with a low hemoglobin at 5. Laboratory evaluations revealed
IgM positive to Epstein Barr virus, positive cold agglutinins, positive antibodies to mycoplasma and positive antinuclear antibodies (ANA). The patient was
admitted to the hospital with Autoimmune Hemolytic Anemia for 2.5 weeks with blood transfusions given. The patient was discharged from the hospital (exact
date not reported). The patient had been receiving steroids for approximately one week and was undergoing a steroid taper. The physician felt that the patient's
tiredness, jaundice and Hemolytic Anemia were considered disabling and life threatening and other important medical events. No ongoing hemolysis at the
time. At the time of this report the patient was recovering. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:

History:
Prex Illness:

diagnostic laboratory - Positive antibodies to Mycoplasma; hemoglobin - 5; Epstein-Barr virus - Positive (IgM); serum ANA - Positive; cold agglutinin test -
Positive
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

297034-1 (S)

19-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anaemia haemolytic autoimmune, Fatigue, Jaundice, Transfusion

 ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, LIFE THREATENING, PERMANENT DISABILITY, SERIOUS

Other Vaccine
16-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Nov-2007
Status Date

NY
State

WAES0711USA02177
Mfr Report Id

Information has been received from a Registered Nurse (R.N.) concerning a 16 year old female with a history of smoking and use of oral contraception who
was vaccinated IM with a second dose of Gardasil. Concomitant therapy included hormonal oral contraceptives (unspecified). The nurse reported that after 2
months getting her second vaccination the patient had a stroke and she was hospitalized. The patient continued to have weakness on one side of her body.
The patient was recovering. The reporter considered the event stroke as disabling and life threatening. Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:

Oral contraceptivesPrex Illness:

Unknown
Smoker

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

297035-1 (S)

19-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cerebrovascular accident, Hemiparesis

 ER VISIT, HOSPITALIZED, LIFE THREATENING, PERMANENT DISABILITY, SERIOUS

Other Vaccine
16-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Nov-2007
Status Date

NY
State

WAES0711USA02181
Mfr Report Id

Information has been received from a Registered Nurse concerning a 14 year old female patient who was vaccinated IM with a third dose of Gardasil. The
nurse reported that 2 months after the vaccination patient was diagnosed with a bleeding arteriovenous malformation. It was reported that patient was
hospitalized (date and duration not reported) and had a craniotomy. The patient had a magnetic resonance imaging (MRI) diagnostic test done but no result
was available. No other information was available. The outcome was unknown. The reporter considered the event as disabling and life threatening. The
reporter felt that patient having arteriovenous malformation was a serious other medical event because it required craniotomy. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

magnetic resonance - Result not available
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

297062-1 (S)

19-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Craniotomy, Haemorrhagic arteriovenous malformation

 ER VISIT, HOSPITALIZED, LIFE THREATENING, PERMANENT DISABILITY, SERIOUS

Other Vaccine
16-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5570
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Mar-2007
Vaccine Date

02-Mar-2007
Onset Date

0
Days

19-Nov-2007
Status Date

OH
State

WAES0711USA02212
Mfr Report Id

Information has been received from a 27 year old female consumer with no pertinent medical history and no known allergies, who on 02-MAR-2007 was
vaccinated with the first dose of Gardasil (lot # not provided). There was no concomitant medication. At some time in March 2007, she unknowingly became
pregnant (date of LMP and estimated date of delivery not provided). On 07-MAY-2007, still unaware that she was pregnant, she was vaccinated with the
second dose of Gardasil (lot # not provided). On 09-MAY-2007 she had surgery for an ectopic pregnancy, and was hospitalized for one day. Subsequently, the
patient recovered from the events (duration not specified). No further details were provided. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = Unknown)Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
27.0

297063-1 (S)

19-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Ectopic pregnancy, Inappropriate schedule of drug administration, Surgery

 ER VISIT, HOSPITALIZED, SERIOUS

Other Vaccine
16-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5571
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Oct-2007
Vaccine Date

31-Oct-2007
Onset Date

0
Days

19-Nov-2007
Status Date

FR
State

WAES0711USA02359
Mfr Report Id

Information has been received from a health professional concerning a 15 year old female who on 31-OCT-2007 was vaccinated intramuscularly in the right
deltoid with the first dose of Gardasil (Lot # 655376/0572F). After about five minutes, the patient fainted and hit her head in the fall. She had some convulsions.
Afterwards she had a bad nausea and laid down for half an hour. When she tried to raise, her blood pressure dropped and she tended to faint again. As soon
as she moved she also felt very sick. Concussion was suspected. After 2.5 hours she had not recovered and she was sent to the hospital. The blood pressure
was monitored by a nurse and after an additional 3 hours the blood pressure had stabilized, and the patient went home. She have been well after the incident
and have had no problem with headache. The case have internally been judged as other medical event. The outcome is recovered. case is closed. Other
business partner numbers included: E2007-07804. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

297064-1

19-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure decreased, Concussion, Convulsion, Fall, Head injury, Malaise, Nausea, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0572F 0 Right arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Oct-2007
Vaccine Date

24-Oct-2007
Onset Date

8
Days

19-Nov-2007
Status Date

FR
State

WAES0711USA02360
Mfr Report Id

Information has been received from a health professional concerning a 17 year old female, with a mild upper respiratory infection, who on 16-OCT-2007 was
vaccinated intramuscularly in the deltoid with the first dose of Gardasil (1536F). On 24-OCT-2007 the patient experienced thrombocytopenia and haematoma.
Platelets were 5000/uL. Corticosteroids were administered. No further details were known. The patient's last platelet count (date unknown) was 8000/uL. The
patient will not be hospitalized. Per the reporter, the patient's twin sister was also vaccinated on 16-OCT-2007 with the first dose of Gardasil (1536F). The sister
was healthy at the time of vaccination and showed no reactions. The outcome is unknown.  Following internal review the case was considered to be serious
because of impednance of haemorrhage (possibly life-threatening). Other business partner number included: E2007-07816.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

platelet count 5000 microliter platelet count 150000 - 400000; platelet count 8000 microliter 150000 - 400000
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

297065-1

19-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Haematoma, Platelet count decreased, Thrombocytopenia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1536F Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5573
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Apr-2007
Vaccine Date

05-Apr-2007
Onset Date

0
Days

19-Nov-2007
Status Date

FR
State

WAES0706USA00514
Mfr Report Id

Information has been received from a health professional and health authority concerning a 21 year old female with no medical history, who on 05-APR-2007
was vaccinated IM with a first dose of Gardasil (Lot number: 654884/0902F; Batch number: NE24240). On 05-APR-2007, the patient developed a swollen and
tender jugular lymph node reported as lymphadenopathy. The event resolved in two months without sequelae. A lot check has been requested.
Lymphadenopathy was considered to be an other important medical event. Other business partner numbers included E2007-02843, 037568 and 53620. No
further information is available.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

297066-1

19-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Lymph node pain, Lymphadenopathy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0902F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5574
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-May-2007
Vaccine Date

25-May-2007
Onset Date

0
Days

19-Nov-2007
Status Date

FR
State

WAES0711AUS00037
Mfr Report Id

Information was obtained on request by the Company from the agency via a Public Case Detail Form and a Case Line Listing concerning a 16 year old female
who on 25-MAY-2007 was vaccinated with Gardasil. On 25-MAY-2007 the patient experienced feeling hot, dyspnoea, erythema and hyperhidrosis. It was
described that the patient experienced a red face, hot and sweaty, skin red and blotchy and shortness of breath. At the time of reporting to the agency on 04-
JUL-2007, the patient had recovered from feeling hot, dyspnoea, erythema and hyperhidrosis. The agency considered that feeling hot, dyspnoea, erythema and
hyperhidrosis were possibility related to therapy with Gardasil, erythema and hyperhidrosis were possibly related to therapy with Gardasil. The original reporting
source was not provided. Feeling hot, dyspnoea, erythema and hyperhidrosis were considered to be immediately life-threatening by the agency. Additional
information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

297067-1 (S)

19-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dyspnoea, Erythema, Feeling hot, Hyperhidrosis, Rash macular

 LIFE THREATENING, SERIOUS

Other Vaccine
16-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Oct-2007
Vaccine Date

30-Oct-2007
Onset Date

0
Days

11-Jan-2008
Status Date

NC
State Mfr Report Id

Fainted approximately 5 sec after injection givenSymptom Text:

MinocyclineOther Meds:
Lab Data:
History:

nonePrex Illness:

Amoxicillin allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

297095-1

11-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 10636U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 5576
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
11-Jan-2008
Status Date

RI
State Mfr Report Id

received flu mist followed by hpv vaccine after 5 min. complaining of nausea and requested to lie down, upon standing patient collapsed, lots consciousness
went into grand maul seizure lasting 1 min., second mild seizure after the first, regained consciousness

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

V.S 110/60; VS 120/60; No s/s of anaphylactic reaction
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

297129-1

07-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Grand mal convulsion, Loss of consciousness, Nausea, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Nov-2007

Received Date

Prex Vax Illns:

HPV4
FLUN

MERCK & CO. INC.
MEDIMMUNE VACCINES, INC.

0929U
500490P

0
0

Left arm
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 5577
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Aug-2007
Vaccine Date

11-Nov-2007
Onset Date

100
Days

27-Nov-2007
Status Date

FL
State Mfr Report Id

SYNCOPE ON TWO OCCASIONS  11/11/2007 4pm and11/17/2007 6pm patient recover fullySymptom Text:

advair, and tetracylineOther Meds:
Lab Data:
History:

nonePrex Illness:

none
asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

297183-1

28-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0188U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 5578
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Oct-2007
Vaccine Date

01-Nov-2007
Onset Date

3
Days

27-Nov-2007
Status Date

WA
State Mfr Report Id

ON 10/29, HPV, VARICELLA, AND FLU ADMINISTERED; 11/01 PARENT/PT RTC WITH CELLULITIS AT IMMUNIZATION SITE.  PT TREATED
EMPIRICALLY BY SAME PROVIDER WITH COURSE OF KEFLEX. PT MEDICALLY EXCUSED FROM SCHOOL X 2DAYS.

Symptom Text:

NONE.Other Meds:
Lab Data:
History:

NONE.Prex Illness:

NONE
NONE.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

297185-1

28-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site cellulitis

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Nov-2007

Received Date

Prex Vax Illns:

VARCEL
FLU
HPV4

MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.

1024U
U2498AA
0930U

1
0
1

Right arm
Right arm
Left arm

Subcutaneously
Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-May-2007
Vaccine Date

15-May-2007
Onset Date

0
Days

20-Nov-2007
Status Date

WA
State

WAES0706USA05304
Mfr Report Id

Information has been received, via the Merck pregnancy registry, from a physician, concerning an 18 year old female patient with asthma, who was pregnant,
(approximately 10-14 weeks pregnant), and on 15-MAY-2007 was vaccinated with the first dose, 0.5ml, of Gardasil (Lot #655620/0171U). The physician
confirmed that no adverse effect was involved. No further details were reported. Follow up information from a nurse practitioner/certified nurse midwife,
indicated the patient's LMP date was 17-MAR-2007 and the estimated date of conception as 31-MAR-2007. The estimated date of delivery was 22-DEC-2007.
Additional follow up information indicated that on 03-NOV-2007, the pregnancy resulted in a "premature birth and a low birth weight baby" (gestational week not
specified). The infant's (gender not specified) birth weight was less than 5 pounds. The infant continued in the hospital after 1 week, due to feeding difficulties.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 3/17/2007); AsthmaPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

297226-1 (S)

20-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Foetal disorder

 ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, SERIOUS

Other Vaccine
19-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0171U 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Oct-2007
Vaccine Date

25-Oct-2007
Onset Date

0
Days

20-Nov-2007
Status Date

FR
State

WAES0711USA03024
Mfr Report Id

Information has been received from a physician, concerning a 12 year old female patient with a history of a "similar response" (presumed somnolence and
restlessness) following a hand injury, who on 25-OCT-2007 was vaccinated IM in the left arm, with the first dose of Gardasil (lot # 0354U; batch #NF58150).
Following the vaccination on 25-OCT-2007, the patient experienced syncope and recovered "spontaneously." A short time after the syncope, she developed
repeated twitches and was admitted to the hospital for monitoring. Upon admission, at 1 1/2 hours after the vaccination, she developed restlessness and
somnolence. A neurological examination was normal. Treatment with sodium chloride-glucose infusions was initiated. On 26-OCT-2007, an
electroencephalogram (EEG) showed "tiredness changes" and an electrocardiogram (ECG) was normal. The patient showed significant improvement of her
general condition with treatment, and on 27-OCT-2007, she was discharged. It was noted that the event of twitches was not mentioned in the hospital records.
This file is closed. Other business partner numbers include: E2007-07430.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

neurological examination 25Oct2007; electroencephalography 26Oct07 tiredness changes; electrocardiogram 26Oct07 normal
Somnolence; Restlessness; Injury to hand NOS

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

297227-1 (S)

20-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Fatigue, Muscle twitching, Restlessness, Somnolence, Syncope

 HOSPITALIZED, SERIOUS

Other Vaccine
19-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0354U 0 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Oct-2007
Vaccine Date

31-Oct-2007
Onset Date

0
Days

20-Nov-2007
Status Date

FR
State

WAES0711USA03025
Mfr Report Id

Information has been received from a health authority, concerning a 13 year old female patient, who on 31-OCT-2007 was vaccinated IM in the arm, with the
first dose of Gardasil (lot #654740/0859F; batch #NE29660). Five minutes after vaccination, she developed anaphylactic shock (details not specified).
Treatment included adrenalin IV, (methylprednisolone) URBASON and Ringer's solution. She recovered after thirty minutes, but was admitted to the hospital for
evaluation. Other business partner numbers include: E2007-07947, PEI2007010417.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

297228-1 (S)

20-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anaphylactic shock

 HOSPITALIZED, SERIOUS

Other Vaccine
19-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0859F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5582
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Oct-2007
Vaccine Date

06-Nov-2007
Onset Date

34
Days

20-Nov-2007
Status Date

FR
State

WAES0711USA03061
Mfr Report Id

Information has been received from a healthcare professional, concerning a 16 year old female patient, who on 03-OCT-2007 was vaccinated with the first
dose of Gardasil (lot # 0233U; batch # NF37380). On 06-NOV-2007, 34 days after the vaccination, the patient experienced a typical epileptic seizure while she
was at home with her mother present. The actual seizure lasted approximately 3 minutes, and the patient was hospitalized (details and duration not reported).
A head computed tomography (CT scan was normal, and the result of an electroencephalogram (EEG) were not yet available. The patient recovered from the
seizure, though the duration of recovery was not specified. Other business partner numbers include: E2007-08042.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

head computed axial tomography 06?Nov07 normal; electroencephalography 06?Nov07 results not available
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

297229-1 (S)

20-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Epilepsy

 HOSPITALIZED, SERIOUS

Other Vaccine
19-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0233U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5583
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Oct-2007
Vaccine Date

22-Oct-2007
Onset Date

0
Days

28-Nov-2007
Status Date

MA
State Mfr Report Id

Seizure, brief <30 sec No treatment neededSymptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

297258-1

28-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1063U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 5584
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Jul-2007

Vaccine Date
03-Jul-2007
Onset Date

1
Days

28-Nov-2007
Status Date

MI
State Mfr Report Id

Patient received Gardasil imm. (L) deltoid immediately developed (L) shoulder pain/tendonitis now with neuropathy=tingling (L) scapula- for 3 months.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

297260-1

28-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Injection site pain, Musculoskeletal pain, Neuropathy, Paraesthesia, Tendonitis

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0525U 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 5585
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Nov-2007
Vaccine Date

08-Nov-2007
Onset Date

0
Days

29-Nov-2007
Status Date

CA
State Mfr Report Id

c/o feeling faint right after vaccine admin. slumped over. and the had a seizure lasting 5 sec. arms and head jerking. then disoriented for 3 min or so.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

2/6 systolic heart murmur LUSB (innocent)

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

297278-1

29-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Disorientation, Dyskinesia, Immediate post-injection reaction, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Nov-2007

Received Date

Prex Vax Illns:

HPV4
FLU

MERCK & CO. INC.
SANOFI PASTEUR

0930U
U2469AA

0
0

Right leg
Right leg

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 5586
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Nov-2007
Vaccine Date

12-Nov-2007
Onset Date

0
Days

29-Nov-2007
Status Date

PA
State Mfr Report Id

Passed out 5 seconds felt shaky lied down for 10 minutesSymptom Text:

SudafedOther Meds:
Lab Data:
History:

URIPrex Illness:

peanut allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

297287-1

06-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness, Tremor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0469U 1 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 5587
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Nov-2007
Vaccine Date

12-Nov-2007
Onset Date

0
Days

29-Nov-2007
Status Date

PA
State Mfr Report Id

Patient fainted in office hallway after receiving Gardasil #2 and Menactra. BP was taken - and was normal. Patient was observed by doctor 20 min after
incident. was sent home when she was feeling well enough to leave.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

Exercise induced asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

297302-1

29-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure normal, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Nov-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2542AA
1522U

0
1

Left arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 5588
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jul-2007

Vaccine Date
01-Jul-2007
Onset Date

0
Days

29-Nov-2007
Status Date

--
State Mfr Report Id

Report fever, headache that started 1 hr after receiving 2nd dose GardasilSymptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

297318-1

29-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5589
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Nov-2007
Vaccine Date

16-Nov-2007
Onset Date

0
Days

29-Nov-2007
Status Date

MO
State Mfr Report Id

1/2 am - light red circle surrounding varicella vaccination site. reaction was immediate. Advised provider immediately. O TX done (a) this time. (R) Arm subq.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None Known

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

297322-1

29-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Injection site erythema

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Nov-2007

Received Date

Prex Vax Illns:

VARCEL
MMR
HEPA

HEP

HPV4
TDAP

MERCK & CO. INC.
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
SANOFI PASTEUR

1471U
0417U
AHAVB211AA

AHBVB377AA

NULL
C2771AA

0
0
0

0

0

Right arm
Left arm
Left arm

Left arm

Unknown
Right arm

Subcutaneously
Unknown
Unknown

Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 5590
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Nov-2007
Vaccine Date

13-Nov-2007
Onset Date

0
Days

07-Jan-2008
Status Date

LA
State

LA071104
Mfr Report Id

Patient with Apprehension noted prior to 1st dose, pt received 3 dose, HPV (2nd) Followed by IPV, pt with complaint of  "not feeling good", passed out
immediately after, had tonic-clonic movement and posturing noted, Lasted 30 seconds, responsive after 3rd Ammonia inhalant, alert x3, with c/o "eyes; see
Back; Feeling Funny ", patient with urinary incontinence  during event. Placed supine on Floor with legs Elevated, Released to Father 30 min Later. Patient
Ambulatory. Follow-up with parent 3 Hrs Later, pt home Resting with complaint of nausea, No other events reported.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

nonePrex Illness:

None
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

297324-1

07-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Loss of consciousness, Malaise, Nausea, Posturing, Tonic clonic movements, Unresponsive to stimuli, Urinary incontinence

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Nov-2007

Received Date

none noted~ ()~~0~In PatientPrex Vax Illns:

MNQ
IPV
HPV4

SANOFI PASTEUR
SANOFI PASTEUR
MERCK & CO. INC.

U2407AA
A0273-2
1062U

0
4
0

Left arm
Left arm
Left arm

Intramuscular
Subcutaneously
Intramuscular



10 JUN 2008 06:27Report run on: Page 5591
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Nov-2007
Vaccine Date

06-Nov-2007
Onset Date

0
Days

07-Jan-2008
Status Date

LA
State

LA071105
Mfr Report Id

Patient just received 4th dose, upon last im injection (HPV) immediately passed out, and Had tonic-clonic movement lasting 5 sec. Responded well to one
Ammonia inhalant, Alert x3 patient placed in supine position with legs elevated monitored For additional 30 min and released w/o Any Additional sequelae
noted!

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

297325-1

07-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Loss of consciousness, Tonic clonic movements

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Nov-2007

Received Date

none noted~ ()~~0~In PatientPrex Vax Illns:

TDAP

HEP
HPV4
MNQ

GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
MERCK & CO. INC.
SANOFI PASTEUR

AC52BO19AA

0489U
0188U
U2331AA

0

0
0
0

Left arm

Left arm
Right arm
Right arm

Intramuscular

Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 5592
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Nov-2007
Vaccine Date

19-Nov-2007
Onset Date

0
Days

30-Nov-2007
Status Date

OH
State Mfr Report Id

11-19-07 Pt. came to office for HPV dose #2.  After dose administered, pt. went to couch to sit down and she requested a drink.  While I was in the kitchen, pt's
mother said that pt's head dropped down with her eyes closed and her upper body jerked "like she was having a seizure."  Pt stated feeling like she "fell asleep
and then woke up."  Pepsi given to pt to drink and remained seated on the couch for at least 10-15 minutes afterward.  Pt felt better and left ambulatory with
mother. Pt had a similar episode with the first dose of HPV vaccine back on 8-10-07.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

297363-1

30-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dyskinesia, Similar reaction on previous exposure to drug

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Nov-2007

Received Date

Fainting~HPV (Gardasil)~1~18~In PatientPrex Vax Illns:

HPV4 MERCK & CO. INC. 0387U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 5593
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Aug-2007
Vaccine Date

30-Aug-2007
Onset Date

17
Days

30-Nov-2007
Status Date

VA
State Mfr Report Id

Developed enlarged inguinal Lymph nodes after first series of HPV vaccine.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

Enlarged LNs non-responsive to Cephalexin X 14 days
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

297387-1

30-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Lymphadenopathy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 5594
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Nov-2007
Vaccine Date

09-Nov-2007
Onset Date

1
Days

21-Nov-2007
Status Date

FR
State

WAES0711USA03302
Mfr Report Id

Information has been received from a gynecologist concerning a 16 year old female who on 08-NOV-2007 was vaccinated with a second dose of Gardasil (lot#
1536F; NG01520) IM into the deltoid muscle. The following night (about 1 AM) the patient developed flu-like symptoms with feeling unwell, pain in limbs, chills
and a "heavy feeling of hands and legs". In the morning of 09-NOV-2007, the patient developed fever up to 39 degrees celcius, stiffness of neck and shoulder,
dizziness and nausea. The patient was admitted to the hospital. A blood sample was taken and showed slightly increased Erythrocytes (5.37/pl and CRP
(17.9mg/l, normal high range 9.00mg/l). All other values within normal range. Treatment with paracetamol didn't lead to improvement initially. Under infusion
therapy (not specified) symptoms improved. The patient was discharged from the hospital the same day in the afternoon. On 10-NOV-2007 the patient felt tired.
The patient recovered completely on 11-NOV-2007. The reporter considered the event to be serious. The patient had experienced mild flu-like symptoms after
P1 with Gardasil. Case is closed. Other business partner included are: E2007-07963. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Prex Illness:

body temp 09Nov07 39 degrees C; serum C-reactive protein 09Nov07 17.9mg/ml Normal Range: - 9.00 mg/l Comment: increased; red blood cell count
09Nov07 5.37 pl Normal Range: 4.00 pl - 5.0 pl Comment: increased
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

297398-1 (S)

21-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chills, Dizziness, Fatigue, Influenza like illness, Joint stiffness, Malaise, Musculoskeletal stiffness, Nausea, Pain in extremity, Pyrexia, Sensation of heaviness

 HOSPITALIZED, SERIOUS

Other Vaccine
20-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1536F 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5595
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Jul-2007

Vaccine Date
13-Sep-2007
Onset Date

65
Days

21-Nov-2007
Status Date

FR
State

WAES0711USA03299
Mfr Report Id

Information has been received from a physician concerning a 20 year old female who on an unspecified date was vaccinated with a first dose of Gardasil and
was well tolerated. On 10-JUL-2007 the patient was vaccinated with second dose of Gardasil (lot# 1339F; batch # NF23310) IM into the deltoid muscle. On 13-
SEP-2007 the patient presented to the reporter with numbness and paraesthesia of both arms and legs. The patient was hospitalized for diagnostics.
Neurological examinations revealed diagnosis of multiple sclerosis. Symptoms were ongoing at the time of reporting. Additional information is not expected.
Other business partners included are: E2007-07977.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory test; neurological examination Comment: revealed multiple sclerosis
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

297399-1 (S)

21-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Multiple sclerosis, Paraesthesia

 HOSPITALIZED, SERIOUS

Other Vaccine
20-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1339F 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5596
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Nov-2007
Vaccine Date

09-Nov-2007
Onset Date

0
Days

21-Nov-2007
Status Date

--
State

WAES0711USA02882
Mfr Report Id

Information has been received from a physician concerning a female who on 09-NOV-2007 was vaccinated with Gardasil. On 09-NOV-2007 the patient's arm
was red and her arm went numb. The physician sent the patient to the emergency room where she remained for 6 hours. While in the emergency room, the
patient developed tachycardia. She was treated with diazepam (Valium) to calm her down. The patient recovered on 10-NOV-2007; however, it was also
reported that the patient's arm was numb for 3 days before the feeling came back. The physician considered the patient's red arm, numb arm and tachycardia
to be disabling. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

297400-1 (S)

21-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Hypoaesthesia, Tachycardia

 PERMANENT DISABILITY, SERIOUS

Other Vaccine
20-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5597
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Nov-2007
Status Date

--
State

WAES0711USA02880
Mfr Report Id

Information has been received from a physician concerning a 14 year old female who was vaccinated with her second dose of Gardasil (Date not provided).
Subsequently the patient experienced a seizure. The seizure did not happen in the physician's office. It was reported that the patient was to have an MRI. She
did not experience a seizure after her first dose. Upon internal review, seizure was determined to be an other important medical event. Additional information
has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

297401-1

21-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5598
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Nov-2007
Status Date

NY
State

WAES0711USA01397
Mfr Report Id

Information has been received from two nurses concerning a 19 year old female who was vaccinated with the first dose of Gardasil (lot# not reported), 0.5mL
injection. After receiving Gardasil, the patient experienced syncope and fell and hit her head. The patient was taken to the emergency room because she hit her
head, but it was unknown if she was admitted (also reported as hospitalized because she hit her head). During the week of 12-NOV-2007 the patient reported
that she had a bump on her head and a bruise on her bottom from the fall, but that she was now doing fine. The patient recovered, date not reported. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

297402-1 (S)

21-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Contusion, Fall, Head injury, Syncope

 ER VISIT, HOSPITALIZED, SERIOUS

Other Vaccine
20-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5599
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Oct-2007
Vaccine Date

08-Oct-2007
Onset Date

0
Days

30-Nov-2007
Status Date

PA
State Mfr Report Id

Faint/syncope within 1 minute of Gardasil vaccination. Patient was sitting and fainted forward-caught by Dr and positioned onto bed. No trauma.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

297434-1

07-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0755U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5600
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Oct-2007
Vaccine Date

11-Oct-2007
Onset Date

0
Days

30-Nov-2007
Status Date

MI
State Mfr Report Id

At 10am pt & mom were in pt. room discussing possible vaccines to receive today; they decided to have Gardasil and Menactra administered today; at
10:15am this nurse injected Gardasil IM into her (L) deltoid muscle; was applying bandaid & mom said "call the doctor!!" & pt closed her eyes and "slumped"
forward. Mom saw a color change in face; pt. had jerking movements & was unresponsive for 1 to 2 min. M.D. came into room and Epipen Jr was injected into
thigh and Menactra never was injected.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

referred to peds. neuro
asthma as a child

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

297435-1

30-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dyskinesia, Pallor, Unresponsive to stimuli

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0930U 2 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 5601
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Nov-2007
Vaccine Date

19-Nov-2007
Onset Date

0
Days

30-Nov-2007
Status Date

VI
State Mfr Report Id

12:15 pm, client given HPV left deltoid IM, C/O pain after vaccine administered, decreased sensation to left arm (anterior upper arm) and from elbow to finger
tips.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

To be determined
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

297442-1

30-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pain, Sensory loss

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1063U 1 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 5602
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Sep-2007
Vaccine Date

15-Sep-2007
Onset Date

3
Days

30-Nov-2007
Status Date

MO
State Mfr Report Id

Platelet count dropped to 57k. Recovering but count is still low.  02/26/2008 MR received from PCP for dates beginning 9/12/2007 to 11/20/2007.  Normal WCC
exam on 9/12/07.  Labs 9/15/07 reveal thrombocytopenia.  No bleeding or bruising noted.

Symptom Text:

NoneOther Meds:
Lab Data:

History:
Prex Illness:

CBC, D plt, PT, PTT. Labs and Diagnostics: 9/15/2007 Platelets 57K. Repeat 9/18/2007 Platelets 100K with normal PT, PTT and INR. 10/2/07 Platelets 102K.
11/17/07 Platelets 139K

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

297443-1

26-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Platelet count decreased, Thrombocytopenia

 NO CONDITIONS, NOT SERIOUS

Related reports:   297443-2

Other Vaccine
20-Nov-2007

Received Date

Prex Vax Illns:

VARCEL
MNQ
HPV4

MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.

1020U
U2408AA
1061U

1
0
0

Right arm
Left arm

Right arm

Subcutaneously
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 5603
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Sep-2007
Vaccine Date

15-Sep-2007
Onset Date

3
Days

07-Feb-2008
Status Date

MO
State

WAES0711USA01682
Mfr Report Id

Information has been received from a registered nurse concerning a female who in May 2007, was vaccinated with Gardasil.  Six months later, on 06-NOV-
2007, the patient was dosed with her second dose.  There were no problems reported.  Additional information has been requested.  Follow-up information has
been received from a physician concerning a 13 year old white female with no pertinent medical history or drug reactions/allergies and no illness at the time of
the vaccination who on 12-SEP-2007 was vaccinated with a first dose of Gardasil (lot# 658558/1061U) IM in the left arm at 8:00 AM.  Concomitant therapy
included a second dose of VARIVAX (lot# unknown) subcutaneous in the right arm and a first dose of MENACTRA (lot# U2408AA) IM in the right arm at 8:00
AM.  On 15-SEP-2007 also reported as 17-SEP-2007, the patient's platelet count was 57K.  On 19-Sep-2007 blood platelet count was 100 L and on 19-Nov-
2007 the blood platelet count was 139 L.  Subsequently, the patient recovered from platelet count 57k in December 2007.  Additional information is not
expected.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

platelet count, 11/19/07, 139 L; platelet count, 09/19/07, 100 L; platelet count, 09/17/07, 57 L; complete blood cell; prothrombin time; INR, prothrombin time
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

297443-2

26-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 No

 NO CONDITIONS, NOT SERIOUS

Related reports:   297443-1

Other Vaccine
16-Jan-2008

Received Date

Prex Vax Illns:

VARCEL
MNQ
HPV4

MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.

NULL
U2408AA
1061U

1
0
0

Right arm
Right arm
Left arm

Subcutaneously
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 5604
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
13-Nov-2007
Vaccine Date

14-Nov-2007
Onset Date

1
Days

30-Nov-2007
Status Date

--
State Mfr Report Id

pt given 1st (L) arm Gardasil  then developed shingles (L) shoulder (L) upper ant chest and trunk approx 4 hours after Gardasil injection.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
insomnia allergies

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

297452-1

30-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Herpes zoster, Hypersensitivity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0525U 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 5605
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Sep-2007
Vaccine Date

Unknown
Onset Date Days

30-Nov-2007
Status Date

WV
State Mfr Report Id

Parent called states pt has developed warts on her hand. has had (2) Gardasil vaccines 6-14-07 and 9/28/07. Mom states she has no history of warts-
concerned that it maybe related to vaccine

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

297455-1

30-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Skin papilloma

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0929U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 5606
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Aug-2007
Vaccine Date

27-Aug-2007
Onset Date

0
Days

10-Apr-2008
Status Date

NH
State

WAES0707USA00042
Mfr Report Id

Information has been received from a registered nurse and a medical record concerning a 19 year old white female patient with no family history of sudden
death or syncope who on 27-AUG-2007 at 12:00 (also reported as 11:30), was vaccinated IM with a first dose of GARDASIL (Lot# 658222/0927U). Around
12:20, the patient became pale, sweaty, and felt short of breath. The patient used her albuterol inhaler and her symptoms got worse. The patient then went to
the emergency room. It was reported that in the emergency room the patient felt weak. The patient had a normal exam and was afebrile. After an observation
period, the patient developed bilateral axillary "LAD" and some anterior cervical "LAD" also. No neck pain, stiffness, headache, fever, signs of pyelo or other
infection was reported. Patient now has left tonsillitis with exudate. She was diagnosed with acute pharyngitis. Pregnancy test was negative. A throat culture
was taken and strep test results were not reported at this time. On arrival to the emergency room, the patient had "QTc" of 495 on electrocardiogram (ECG).
The patient was treated with a dose of prednisolone and was improving, ambulating, stable and afebrile. On 27-AUG-2007, the patient recovered. Discharge
medications were penicillin v potassium 500 mg, one tablet by mouth four times a day for 10 days and prednisolone 20 mg tablets, 3 by mouth every day for 2
days. The patient should recheck her ECG and follow up with her primary medical doctor. It was reported that the physician was unclear if the patient had
symptom's of allergy from GARDASIL or pharyngitis. On 29-AUG-2007, the patient began YASMIN. Additional information is not expected.

Symptom Text:

albuterol puffOther Meds:
Lab Data:
History:
Prex Illness:

electrocardiogram 08/27/07 - QTc of 495; throat culture 08/27/07; Streptococcus oralis 08/27/07; beta-human chorionic 08/27/07 - negative
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

297481-1

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Dyspnoea, Hyperhidrosis, Lymphadenopathy, Pallor, Pharyngitis, Tonsillitis

 ER VISIT, NOT SERIOUS

Other Vaccine
12-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0927U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5607
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Jul-2007

Vaccine Date
05-Jul-2007
Onset Date

0
Days

09-Apr-2008
Status Date

TX
State

WAES0708USA00006
Mfr Report Id

Initial and follow-up information has been received from the Merck Pregnancy Registry concerning an 18 year old female with no pertinent medical history who
on 05-JUL-2007 was vaccinated with a first dose of Gardasil (Lot # 657868/0523U).  Concomitant therapy included ORTHO TRI-CYCLEN LO.  On 12-JUL-2007
an ultrasound was performed due to pelvic pain and the patient was found to be pregnant.  The patient's last menstrual period was on 06-JUN-2007 and the
estimated date of delivery is 12-MAR-2008.  Unspecified medical attention was sought.  At the time of the report the patient's outcome was unknown.
Additional information has been requested.

Symptom Text:

ORTHO TRI-CYCLEN LOOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 6/6/2007)Prex Illness:

ultrasound, 07/12/07, pregnancy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

297482-1

09-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Pelvic pain

 ER VISIT, NOT SERIOUS

Other Vaccine
12-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0523U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5608
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Mar-2007
Vaccine Date

Unknown
Onset Date Days

09-Apr-2008
Status Date

PA
State

WAES0708USA00041
Mfr Report Id

Initial and follow up information has been received for the Pregnancy Registry for Gardasil from a Registered Nurse (R.N.) concerning a 25 year old female
patient with high Human Papilloma Virus (HPV) who on 23-MAR-2007 was vaccinated IM in to right deltoid a dose of with  Gardasil lot #655618/0186U.  The
nurse reported that now she was pregnant after receiving the injection.  Routine prenatal labs were done.  Patient was 19 weeks of gestation at the time of this
report.  The patient sought unspecified medical attention.  In follow up information the nurse reported that the patient had Urinary tract infection (UTI) for which
she was treated with MACROBID twice a day from 21-MAY-2007 till 31-MAY-2007.  On 18-JUL-2007 she had an ultrasound done which had normal result.
She also had maternal serum alpha-fetoprotein test (MSAFP) with a normal result.  The outcome was unknown.  This is one of the two patient from the same
office.  Additional information has been requested.

Symptom Text:

MACROBID, 500 mg; vitamins (unspecified)Other Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 3/29/2007); Papilloma viral infectionPrex Illness:

ultrasound, 07/18/07, within normal; serum alpha-fetoprotein, 07/18/07, Maternal alpha fetoprotein test (within normal)
Urinary tract infection

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

297483-1

09-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Urinary tract infection

 ER VISIT, NOT SERIOUS

Other Vaccine
12-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0186U Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 5609
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
09-Apr-2008
Status Date

NY
State

WAES0708USA03944
Mfr Report Id

Information has been received from a health professional concerning a few females who were vaccinated with 0.5 ml Gardasil IM.  Subsequently, they
experienced momentary discomfort during Gardasil administration.  The nurse was unable to confirm the actual number of patients or identification of the
patients.  No further adverse reactions were reported.  No lab testing was performed.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

297484-1

09-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
12-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5610
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Apr-2008
Status Date

--
State

WAES0709USA00114
Mfr Report Id

Information has been received from a company representatives daughter concerning a 16 year old female who on an unspecified date was vaccinated with a
first dose of GARDASIL. Subsequently the patient's shot hurt. Subsequently, the patient recovered. On an unspecified date was vaccinated

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

297485-1

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
12-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5611
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Apr-2008
Status Date

--
State

WAES0709USA00119
Mfr Report Id

Information has been received from a company representatives daughter concerning a 17 year old female who on an unspecified date was vaccinated with
GARDASIL. Subsequently the patient experienced dry patch patch around the injection site. At the time of the report, the outcome was unknown. Additional
information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

297486-1

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site dryness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
12-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5612
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Aug-2007
Vaccine Date

30-Aug-2007
Onset Date

2
Days

10-Apr-2008
Status Date

IN
State

WAES0709USA00218
Mfr Report Id

Information has been received from a licensed practical nurse concerning a 13 year old female with no known drug allergies and migraines who on 28-AUG-
2007 was vaccinated with a dose of GARDASIL, 0.5ml, intramuscularly, in the right arm (Lot#658556/1060U). Concomitant therapy included MENACTRA,
ADACEL and VARIVAX (also in the right arm) on that same date. On 30-AUG-2007, the patient's mother called to report that the child developed a swollen, red
area on her right arm. On 31-AUG-2007, the patient's mother called back to report the child's arm at the injection site was hot, swollen, and red with the area
about 2 inches by 2 inches. It was treated with compresses. The outcome was not reported. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:

MigrainePrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

297487-1

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site swelling, Injection site warmth

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
12-Oct-2007

Received Date

Prex Vax Illns:

VARCEL
TDAP
MNQ
HPV4

MERCK & CO. INC.
SANOFI PASTEUR
SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL
NULL
1060U

Right arm
Right arm
Right arm
Right arm

Unknown
Unknown
Unknown

Intramuscular



10 JUN 2008 06:27Report run on: Page 5613
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Aug-2007
Vaccine Date

31-Aug-2007
Onset Date

0
Days

10-Apr-2008
Status Date

NY
State

WAES0709USA00236
Mfr Report Id

Information has been received from a physician concerning a 14 year old female with asthma, seasonal allergy, penicillin allergy and allergy to erythromycin
who on 31-AUG-2007 was vaccinated with her first dose of GARDASIL, 0.5ml IM. There was no concomitant medication. Several hours after receiving the
vaccine, on 31-AUG-2007 the patient experienced injection site reaction with redness and swelling at the injection site and fever which lasted for 24 hours. She
has been taking TYLENOL, ADVIL, BENADRYL for the symptoms. The patient's injection site reaction and redness at injection site and swelling at injection site
persisted. Additional has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Seasonal allergy; Penicillin allergy; Drug hypersensitivityPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

297488-1

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site reaction, Injection site swelling, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
12-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5614
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Apr-2008
Status Date

--
State

WAES0709USA00238
Mfr Report Id

Information has been received from a pharmacist concerning a female in her early 20s who was vaccinated with the first two doses of GARDASIL at a different
clinic. Subsequently the patient tested positive for HPV. The patient come tot he office for a yeast infection and is currently being prescribed DIFLUCAN. She
was tested for HPV at the office visit for the yeast infection. The pharmacist did not know if she was tested for HPV prior to the start of GARDASIL. As of 04-
SEP-2007 the patient had not recovered. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory - positive
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

297489-1

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Fungal infection, Papilloma viral infection

 ER VISIT, NOT SERIOUS

Other Vaccine
12-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5615
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Apr-2008
Status Date

MO
State

WAES0709USA00412
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated IM with the second dose GARDASIL. Three days after the
vaccination, the patient experienced a rash on her upper back. Subsequently, the patient recovered from rash on her upper back. Medical attention was sought.
Additional information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

297490-1

17-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
12-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5616
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Jun-2007
Vaccine Date

26-Jul-2007
Onset Date

28
Days

17-Apr-2008
Status Date

--
State

WAES0709USA00420
Mfr Report Id

Information has been received from a 27 year old female who on 28-JUN-2007 was vaccinated intramuscularly with the first 0.5 mL dose of GARDASIL. The
consumer reported that she became pregnant after receiving a dose of GARDASIL. The consumer also reported that "she started cramping", but it is "getting
better." She reported that "she does not think that this is related to GARDASIL. There was no product quality complaint involved. Additional information has
been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 7/26/2007)Prex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

297491-1

17-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Muscle spasms

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
12-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5617
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Aug-2007
Vaccine Date

21-Aug-2007
Onset Date

0
Days

17-Apr-2008
Status Date

CA
State

WAES0709USA00458
Mfr Report Id

Information has been received from a physician concerning a female believed to be 11 years old with no medical history and no drug allergies, who, "two weeks
ago" on approximately 21-AUG-2007, was vaccinated with a dose of GARDASIL. Subsequently, after receiving the vaccination the patient was still at the office
and became lightheaded, but did not faint. The patient was observe at the office for 15 minutes and then was "fine" and was sent home. The patient recovered
on an unspecified date. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

297492-1

17-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 ER VISIT, NOT SERIOUS

Other Vaccine
12-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5618
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Aug-2007
Vaccine Date

29-Aug-2007
Onset Date

8
Days

17-Apr-2008
Status Date

--
State

WAES0709USA00461
Mfr Report Id

Information has been received from a registered nurse concerning an 11 year old female, who on 21-AUG-2007 was vaccinated intramuscularly with a 0.5mL
first dose of GARDASIL. Concomitant therapy included diphtheria toxoid (+) pertussis acellular vaccine (unspecified) (+) tetanus toxoid. On 29-AUG-2007 the
patient developed a fever of 103F. The patient was lethargic, had diarrhea one time, and a severe headache. On 01-SEP-2007 the patient developed hives all
over her body. The patient sought unspecified medical attention. On 02-SEP-2007 the patient's headache and fever resolved and the patient started to feel
better. On 04-SEP-2007 the patient recovered and went to school. The nurse reported that she was unsure if the patient would be receiving the second dose of
GARDASIL. No product quality complaint was involved. Additional information is not expected.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

297493-1

21-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Diarrhoea, Headache, Lethargy, Pyrexia, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
12-Oct-2007

Received Date

Prex Vax Illns:

HPV4
DTAP

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

0524U
NULL

0 Unknown
Unknown

Intramuscular
Unknown



10 JUN 2008 06:27Report run on: Page 5619
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Jun-2007
Vaccine Date

04-Jun-2007
Onset Date

0
Days

17-Apr-2008
Status Date

CA
State

WAES0709USA00474
Mfr Report Id

Information has been received from a physician concerning a 14 year old female who on approximately 04-JUN-2007 was vaccinated with a 0.5 ml first dose of
GARDASIL. On approximately 04-JUN-2007 the patient experienced "a huge amount of redness and swelling that was 4 inches in diameter around the
injection site". The "patient was taking MOTRIN" and using "cold compresses" to reduce the swelling. The "patient is not receiving the last two dose in the
series". Unspecified medical attention was sought. Subsequently, the patient recovered. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

297494-1

17-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
12-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5620
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
09-Apr-2008
Status Date

--
State

WAES0709USA00514
Mfr Report Id

Information has been received from a receptionist concerning her daughter who on an unspecified date was vaccinated with a first dose of Gardasil.
Subsequently, two days after the first dose the patient experienced psoriasis.  At the time of the report, the outcome was unknown.  Additional information has
been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

297495-1

09-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Psoriasis

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
12-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5621
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Aug-2007
Vaccine Date

30-Aug-2007
Onset Date

3
Days

09-Apr-2008
Status Date

FL
State

WAES0709USA00542
Mfr Report Id

Information has been received from a physician concerning a female who on 27-AUG-2007 was vaccinated with a dose of Gardasil injection.  On 30-AUG-2007
the patient experienced pain in her arm which was a little bit of tendonitis and bursitis.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

297496-1

09-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Bursitis, Pain in extremity, Tendonitis

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
12-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Apr-2008
Status Date

FL
State

WAES0709USA00544
Mfr Report Id

Information has been received from a physician concerning a female patient who was vaccinated with her first dose of GARDASIL, IM. One week post
vaccination, the patient experienced irregular menstrual period (two to three weeks earlier than schedule). Subsequently, the patient recovered from irregular
menstrual period. Medical attention was sought. Patient Quality Complaints (PQC) was not involved.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

297497-1

17-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Menstruation irregular

 ER VISIT, NOT SERIOUS

Other Vaccine
12-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5623
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
09-Apr-2008
Status Date

NY
State

WAES0709USA00554
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with the first two doses of the Gardasil series (0.5 ml, intramuscular).
Subsequently the patient experienced a positive prostatic acid phosphatase (PAP) test.  The patient was negative before being vaccinated with Gardasil.  The
patient sought medical attention.  The patient's outcome was not reported.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

serum prostatic acid, positive
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

297498-1

09-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Prostatic acid phosphatase abnormal

 ER VISIT, NOT SERIOUS

Other Vaccine
12-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Aug-2007
Vaccine Date

29-Aug-2007
Onset Date

5
Days

17-Apr-2008
Status Date

PA
State

WAES0709USA00576
Mfr Report Id

Information has been received from a physician concerning a 14 year old female who on 24-AUG-2007 was vaccinated with a second dose do GARDASIL.
There were no concomitant medications. On 29-AUG-2007 the patient experienced facial stinging, generalized rash on trunk, extremities, and buttocks, and
hands and feet were swollen. No cervical nodes, no joint swelling, no allergies. The nurse reported that the patient is in good health. The patient is being
treated with oral BENADRYL. Laboratory data revealed Complete Blood Count was normal, Antinuclear Antibody test performed the results was negative and
RAST test was negative for latex. The nurse reported that the RAST test were performed due to the client played with water balloon. It was unsure if the patient
would receive the third dose. Additional information is not available.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

complete blood cell - normal; serum ANA - NEGATIVE; serum multiallergen - NEGATIVE
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

297499-1

17-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Oedema peripheral, Pain, Rash generalised

 ER VISIT, NOT SERIOUS

Other Vaccine
12-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5625
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Oct-2007
Vaccine Date

09-Oct-2007
Onset Date

1
Days

03-Dec-2007
Status Date

MD
State Mfr Report Id

swelling, rash, and hives on left side of body appearing 24 hrs after injection.  Treated with Benadryl and epinephrine.  Resolved within 24 hrs.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

297503-1

03-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash, Swelling, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0930U 2 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Nov-2007
Vaccine Date

13-Nov-2007
Onset Date

0
Days

03-Dec-2007
Status Date

MO
State Mfr Report Id

Pt got dizzy after Gardasil injection.  Given ammonia pellet and juice, rested in clinic for 20 minutes.  Left alerted and oriented.  BP  100/60 Pulse 66 Resp 16
even and unlabored.

Symptom Text:

DesogenOther Meds:
Lab Data:
History:

NonePrex Illness:

None
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

297518-1

03-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 05224 0 Right arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Feb-2007
Vaccine Date

01-Apr-2007
Onset Date

59
Days

26-Nov-2007
Status Date

NJ
State

WAES0706USA02481
Mfr Report Id

Information has been received through the Merck pregnancy registry, from a physician, concerning a 19 year old female who in March 2007, was vaccinated
with a second dose of Gardasil. Subsequently the patient received her two doses of the vaccine and then became pregnant. Unspecified medical attention was
sought. Follow up information received from the mother of the patient, indicated that in September 2006, her daughter received the first dose of Gardasil, on an
unknown date the second dose, and in February 2007 the third dose of Gardasil (lot #'s not provided). She reported her daughter became pregnant in April
2007. In November, when 7 months pregnant, her daughter was admitted to the hospital for abdominal pain, and on 04-NOV-2007, she "lost her baby." The
child "had no heartbeat and was dead for a week in her womb. The child was not fully formed." She added that the fetus's eyes, ears and nose were not fully
developed. Her daughter remained in the hospital for "about a week." At the time of this report, she was recovering from the event. Additional information has
been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = Unknown)Prex Illness:

diagnostic laboratory

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

297527-1 (S)

26-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Abortion spontaneous, Drug exposure during pregnancy, Intra-uterine death

 ER VISIT, HOSPITALIZED, SERIOUS

Other Vaccine
23-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Sep-2007
Vaccine Date

06-Oct-2007
Onset Date

21
Days

26-Nov-2007
Status Date

--
State

WAES0711USA02619
Mfr Report Id

Information has been received from a physician's assistant concerning a 12 year old female with no reported medical history who on approximately 15-SEP-
2007 was vaccinated with Gardasil. It was noted that this was not where the vaccine was administered, rather they were the patient's family physician. On 06-
OCT-2007 the patient died in her sleep. No further information was provided. No lot number was given. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

297528-1 (D)

26-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Death

 DIED, LIFE THREATENING, SERIOUS

Other Vaccine
23-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-May-2007
Vaccine Date

15-Oct-2007
Onset Date

152
Days

26-Nov-2007
Status Date

FR
State

WAES0711USA03023
Mfr Report Id

Information has been received from a healthcare professional, concerning a 16 year old female patient with no reported medical history, who on 16-MAY-2007
was vaccinated with the first dose of Gardasil, and on 24-JUL-2007 was vaccinated IM with the second dose of Gardasil (lot # not specified). Concomitant
therapy included hormonal contraceptives (unspecified). Following the second vaccination on approximately 15-OCT-2007 ("mid-October 2007"), the patient
was hospitalized due to thrombosis and a pulmonary embolism (treatment not specified during hospitalization). The patient was hospitalized for a period of two
weeks. Treatment after hospitalization included phenprocoumon (MARCOUMAR). At the time of this report, the patient was recovering, however the reporter
stated she "is still suffering from some kind of vegetative disorder" (not specified). Other business partner numbers include: E2007-07953. Additional
information has been requested.

Symptom Text:

hormonal contraceptives (unspecified)Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

297529-1 (S)

26-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pulmonary embolism, Thrombosis

 HOSPITALIZED, SERIOUS

Other Vaccine
23-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Dec-2006
Vaccine Date

01-Mar-2007
Onset Date

63
Days

26-Nov-2007
Status Date

FR
State

WAES0711USA03027
Mfr Report Id

Information has been received from a gynecologist concerning a 17 year old female with a history of neurodermatitis and "in vitro fertilisation child", who on 28-
DEC-2006 was vaccinated intramuscularly in the deltoid with a first dose of Gardasil (Lot# 654884/0902F; Batch# NE24240). Concomitant suspect vaccinations
included a first dose of Recombivax HB (Lot3 653198/0975R; Batch ND36190), administered intramuscularly in the deltoid. Concomitant therapy included
"hormonal contraceptives for systemic use." The patient's mother reported that "caused by the vaccinations" the girl had experienced "borreliosis" in March
2007, followed by a neurodermatitis-like rash with skin necrosis and hepatitis. At the time of the report, the outcome of the patient was unknown. Other
business partner number included: E2007-07852. Additional information has been requested.

Symptom Text:

hormonal contraceptives (unspecified)Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Neurodermatitis; In vitro fertilisation

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

297530-1

26-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hepatitis, Lyme disease, Neurodermatitis, Skin necrosis

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
23-Nov-2007

Received Date

Prex Vax Illns:

HPV4
HEP

MERCK & CO. INC.
MERCK & CO. INC.

0902F
0975R

Unknown
Unknown

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Sep-2007
Vaccine Date

01-Sep-2007
Onset Date

0
Days

26-Nov-2007
Status Date

--
State

WAES0711USA03218
Mfr Report Id

Information has been received from a pharmacist concerning his 15 year old daughter who in September 2007 was vaccinated with Gardasil. Concomitant
therapy included meningococcal vaccine (unspecified). A couple minutes after getting the vaccination, the patient suffered a grand mal seizure and fell on the
ground in the office. She recovered from the grand mal seizure and was sent home. The pharmacist's wife reported that a couple weeks after the vaccination,
her daughter could not focus and would forget things. The symptoms caused problems in school, and her grades dropped. It was also reported that the patient
had bad headaches, a lack of concentration, a change in personality, nausea and tasted blood in her mouth. In the last two weeks, the symptoms worsened.
The patient is having daily headaches and petit mal seizures. She is going to be seen by a neurologist. At the time of this report, the symptoms persisted. The
pharmacist considered his daughter's symptoms to be disabling. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

297531-1 (S)

26-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Disturbance in attention, Dysgeusia, Fall, Grand mal convulsion, Headache, Immediate post-injection reaction, Memory impairment, Nausea, Personality
change, Petit mal epilepsy, Vision blurred

 PERMANENT DISABILITY, SERIOUS

Related reports:   297531-2

Other Vaccine
23-Nov-2007

Received Date

Prex Vax Illns:

MEN
HPV4

UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Aug-2007
Vaccine Date

17-Aug-2007
Onset Date

0
Days

05-Feb-2008
Status Date

--
State

200800230
Mfr Report Id

This case was received from another manufacturer on 22 January under the reference number WAES 0711USA03218. The following narrative is verbatim from
that report: "Information has been received from a pharmacist concerning his 15 year old daughter who in September 2007, was vaccinated GARDASIL.
Concomitant suspect therapy included meningococcal vaccine (unspecified). A couple minutes after getting the vaccination, the patient suffered a grand mal
seizure and fell on the ground in the office. She recovered from the grand mal seizure and was sent home. The pharmacist's wife reported that a couple weeks
after the vaccination, her daughter could not focus and would forget things. The symptoms caused problems in school, and her grades dropped. It was also
reported that the patient had bad headaches, a lack of concentration, a change in personality, nausea and tasted blood in her mouth. In the last two weeks, the
symptoms worsened. The patient is having daily headaches and petit mal seizures. She is going to be seen by a neurologist. At the time of this report, the
symptoms persisted." "Follow-up information received  from the pharmacist indicated that, as of 19-NOV-2007, his daughter had not recovered. The patient will
see a neurologist in January and is being tutored to assist in her school work. The reporter did not know the lot number or any additional information." Follow up
information received from the physician's medical records, confirmed that on 17-Aug-2007, at 1:45 p.m. (previously reported by the pharmacist as September
2007), the patient (a Caucasian student) was vaccinated IM in the left anterior deltoid with the first dose of GARDASIL (lot  #658556/1060U) and in the right
anterior deltoid with first dose of MENACTRA (lot # U2394BA)." Additional follow up information received from the physician mentioned that at age 1 year, the
patient had a fever after she received an MMR vaccination. The events on 17-AUG-2007 were described as an "episode of altered consciousness," after both
of the vaccines were admini

Symptom Text:

Other Meds:
Lab Data:

History:
Prex Illness:

06/Nov/2007: Brain imaging revealed mild left cerebrellar tonsilar ecoptia. A chiari I malform. is considered.......no intracranial lesion; 06/Nov/2007: MRI of the
pituitary gland unremarkable; 21/Nov/2007: EEG normal

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

297531-2 (S)

05-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arnold-Chiari malformation, Arthralgia, Disturbance in attention, Dysgeusia, Encephalopathy, Eye movement disorder, Fall, Fatigue, Grand mal convulsion,
Headache, Hypoaesthesia, Memory impairment, Muscular weakness, Myalgia, Nausea, Personality change, Petit mal epilepsy, Staring, Vision blurred

 PERMANENT DISABILITY, SERIOUS

Related reports:   297531-1

Other Vaccine
04-Feb-2008

Received Date

Fever~ ()~~0~In PatientPrex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2394BA
1060U

0
0

Right arm
Left arm

Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Oct-2007
Vaccine Date

19-Oct-2007
Onset Date

0
Days

26-Nov-2007
Status Date

MO
State

WAES0711USA02887
Mfr Report Id

Information has been received from a licensed practical nurse concerning a 19 year old female with depression, anxiety and gastroesophageal reflux disease
and a history of drug hypersensitivity to PREDNISONE, ZOLOFT and "BENREX" who on 19-OCT-2007 was vaccinated intramuscularly with a 0.5ml dose of
Gardasil (lot# 657621/0387U). Concomitant therapy included PRILOSEC, DIFENTUM, EFFEXOR, SEROQUEL and ORTHO TRI-CYCLEN. On 19-OCT-2007,
the patient experienced difficulty breathing with possible throat swelling post vaccination. The patient also had arm pain and bumps on arm (not specific). The
patient was treated in the emergency room with VISTARIL and ULTRAM and was hospitalized overnight. Additional information has been requested.

Symptom Text:

ORTHO TRI-CYCLEN; DIPENTUM; PRILOSEC; SEROQUEL; EFFEXOROther Meds:
Lab Data:
History:

Depression; Anxiety; Gastrooesophageal reflux disease; Drug hypersensitivityPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

297532-1 (S)

26-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dyspnoea, Pain in extremity, Pharyngeal oedema, Rash

 ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, SERIOUS

Other Vaccine
23-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0387U Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Oct-2007
Vaccine Date

29-Oct-2007
Onset Date

0
Days

26-Nov-2007
Status Date

FR
State

WAES0711USA02386
Mfr Report Id

Initial information received on 30-Oct-2007. Information has been received from a pediatrician concerning a 19 year old female patient, who on 29-OCT-2007
was vaccinated IM in the left arm with the first dose of Gardasil. On 29-OCT-2007, the patient experienced syncope convulsion, circulatory collapse,
unconsciousness, dyskinesia circumoral and bradycardia. Two to three minutes post vaccination, the patient experienced a convulsive syncope, collapsed and
became unconscious for a short time. Perioral dyskinesia was observed as well as mydriasus and bradycardia. The patient was spontaneously recovered after
10 minutes. She was given a salt solution IV. After the event the patient mentioned to the pediatrician that in the morning she already was vaccinated with three
different travel vaccines into the same arm. The case is closed. The follow up information received on 08-Nov-2007, indicated that the patient was admitted to
hospital for observation and the situation was assessed as life threatening. It was also added that 2-3 minutes post vaccination the patient experienced apnoea
of about one minute during the convulsive syncope with tonic convulsions. The physician started mouth to mouth ventilation and after 2 inspirations,
spontaneous breathing restarted. Concomitant therapy included rabies virus vaccine (human diploid) (TOLLMUT-IMPFSTOFF), MENINGITEC, TYPHIM VI and
STAMARIL. The patient was not vaccinated with other vaccines the same day as previously reported but had numerous vaccinations in the days before. She
did not experience adverse reactions after three vaccines. In the hospital ECG and EEG were performed the results were not mentioned but reportedly an
anaphylactic reaction and an epileptic seizure was ruled out. The reporter considered syncope convulsive and circulatory collapse to be life threatening. No
further information is available.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

electrocardiogram Comment: results unknown; electroencephalography Comment: results unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

297533-1 (S)

26-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Apnoea, Bradycardia, Convulsion, Dyskinesia, Loss of consciousness, Mydriasis, Resuscitation, Syncope, Tonic convulsion

 HOSPITALIZED, LIFE THREATENING, SERIOUS

Other Vaccine
23-Nov-2007

Received Date

Prex Vax Illns:

MNC
RAB
YF

HPV4 MERCK & CO. INC. 0354U 0 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Oct-2007
Vaccine Date

12-Nov-2007
Onset Date

12
Days

26-Nov-2007
Status Date

--
State

WAES0711USA03178
Mfr Report Id

Information has been received from a consumer concerning a 24 year old female friend with no reported medical history who on 31-OCT-2007 was vaccinated
with Gardasil. Concomitant therapy received on the same day included tetanus toxoid and medroxyprogesterone acetate (DEPO-PROVERA). The
representative reported that on approximately 12-NOV-2007 her friend who received the vaccine developed paralysis and said it was "creeping up her body and
she is experiencing tingling and numbness, which is making it difficult to walk". The patient had been taken to the emergency room but specifics are unknown.
No further information was provided. No lot number was given. Lab diagnostics included blood tests at the emergency room but no results were given. The
patient had not recovered. Paralysis was considered to be immediately life threatening. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory 11/12/07 - values unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

297534-1 (S)

26-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Gait disturbance, Hypoaesthesia, Paraesthesia, Paralysis

 LIFE THREATENING, PERMANENT DISABILITY, SERIOUS

Other Vaccine
23-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
26-Nov-2007
Status Date

MA
State

WAES0711USA03450
Mfr Report Id

Information has been received from a physician concerning a 16 or 17 year old female who on an unspecified date was vaccinated with Gardasil (lot#
unknown). On an unspecified date the patient had a seizure at home. Medical attention was sought. The patient went to the emergency room and her
pediatrician ordered unspecified tests. The patient may have received an IUD (intrauterine device) at the same office visit as the Gardasil vaccination. At the
time of reporting it was unknown if the patient had recovered; "there has been no determination on the seizures". No other details were available. upon internal
review, seizures is considered to be an other medical event (OME). Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory - unspecified
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

297535-1

26-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion

 ER VISIT, NOT SERIOUS

Other Vaccine
23-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
26-Nov-2007
Status Date

FR
State

WAES0711USA03518
Mfr Report Id

Information has been received from a health professional internist concerning a 17 year old female who on an unspecified date was vaccinated with a third
dose of Gardasil (lot# unknown) into the upper arm. Subsequently the patient experienced severe localised inflammation on the injected upper arm to the
shoulder, the patient also complained about a headache and showed a reduced general condition and circulatory disorder. The patient was hospitalised for two
days (dates not given). The patient recovered after 5 days. Additional information is not expected. Other business partners included are: E2007-08101.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

297536-1 (S)

26-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 General physical health deterioration, Headache, Injection site inflammation, Peripheral vascular disorder

 HOSPITALIZED, SERIOUS

Other Vaccine
23-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Oct-2007
Vaccine Date

Unknown
Onset Date Days

03-Dec-2007
Status Date

MA
State Mfr Report Id

Received Gardasil vaccine 10/10/07. Developed shoulder pain one week later that has persisted.Symptom Text:

YazOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

297578-1

12-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Musculoskeletal pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
23-Nov-2007

Received Date

Prex Vax Illns:

MNQ
FLU
HPV4

SANOFI PASTEUR
SANOFI PASTEUR
MERCK & CO. INC.

02367AA
02437AA
0960F

Left arm
Left arm

Right arm

Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 5639
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Oct-2007
Vaccine Date

25-Oct-2007
Onset Date

0
Days

03-Dec-2007
Status Date

IL
State Mfr Report Id

After receiving HPV vaccine/Gardasil (her 3rd dose) patient felt lightheaded; she reclined on exam table. No loss of consciousness, took sips of water, waited
about 15 min, B/P monitored. Left ambulatory.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
NKDA; hx chickenpox; hx mononucleosis 3/05; 1989 s/p appendectomy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

297625-1

04-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
23-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0742U 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5640
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Nov-2007
Vaccine Date

21-Nov-2007
Onset Date

0
Days

07-Jan-2008
Status Date

CT
State Mfr Report Id

Headache and dizziness after vaccine.  Pt was given the vaccine lying down.  She waited in the office 20-25 min lying down for 20 min., sitting up for 5 min.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

297641-1

07-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Headache

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
23-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0388U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 5641
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Nov-2007
Vaccine Date

08-Nov-2007
Onset Date

0
Days

07-Jan-2008
Status Date

WA
State Mfr Report Id

Nausea, dizziness & vomiting during 12-24 hours after vaccines.Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
h/o migraines, allergic rhinitis

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

297645-1

07-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Nausea, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
23-Nov-2007

Received Date

Prex Vax Illns:

TDAP

MNQ
FLU

HPV4

GLAXOSMITHKLINE
BIOLOGICALS
SANOFI PASTEUR
NOVARTIS VACCINES AND
DIAGNOSTICS
MERCK & CO. INC.

AC52B015BA

U2375BA
80959

0388U

0

0
0

0

Left arm

Left arm
Right arm

Right arm

Intramuscular

Intramuscular
Intramuscular

Intramuscular



10 JUN 2008 06:27Report run on: Page 5642
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Nov-2007
Vaccine Date

02-Nov-2007
Onset Date

0
Days

03-Dec-2007
Status Date

WI
State Mfr Report Id

Patient has had persistent arm pain since administration of Gardasil.  She also may have a cellulitis at the site of administration, but this far out it is difficult to
tell if that's where it was given.  She had arm pain immediately after it was given, however.

Symptom Text:

Orthocept, ambienOther Meds:
Lab Data:
History:

NonePrex Illness:

No testing done.
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

297671-1

03-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Injection site cellulitis, Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 10636 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 5643
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Oct-2007
Vaccine Date

01-Nov-2007
Onset Date

1
Days

03-Dec-2007
Status Date

MN
State Mfr Report Id

PATIENT HAD SX 1 DAY AFTER VACCINATIONS GIVEN LASTING 7 DAYS TOTAL. SHE HAD CONSTANT FEVERS X1WK RANGING FROM 99-104
DEGREES. MALAISE, NAUSEA, ANOREXIA, SORE THROAT, DEHYDRATION, GRAY COLORED MEMBRAINE ON THROAT ON DAY 5 OF 7, DEVELOPED
CANCRE SORES IN MOUTH, INFLAMED GUMS, RECEIVED IV FLUIDS AS OUTPT X3 (1000CC BAGS), USED IBUPROFEN & ACETAMINOPHEN FOR
FEVER, USED LIDOCAINE SWISH FOR SORE MOUTH, HYDROGEN PEROXIDE/H2O 50-50% SWISH FOR SORE GUMS,  COMPAZINE FOR NAUSEA,
ZITHROMAX RX ON DAY 5 OF 7.

Symptom Text:

NAOther Meds:
Lab Data:
History:

NAPrex Illness:

NA

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

297682-1

04-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anorexia, Aphthous stomatitis, Dehydration, Gingivitis, Malaise, Nausea, Pharyngolaryngeal pain, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
23-Nov-2007

Received Date

Prex Vax Illns:

TD
HPV4

UNKNOWN MANUFACTURER
MERCK & CO. INC.

UNKNOWN
UNKNOWN

5
0

Right arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 5644
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Nov-2007
Vaccine Date

16-Nov-2007
Onset Date

4
Days

30-Nov-2007
Status Date

NY
State Mfr Report Id

11/16/2007  7:30 am patient had episode of spinning-head tilted to r-then whole body shaking lasting less than 2 minutes- no fever- EMS called and taken to
ER- ?partial complex seizure vs syncopal episode.  Transferred to Hospital for further evaluation. Discharged home on 11/18/2007.  On 11/20/2007 mom called
to say that patient had another seizure.  She returned to hospital and was begun on depakote. 1/2/08-records received for DOS 11/16-11/18/07-DC DX:
Seizure. One episode of eye twitching. Per parent happened 3 times, collapssed. No post ictal state.

Symptom Text:

singulair 5mg qd, advair 100/50 1 puff bidOther Meds:
Lab Data:

History:
Prex Illness:

CT scan head - normal, EKG-normal, screening blood test (CBC, electrolytes) -normal, Video EEG- results pending, MRI- results pending 1/2/08-records
received-EKG normal sinus rhythm. CT ventricles normal. VEEG generalized seizures during s
asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

297720-1 (S)

02-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Electroencephalogram abnormal, Posture abnormal, Syncope, Tremor, Vertigo

 ER VISIT, HOSPITALIZED, SERIOUS

Related reports:   297720-2

Other Vaccine
26-Nov-2007

Received Date

Prex Vax Illns:

TDAP
HPV4
FLU
MNQ

SANOFI PASTEUR
MERCK & CO. INC.
SANOFI PASTEUR
SANOFI PASTEUR

C2862AA
12676
U2524AA
U2538AA

0
0
6
0

Left arm
Right arm
Left arm

Right arm

Intramuscular
Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 5645
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Nov-2007
Vaccine Date

16-Nov-2007
Onset Date

4
Days

06-Dec-2007
Status Date

NY
State

200704033
Mfr Report Id

Initial report received on 27 November 2007 from a health care provider. A 12-year-old female patient, with a past medical history of asthma, had received a
first dose, left arm, intramuscular injection of Adacel, lot number C2862AA; a first dose, right arm, intramuscular injection of Menactra, lot number U2538AA; a
seventh dose, left arm, intramuscular injection of Fluzone SV 2007-2008, lot number U2524AA; and a first dose, right arm intramuscular injection of Gardasil,
manufacturer Merck, lot number 12676; on 12 November 2007. Four days post-vaccination, the patient experienced an episode of spinning with her head tilted
to the right and her whole body shaking. The episode lasted less than two minutes. The patient had no fever at the time of the event. She was transported by
emergency medical services to an emergency room where she was subsequently admitted to the hospital with a diagnosis of questionable partial complex
seizure versus syncopal episode. The patient was discharged following a three day hospitalization. Two days after discharge, the parent called and stated that
the patient had experienced another seizure. She was re-examined and started on Depakote. Relevant diagnostic testing, (dates not provided), included a CT
scan of the head which was normal, an EKG which was normal, CBC and electrolytes which were normal, a video EEG (results pending), and a MRI (results
pending). Recovery status was not provided.

Symptom Text:

SINGULAROther Meds:
Lab Data:

History:
Prex Illness:

"Relevant diagnostic testing, (dates not provided), included a CT scan of the head which was normal, an EKG which was normal, CBC and electrolytes which
were normal, a video EEG (results pending), and a MRI (results pending)."
The patient had a history of asthma.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

297720-2 (S)

07-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Complex partial seizures, Convulsion, Posture abnormal, Syncope, Tremor, Vertigo

 ER VISIT, HOSPITALIZED, SERIOUS

Related reports:   297720-1

Other Vaccine
05-Dec-2007

Received Date

Prex Vax Illns:

TDAP
FLU
MNQ
HPV4

SANOFI PASTEUR
SANOFI PASTEUR
SANOFI PASTEUR
MERCK & CO. INC.

C2862A
U2524AA
U2538A
12676

0
6
0
0

Left arm
Left arm

Right arm
Right arm

Intramuscular
Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 5646
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Aug-2007
Vaccine Date

17-Aug-2007
Onset Date

15
Days

06-Dec-2007
Status Date

TX
State Mfr Report Id

5/18/07 patient given first Gardasil(HPV) lot 1447F.  8/2/07 patient given second Gardasil (HPV lot 09270 mfg Merck.   8/17/07 - Patient taken to Tx Hosp
Emerg Room for excesssive bleeding related to menstrual cycle.  Blood test reveals platelet level approx 32K.  ITP diagnosed.  Platelet level would go down to
2K on 9/4/07. Treatments given have been Immune Globulin, WinRHO, and Prednisone.  Patient on birth control pills to stop bleeding.  Latest lab taken show
level at 232K, first time over 100K since mid-August.  At present, patient still has some itching (all over) and acne on face (from medicines?).  Still monitoring
platelet level - hope this nightmare is over.  Sister age 12 (at time) received same HPV vaccinations with no adverse reaction so far.  Not certain about Route in
quest #13.    12/18/07 Reviewed hospital ER & Clinic medical records which reveal patient experienced heavy menses with clots & went to ER 8/17/07.  Tx
w/tapering steroidsReferred to Heme, GYN & PMD.  Clinic records of 9/20-12/12/2007 indicate patient bleeding controlled w/low dose estrogen. Plts max low 2k
on 9/4 w/bruising & petechiae. Received IVIG 9/7 x 1, plts rose to 16k. .  Received WinRho 9/11 & plts rose to 28k.  9/20 plts 12k, tx w/tapering steroids until
10/21.  11/9 plts 232k but restarted steroid taper for 2 more wks.  11/30 plts 203k & plan was to observe off meds.  No labs reported on 12/12 visit.   ER DX:
thrombocytopenia & menorrhagia, hemodynamically stable.  2/22/08 Reviewed pcp medical records & vax records.  Corrected lot # in database.  Received
initial HPV vax on 5/18/07, IM in left arm, lot # 1447E.  On 8/2/07 c/o nausea & dizziness s/p 1st HPV vax.  Vomiting w/each period & felt dizzy, cramping &
heavy periods.  To see GYN if anti-inflammatories not helpful.  Office vs of 8/20 revealed pt w/ very heavy mentstuation & epistaxis.   Seen in ER where plt ct
36K.  Referred to GYN.  Returned to office 9/5/07 s/p dx w/ITP, plts 2K & had received IVIG.  9/14 plts 28K per t/c.  11/7/07 vs for stuffy runny nose, so

Symptom Text:

Other Meds:
Lab Data:

History:
NonePrex Illness:

Blood examinations (labs) taken at Hospital   LABS: 10/4/07: WBC 19.16 (H), H/H 14.2/42.1 (N), plts 48K.  10/26/07: WBC 6.29 (N), H/H 12.4/36.5 (N), plts
43K.  11/9/07: H/H 12.4/35 (L), plts 232K (N).  Throat c/s neg for strep.  11/30/07:
None  PMH: heavy painful menses x 1 year.  Dizziness & fainting during periods.  Allergy to ceclor, hives.   Mild HTN. Facial acne & on tetracycline.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

297730-1

22-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Acne, Contusion, Idiopathic thrombocytopenic purpura, Immunoglobulins, Menorrhagia, Petechiae, Pruritus generalised, Thrombosis

 ER VISIT, NOT SERIOUS

Other Vaccine
26-Nov-2007

Received Date

See remarks above~ ()~~0~In Patient|none~ ()~~0~In SiblingPrex Vax Illns:

HPV4HPV4 MERCK & CO. INC. 0927U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 5647
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Dec-2006
Vaccine Date

15-Dec-2006
Onset Date

1
Days

27-Nov-2007
Status Date

--
State

WAES0711USA03436
Mfr Report Id

Information has been received from a physician concerning an approximately 15 year old female who on 14-DEC-2006 was vaccinated with her first dose of
Gardasil. A day later, on 15-DEC-2006 the patient experienced tingling in her legs. On 18-DEC-2006 the patient started feeling numbness in her legs, and she
went to see the physician who referred her to a neurologist. On 20-DEC-2006 the patient was hospitalized and stayed there until 24-DEc-2006. The patient was
given a shot of immune globulin (IG). The patient fully recovered from tingling in her legs and numbness in her legs. Additional information has been requested.
 12/28/07 Physician faxed note that patient entered their practise in 2007 & they do not have any previous medical records.   2/5/08 Reviewed hospital medical
records of 12/20-12/24/2006. FINAL DX: Guillian Barre. Records reveal patient experienced viral illness w/fever, HA & cough approx 2 2/1 wks prior to admit
lasting approx 10 days.  6 days prior to admit received Depo & HPV then 3 days after shots developed numbness of LEs.  Seen by Neuro & had decreased
sensation, strength & reflexes in LEs.  LP done.  Tx w/IVIG.  Improved w/numbness resolved but remained areflexic in LE at d/c to home.  To f/u w/neuro &
have repeat EMG/NCS.  3/25/08 Reviewed neuro clinic records of 12/20/2006- 04/12/2007. FINAL DX: Guillian Barre syndrome. Records reveal patient
experienced numbness & tingling of both legs & left hand x 2 days s/p vaccine & depo-provera shots.  Neuro exam on 12/20 revealed proximal weakness,
areflexia & sensory loss of LEs.  Admitted for IVIG. Office vs of 1/3/2007 states patient improving w/post LP HA which had improved.  Numbness completely
resolved & strength improving.  Continues to have malaise & fatigue.  Motor strength 5/5 x all 4 extremities.  DTRs equal & symmetric except absent ankle
reflexes.  Sensation WNL.  Last vs 4/12/07 revealed dramatic improvement.  Numbness, weakness & fatigue completely resolved.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown LABS: CBC, chemistry, TSH & EKG all WNL.  CSF WNL.  MRI of spine WNL. EMG/NCS of 12/20/06 WNL.  Repeat EMG/NCS of 1/8/07 WNL.
Unknown  PMH: viral infection for last few weeks w/cough & fever.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

297756-1 (S)

31-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Areflexia, Asthenia, Blood product transfusion, Fatigue, Guillain-Barre syndrome, Hypoaesthesia, Immunoglobulins, Lumbar puncture, Malaise, Paraesthesia

 HOSPITALIZED, SERIOUS

Other Vaccine
26-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5648
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
27-Nov-2007
Status Date

--
State

WAES0711USA02903
Mfr Report Id

Information has been received from a company representative concerning a 12 year old female with braces, who was vaccinated with a 0.5 mL dose of
Gardasil (lot # not reported). It was reported that the patient experienced acute demyelinating encephalomyelitis after getting the vaccine. The patient's mother
reported that two weeks post vaccination. The patient was walking through the house and collapsed. The patient stated that she could not feel her leg. The
patient was taken to the hospital. It was reported that two months later and after hours of physical therapy, the patient still had no feeling in her left leg. It was
also reported that it was difficulty for the patient to walk and balance and she often needed a little help. The patient's mother reported that her daughter was
"mad." The patient was also learning how to cope with crutches, and a walker. The patient was diagnosed by her physician to have Acute Demyelinating
Encephalomyelitis or ADEM. At the time of the report, the patient's status was not reported. Acute demyelinating encephalomyelitis was considered to be
disabling an other important medical event. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

297757-1

27-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anger, Balance disorder, Demyelination, Encephalitis, Gait disturbance, Hypoaesthesia, Sensory loss, Syncope, Walking aid user

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
26-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5649
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Nov-2007
Vaccine Date

21-Nov-2007
Onset Date

7
Days

06-Dec-2007
Status Date

KY
State Mfr Report Id

Hive-like rash over chest and neck and under arms bilaterllay, developed 1 week after 2nd dose of Gardasil vaccineSymptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

297802-1

06-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
27-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0802U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 5650
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Nov-2007
Vaccine Date

19-Nov-2007
Onset Date

0
Days

06-Dec-2007
Status Date

NY
State Mfr Report Id

Gardasil given at 12:15 pm and then pt became pale and experienced jerky motions within few minutes. Pt was unresponsive for 3 second and extremely pale
and diaphoric EMS called and attended VS 80/50 90-20 76/56

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
29.0

297809-1

06-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dyskinesia, Hyperhidrosis, Hypotension, Inappropriate schedule of drug administration, Pallor, Unresponsive to stimuli

 ER VISIT, NOT SERIOUS

Other Vaccine
26-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1060U 2 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 5651
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Nov-2007
Vaccine Date

06-Nov-2007
Onset Date

0
Days

06-Dec-2007
Status Date

FL
State Mfr Report Id

Headache, wheezing, dizziness, fever, fainted once, eye itching & swelling, mild facial swelling/itching.  Recovered from dizziness & fainting, eye itching but still
w/ headache.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
Allergic rhinitis, allergic conjunctivitis, asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

297811-1

06-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Eye pruritus, Eye swelling, Headache, Pruritus, Pyrexia, Swelling face, Syncope, Wheezing

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
26-Nov-2007

Received Date

Hives~ ()~UN~0~In PatientPrex Vax Illns:

HPV4 MERCK & CO. INC. 1061U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 5652
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Nov-2007
Vaccine Date

16-Nov-2007
Onset Date

0
Days

06-Dec-2007
Status Date

CT
State Mfr Report Id

After immunization patient had brief episode of syncope. Resolved completely; Fell to floor but no head injurySymptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

diagnosed contact dermatitis

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

297813-1

06-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Fall, Immediate post-injection reaction, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
26-Nov-2007

Received Date

Prex Vax Illns:

VARCEL
TDAP

HPV4
FLUN
MNQ

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
MEDIMMUNE VACCINES, INC.
SANOFI PASTEUR

1026U
AC52B021CB

0928U
500490P
U2405AA

1
0

0
0
0

Left arm
Left arm

Right arm
Unknown
Right arm

Subcutaneously
Intramuscular

Intramuscular
Unknown

Intramuscular



10 JUN 2008 06:27Report run on: Page 5653
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
06-Dec-2007
Status Date

--
State Mfr Report Id

After getting Gardasil child had a Syncope episode.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

No history of Syncope in the past

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

297819-1

06-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
26-Nov-2007

Received Date

No~ ()~~0~In Patient|No~ ()~~0~In Sibling|No~ ()~~0~In SiblingPrex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

03114109
42540AA

0
0

Left arm
Right arm

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 5654
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Oct-2007
Vaccine Date

04-Oct-2007
Onset Date

1
Days

06-Dec-2007
Status Date

OH
State Mfr Report Id

Mother states daughter began c/o nausea and dizziness 1-2 days after receiving vaccine. To physician on 10/ /07. Prescribed Antivert p.o. - Mother notified
health dept, 11/8/07. Symptoms continue of N/V and dizziness to date.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

NonePrex Illness:

CBC; Metabolic Basic - all normal per physician

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

297823-1

07-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
26-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0387U 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 5655
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Nov-2007
Vaccine Date

22-Nov-2007
Onset Date

1
Days

06-Dec-2007
Status Date

CA
State Mfr Report Id

R arm posteriorly, 1 3/8 blister area, increase arm red 4.5 inches in length, 5.5 inches in width, warm to touch.  L arm no s/s of reaction.  Sx noted 11/22 AM.
Drs Eval: 11x15 cm, 2 cm vesicles in center of R upper arm lat/post, nontender, no red streaks; T: 99.7 degrees (tempered).

Symptom Text:

Singulair, Nasonex, ClaritinOther Meds:
Lab Data:
History:

NonePrex Illness:

ALL dx 12/95, off chemo since 4/98, allergic to Augmentin

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

297832-1

07-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blister, Body temperature increased, Erythema, Skin warm

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
26-Nov-2007

Received Date

Local redness/swelling, vesicles~Varicella (Varivax)~2~6~In SiblingPrex Vax Illns:

VARCEL
MNQ
HPV4
TDAP

MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

1246U
U2509AA
1267U
AC52B024CA

1
0
0
0

Right arm
Left arm

Right arm
Left arm

Subcutaneously
Intramuscular
Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Nov-2007
Vaccine Date

13-Nov-2007
Onset Date

11
Days

28-Nov-2007
Status Date

FR
State

WAES0711USA03521
Mfr Report Id

Information has been received from a gynecologist concerning a 17 year old female who on 02-NOV-2007 was vaccinated with Gardasil in her left upper arm
(route not reported) (lot number not reported). Concomitant therapy included ethinyl estradiol (+) levonorgestrel (MIRANOVA). Eleven days post vaccination the
patient experienced decreased vision of the right eye, paresis in the right arm and complained about concentration disorder (not otherwise specified). The
patient was admitted to the hospital on an unspecified date. On an unknown date the patient recovered from the paresis. At the time of reporting the patient
was recovering from the other symptoms. Additional information is expected from the hospital. Other business partner number includes E2007-08012.

Symptom Text:

MiranovaOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

297891-1 (S)

28-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Disturbance in attention, Paresis, Visual acuity reduced

 HOSPITALIZED, SERIOUS

Other Vaccine
27-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Left arm Unknown



10 JUN 2008 06:27Report run on: Page 5657
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Jun-2007
Vaccine Date

24-Jun-2007
Onset Date

10
Days

28-Nov-2007
Status Date

FR
State

WAES0711USA03519
Mfr Report Id

Information has been received from a Gynecologist concerning a 20 year old female who on 16-AUG-2007 was vaccinated with her second dose of Gardasil
(lot #1539F) (batch #NF42170) into her upper arm. Concomitant therapy included hormonal contraceptives (unspecified). Two weeks post vaccination the
patient experienced facial palsy. She was hospitalized on a not specified date. Duration was also not reported. Herpes infection and Borreliosios were ruled out.
At the time of reporting, symptoms were improving. The patient developed swollen lymph nodes in her neck ten days after receiving the first dose of Gardasil
(lot #655671/1024F) (batch #NE51780) into the upper arm on 14-JUN-2007. No further information is available.  Other business partner number includes
E2007-08103.

Symptom Text:

hormonal contraceptives (unspecified)Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

297892-1 (S)

29-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Facial palsy, Lymphadenopathy

 HOSPITALIZED, SERIOUS

Other Vaccine
27-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1539F 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Oct-2007
Vaccine Date

14-Oct-2007
Onset Date

0
Days

28-Nov-2007
Status Date

TX
State

WAES0711USA03131
Mfr Report Id

Information has been received from a medical assistant concerning a 19 year old female patient who on approximately 14-Oct-2007, was vaccinated IM with
the 0.5 ml first single dose of Gardasil. After the vaccination the medical assistant left the room and came back, the patient reported to the medical assistant
that about a minute later, she "convulsed and then fainted". Medical assistant reported that when she returned to the room, she gave the patient some amonia
to smell, the patient woke up and was fine. No product quality complaint was involved. Upon internal review convulsion considered to be an other important
medical event. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

297893-1

29-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Immediate post-injection reaction, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
27-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5659
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
28-Nov-2007
Status Date

FR
State

WAES0711CAN00112
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with first dose of Gardasil (lot # not available). Subsequently the
patient experienced very swollen arm after first shot in series. Follow-up information received on 19-NOV-2007 indicated that the patient had reported pain and
tingling right away after receiving vaccine. The patient's intensity of the pain had decreased over time and lasted for one month. Subsequently, the patient
recovered from very swollen arm after first shot in series, pain and tingling right away after receiving vaccine. Upon internal review tingling right away after
receiving vaccine was considered other important medical event. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

297894-1

29-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Oedema peripheral, Pain, Paraesthesia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
27-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5660
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Dec-2006
Vaccine Date

01-Jan-2007
Onset Date

26
Days

03-Dec-2007
Status Date

FL
State Mfr Report Id

4-6 weeks after receiving Gardasil, patient developed severe pedal edema and abdominal swelling. She went to the E.R. She was found to be hypertensive
with proteinuria. She was diagnosed with SLE by Nephrologist. Currently on Prednisone, Plaquenil, Lisinopril, Procardia, Celicept and Boniva.  01/03/2008 MR
received for multiple OVs.  AE onset date received as early January 2007.  Updated in database OV 12/06/06 requesting Gardasil. OV 2/8/07 in F/U to ER visit
for pedal edema, abd swelling, (+) proteinuria, and increased BP.  DX: SLE.

Symptom Text:

Yasmin; FlagylOther Meds:
Lab Data:
History:

Bacterial VaginosisPrex Illness:

Not available. Labs and Diagnostics: PAP 12/06/2006 (-). PAP 9/26/07 (-), HPV (+).
Cervical dysplasia (treated 2002), Depression, Drug abuse. PMH:  Cervical Dysplasia (CIN I) in 2002, High Risk HPV (+), Cryosurgery.  Chlamydia and
venereal warts.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

297899-1 (S)

07-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal distension, Hypertension, Oedema peripheral, Proteinuria, Systemic lupus erythematosus

 ER VISIT, LIFE THREATENING, SERIOUS

Other Vaccine
27-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0688F 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 5661
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Nov-2007
Vaccine Date

06-Nov-2007
Onset Date

5
Days

07-Dec-2007
Status Date

CA
State Mfr Report Id

Father reported that 5-6 days after immunization patient began having hives on legs, sore throat, temp of 101 degrees; Treated with Amoxicillin and Benadryl at
Dr's ofc/ walk-in clinic.

Symptom Text:

BCP'sOther Meds:
Lab Data:
History:

NonePrex Illness:

None
Allergies: Sulfa

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

297918-1

07-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Body temperature increased, Drug hypersensitivity, Pharyngolaryngeal pain, Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
27-Nov-2007

Received Date

Temp, sore throat: V+D~DTaP (no brand name)~1~17~In PatientPrex Vax Illns:

HPV4
HEP

MERCK & CO. INC.
MERCK & CO. INC.

0927U(S)
1106F

1
1

Left arm
Right arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 5662
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Nov-2007
Vaccine Date

15-Nov-2007
Onset Date

1
Days

07-Dec-2007
Status Date

IA
State Mfr Report Id

Nausea, vomiting, dizzy, headache, some arm swelling, tenderness, ? amt of swelling, right arm.Symptom Text:

Concerta, Nexium, loratadine, trazodone, Carafate, Advair, Nasonex, pseudoephedrine, NobaloneOther Meds:
Lab Data:
History:

NonePrex Illness:

Pollen, grass, mites, cockroaches

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

297929-1

07-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Headache, Nausea, Oedema peripheral, Seasonal allergy, Tenderness, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
27-Nov-2007

Received Date

Prex Vax Illns:

HPV4
FLU

MERCK & CO. INC.
NOVARTIS VACCINES AND
DIAGNOSTICS

0523U
80959

1
2

Left arm
Right arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 5663
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
07-Dec-2007
Status Date

MA
State Mfr Report Id

Patient became dizzy.  Patient was given a glass of water and laid down on exam table.  After twenty minutes patient felt fine and left the doctors office.Symptom Text:

Prilosec 20mg 1/2 tab qd, Respirdal 2mg qd, Paxil 20 1/2 tab qdOther Meds:
Lab Data:
History:

NonePrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

297955-1

07-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
27-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0688F 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5664
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Nov-2007
Vaccine Date

14-Nov-2007
Onset Date

8
Days

07-Dec-2007
Status Date

TX
State Mfr Report Id

Comes to clinic on 11/15/07 with rash over stomach, back and arms times 2 days.  Given Benadryl by school nurse yesterday felt better.  This am rash is
returned increasing itching.  Instructed to call parents and talk to PCP ASAP.  Student believes rash is due to HPV #2.

Symptom Text:

Other Meds:
Lab Data:
History:

States no other issuesPrex Illness:

None
NKOT

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

297956-1

07-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus, Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
27-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0855U 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Aug-2007
Vaccine Date

27-Aug-2007
Onset Date

2
Days

07-Dec-2007
Status Date

IL
State Mfr Report Id

Patient had her 1st Gardasil on 8-25-07. She came for #2 on 11-24-07. When questioned if any problems with the first one. She stated she broke out with hives
2 days after the dose was given. They lasted a week. Patient was advised to not get any more

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
Allergy to Sulfa

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

297958-1

14-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
27-Nov-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2381BA
0211U

0
0

Left arm
Left arm

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Nov-2007
Vaccine Date

01-Nov-2007
Onset Date

0
Days

29-Nov-2007
Status Date

FR
State

WAES0711TWN00010
Mfr Report Id

Information has been received from a female who in November 2007, was vaccinated with first dose of Gardasil. In November 2007, the patient experienced
cellulitis and was hospitalized. The reporter felt that cellulitis was related to therapy with Gardasil. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

297982-1 (S)

29-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cellulitis

 HOSPITALIZED, SERIOUS

Other Vaccine
28-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5667
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Nov-2007
Vaccine Date

12-Nov-2007
Onset Date

0
Days

29-Nov-2007
Status Date

NJ
State

WAES0711USA04199
Mfr Report Id

Information has been received from a physician, concerning a 15 year old female patient with drug hypersensitivity to methylphenidate (RITALIN) (involved
rash, swollen mouth, chest tightness and cough), allergies (not specified), who on 11-SEP-2007 was vaccinated IM with the first dose of Gardasil (lot # invalid)
with no reaction reported, and on approximately 12-NOV-2007, was vaccinated with the second dose of Gardasil (lot # 655165/1425F). Concomitant therapy
included cetirizine hydrochloride (ZYRTEC). Following the second dose on 12-NOV-2007 the patient developed a rash all over her body, swelling of the mouth,
tightness of her chest and coughing (treatment not specified). At the time of this report, the patient was recovering from the events. The reporting physician felt
that rash all over body, swelling of the mouth, tightness of chest and coughing were considered to be immediately life-threatening. She noted that the patient
had a "similar reaction" to methylphenidate (RITALIN). Additional information has been requested.

Symptom Text:

ZyrtecOther Meds:
Lab Data:
History:

Drug hypersensitivity; Environmental allergyPrex Illness:

Unknown
Hypersensitivity symptom; Rash; Swollen mouth; Chest tightness; No reaction on previous exposure to vaccine; cough

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

297983-1 (S)

29-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chest discomfort, Cough, Oedema mouth, Rash generalised

 ER VISIT, LIFE THREATENING, SERIOUS

Other Vaccine
28-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1425F 1 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Nov-2007
Status Date

TX
State

wAES0711USA04210
Mfr Report Id

Information has been received from a physician, via a company representative, concerning a 17 year old female patient with migraines, who on an unspecified
date was vaccinated with the first dose, 0.5 ml, of Gardasil (lot # not specified). Subsequently the patient experienced a seizure and dizziness. The outcome of
the events was unknown. On an unspecified date, the patient was vaccinated with the second dose of gardasil (lot # not specified), and subsequently, she
again experienced a seizure. An electroencephalogram was performed (results not specified). At the time of this report, the patient had not recovered from
seizure. Upon internal review, seizure was considered to be serious as an other important medical event. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

MigrainePrex Illness:

Electroencephalography

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

297984-1

29-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Dizziness, Vaccine positive rechallenge

 ER VISIT, NOT SERIOUS

Other Vaccine
28-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Nov-2007
Vaccine Date

27-Nov-2007
Onset Date

1
Days

09-Dec-2007
Status Date

CA
State Mfr Report Id

Redness and swelling to right outer arm.Symptom Text:

NoneOther Meds:
Lab Data:
History:

Acne to facePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

298026-1

10-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Oedema peripheral

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
28-Nov-2007

Received Date

Prex Vax Illns:

VARCEL
FLU

HPV4
TDAP

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

1357U
AFLUA319AA

1447F
AC52B009AA

1
1

0
0

Right arm
Unknown

Unknown
Unknown

Unknown
Unknown

Unknown
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Nov-2007
Vaccine Date

28-Nov-2007
Onset Date

0
Days

07-Dec-2007
Status Date

FL
State Mfr Report Id

Pt given Gardasil immunization in left deltoid area became red and warm to touch within 5 minutes of shot, and spread on pt torso. Benadryl given symptoms
relieved

Symptom Text:

Other Meds:
Lab Data:
History:

UTIPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
9.0

298030-1

10-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site warmth

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
28-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0245U 0 Left arm Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Nov-2007
Vaccine Date

07-Nov-2007
Onset Date

0
Days

10-Dec-2007
Status Date

MO
State Mfr Report Id

itching-since injection urticariaSymptom Text:

Other Meds:
Lab Data:
History:

URIPrex Illness:

Amoxicillin-Hives

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

298035-1

10-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
28-Nov-2007

Received Date

Prex Vax Illns:

MNQ
HPV4
HEPA
FLU

SANOFI PASTEUR
MERCK & CO. INC.
UNKNOWN MANUFACTURER
UNKNOWN MANUFACTURER

NULL
NULL
NULL
NULL

Unknown
Unknown
Unknown
Unknown

Unknown
Unknown
Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Oct-2006
Vaccine Date

Unknown
Onset Date Days

10-Apr-2008
Status Date

CO
State

WAES0612USA02248
Mfr Report Id

Information has been received from a consumer who is a certified medical assistant, through the Merck pregnancy registry concerning her 17 year old daughter
with no pertinent medical history or drug reactions/allergies, who on 15-OCT-2006 was vaccinated intramuscularly with the first dose of Gardasil (0.5 ml).
There were no concomitant medications.  Subsequently the patient found out she was pregnant via a home pregnancy test.  The patient's mother stated that
her daughter may have been pregnant at the the she received the vaccination, however it was uncertain of the exact date the patient conceived.  The patient's
pregnancy was confirmed by subsequent visits to her OB/GYN in November 2006.  The patient had no symptoms.  Follow-up information received from the
pregnancy registry revealed that this was the patient's first pregnancy and the estimated date of delivery was 11-JUL-2007.  On 27-JUN-2007, the patient gave
birth to a normal male infant weighing 5 pound 6 ounces with a length of 19.5 inches.  There were no congenital anomalies and no other complications or
abnormalities.  There were no complications during pregnancy, or labor and delivery, however it was reported that the patient experienced 2 or 3 urinary tract
infections (no further details were provided).  No further information is expected.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = Unknown)Prex Illness:

urine beta-human, ?/?/06, positive

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

298120-1

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Delivery, Urinary tract infection

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Dec-2006
Vaccine Date

12-Jun-2007
Onset Date

181
Days

17-Apr-2008
Status Date

TX
State

WAES0702USA03013
Mfr Report Id

Information has been received from a licensed visiting nurse (L.V.N.) concerning an 18 year old, female with no pertinent medical history and no drug reactions
or allergies who on 27-SEP-2006 was vaccinated into the left deltoid with the first dose of 0.5 mL dose of GARDASIL, (Lot # 653736/0868F). There was no
concomitant medication. On 13-DEC-2006, the patient was vaccinated into the left deltoid with the second 0.5 dose of GARDASIL, (Lot # 653736/0868F). The
patient sought unspecified medical attention. The nurse reported that the patient presented to the pregnancy crisis center in January 2007 and a urine
pregnancy test was performed, and the result was positive for pregnancy. It was reported that the patient presented to the physician's office on 12-FEB-2007,
and another urine pregnancy test was taken and the result was positive for pregnancy. In follow-up received from a physician concerning an 18 year old, white,
female with no pertinent medical history and no drug reactions or allergies who 27-SEP-2006 was vaccinated  into the left deltoid with the first 0.5 mL dose of
GARDASIL, (Lot # 654540/0800F). On 13-DEC-2006, the patient was vaccinated into the left deltoid with the second 0.5 mL dose of GARDASIL, (Lot #
653736/0868F). The patient had a maternal serum alphafetoprotein test (screen) on 23-APR-2007 with the result of negative. The patient had an ultrasound
(screen) on 24-FEB-2007 with results of normal limits ("nl") and an ultrasound (screen) on 26-APR-2007 with results of "nl". It was reported that the patient had
a liveborn, normal, male infant on 17-SEP-2007 with no congenital anomalies and no complications or abnormalities. The infant's weight was 7 pounds and
12.4 ounces, 20 inches in length, Apgar score 9/9, weeks from last menstrual period (LMP) 39 2/7 weeks, head circumference 13 inches. It was reported that
the patient had bacterial vaginitis on approximately, 12-JUN-2007 and was treated for 7 days with FLAGYL, 500 mg, twice a day. On 24-JUL-2007, the patient
was treated for a headache with D

Symptom Text:

NoneOther Meds:
Lab Data:

History:
Pregnancy NOS (LMP = 12/6/2006)Prex Illness:

diagnostic laboratory 04/23/07 - maternal serum alphafetoprotein test (MSAFP); ultrasound 04/24/07 - "nl", reason-screen; ultrasound 04/26/07 - "nl", reason-
screen; urine beta-urine 01/??/07 - positive for pregnancy; urine beta-urine 02/??/

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

298121-1

17-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anaemia, Drug exposure during pregnancy, Headache, Vaginitis bacterial

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0868F 1 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 5674
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-May-2007
Vaccine Date

Unknown
Onset Date Days

10-Apr-2008
Status Date

--
State

WAES0706USA05226
Mfr Report Id

Initial and follow up information has been received for Pregnancy Registry for GARDASIL from a Registered Nurse (R.N.) concerning an 17 (previously reported
as 18) year old female patient with a history of 0 pregnancy.  On 15-MAY-2007 was vaccinated with a dose of Gardasil Lot # 655205/1426F.  On 15-MAY-2007
concomitant suspect therapy included a dose of MMR II (MSD) lot #654893/1029F.  Other concomitant therapy included Tdap and MENACTRA.  Patient was
found to be pregnant on 19-JUN-2007 and she had a positive urine lab test on that day.  Patient took PHENERGAN for nausea.  She took TYLENOL and
ibuprofen therapy (OTC) for unspecified reason.  It was reported that "patient experienced 4 days of heavy alcohol use in June 2007 at graduation parties".  On
17-AUG-2007, maternal serum alpha-fetoprotein (MSAFP) test were done with normal result.  On 12-SEP-2007 an ultra sound was done with normal result.
Patient's last menstrual period was reported as 26-APR-2007 and expected delivery date would be 01-FEB-2007.  Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 4/26/2007)Prex Illness:

ultrasound, 09/12/07, Normal; urine beta-human, 06/19/07, positive; serum alpha-fetoprotein, 08/17/07, Norma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

298122-1

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Maternal alcohol use, Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

TDAP
HPV4
MNQ
MMR

UNKNOWN MANUFACTURER
MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.

C2631AA
1426F
U2143AA
1029F

0
Unknown
Unknown
Unknown
Unknown

Unknown
Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 5675
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-May-2007
Vaccine Date

12-Jun-2007
Onset Date

14
Days

10-Apr-2008
Status Date

NY
State

WAES0707USA05087
Mfr Report Id

Initial and follow up information has been received through the Merck Pregnancy Registry from a licensed practical nurse concerning a 15 year old female with
asthma, no previous pregnancy, and who is a smoker, who on 29-MAY-2007 had a negative beta-human chorionic gonadotropin test (unspecified) and then
was vaccinated IM with a 0.5 ml dose of Gardasil (lot # 654535/0960F).  Concomitant therapy included albuterol inhaler, and prenatal vitamins (unspecified).
Subsequently, the patient became pregnant.  Her last menstrual period was 12-JUN-2007 and the expected delivery date was 20-MAR-2008.  Unspecified
medical attention was sought.  On 13-NOV-2007 the complete blood cell count was reported as normal.  On 16-AUG-2007 an ultrasound was performed in
order to obtain the estimated delivery date.  On an unspecified date the patient developed a urinary tract infection.  On 11-SEP-2007 the patient was given
MACROBID 100mg, two times a day for 7 days to treat the urinary tract infection.  At the time of the report, the patient's outcome was unknown.  Additional
information has been requested.

Symptom Text:

albuterol; vitamins (unspecified)Other Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 6/12/2007); Asthma; SmokerPrex Illness:

ultrasound, 08/16/07, to get estimate delivery date; beta-human chorionic, 05/29/07, negat; complete blood cell, 06/13/07, norma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

298123-1

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Urinary tract infection

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0960F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5676
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Jun-2007
Vaccine Date

22-Jun-2007
Onset Date

1
Days

10-Apr-2008
Status Date

VA
State

WAES0709USA01080
Mfr Report Id

Information has been received from a physician concerning a 21 year old female patient who on 21-JUN-2007 at 02:00 PM was vaccinated IM into left deltoid
with a second dose of Gardasil lot #657737/0522U.  On 22-JUN-2007, the patient experienced flu like symptoms.  Subsequently, the patient recovered from flu
like symptoms.  Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

298124-1

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Influenza like illness

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0522U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 5677
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
24-Aug-2007
Vaccine Date

25-Aug-2007
Onset Date

1
Days

17-Apr-2008
Status Date

PA
State

WAES0709USA01082
Mfr Report Id

Information has been received from a registered nurse concerning a white patient with no medical history, who on 24-AUG-2007, at 1:00 p.m., was vaccinated
into left arm with a second dose of GARDASIL (Lot# 658488/0930U). On 25-AUG-2007 the patient experienced facial stinging. It was reported that the patient
felt better after going to a cool environment. On 27-AUG-2007 a rash erupted on the arms and hands and feet were swollen. The patient developed generalized
erythema and a maculopapular rash. The patient underwent serum multiallergen radicallergosorbent, complete blood cell count and serum antinuclear
antibodies (results not reported). At this reporting time the patient's outcome is unknown. Additional informtion is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

serum multiallergen - results not reported; complete blood cell - results not reported; serum ANA - results not reported
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298125-1

02-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Generalised erythema, Oedema peripheral, Pain, Rash, Rash maculo-papular

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0930U 1 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 5678
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Apr-2008
Status Date

PA
State

WAES0709USA01332
Mfr Report Id

Information has been received from a physician concerning more than a dozen females who were vaccinated with the first dose of GARDASIL. Subsequently
the patients experienced syncope after the injection. Medical attention was sought. Follow-up information was received from a nurse who reported that she did
not have an exact number of patients but that is not more than 15 in the 3 months that they had given the vaccinations to their patients. Additional information
was received from a nurse practitioner. She referenced the same group of approximately 15 patients which was previously reported by the physician and a
nurse. She confirmed that over the past three months experienced syncope after immunization. She was unable to provide any further patient details or lot
numbers. A licensed practical nurse states that they were not keeping track of lot numbers at that time. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298126-1

17-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5679
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Apr-2008
Status Date

--
State

WAES0709USA01344
Mfr Report Id

Information has been received from a registered nurse concerning a patient who was vaccinated with the first dose of GARDASIL. Subsequently the patient
experienced hives. The patient did not come back for a follow-up visit and their outcome is unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298127-1

17-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5680
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Apr-2008
Status Date

PA
State

WAES0709USA01366
Mfr Report Id

Initial and follow-up information has been received from a physician concerning a 11 year old female who was vaccinated with a first dose of GARDASIL (Lot
#654535/0960F). Concomitant therapy included MENACTRA, diphtheria toxoid (+) pertussis acellular vaccine (unspecified) (+) tetanus toxoid) and VARIVAX at
the same visit separate sites. Immediately after receiving the GARDASIL injection the patient developed a headache, dizziness, and urticaria at the injection
site described as a rash with welts and dermatographism. The patient was given 50 mg of BENADRYL her blood pressure was recorded as 118/70. The patient
was then observe for thirty minutes and then released and considered recovered. She was sent for an allergy referral. No product quality complaint was
involved. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

298128-1

17-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dermographism, Dizziness, Headache, Immediate post-injection reaction, Injection site rash, Injection site urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

VARCEL
MNQ
DTAP
HPV4

MERCK & CO. INC.
SANOFI PASTEUR
UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL
NULL
0960F 0

Unknown
Unknown
Unknown
Unknown

Unknown
Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 5681
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Apr-2008
Status Date

--
State

WAES0709USA01407
Mfr Report Id

Information has been received from a medical assistant concerning a 16 year old female who was vaccinated with a dose of Gardasil. A few days after
vaccination, the patient experienced headache, dizziness and passed out. Subsequently, the patient recovered. No product quality complaint was involved.
Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

298129-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Headache, Loss of consciousness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5682
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Sep-2007
Vaccine Date

06-Sep-2007
Onset Date

0
Days

17-Apr-2008
Status Date

MA
State

WAES0709USA01434
Mfr Report Id

Information has been received from a licensed practical nurse concerning a 25 year old female with an allergy to morphine (caused anxiety) and a history with
of leukaemia (5 years of age) who on 05-SEP-2007 was vaccinated IM in the deltoid (unspecified) with a 0.5 mL dose of GARDASIL. Concomitant therapy
included hormonal contraceptives (unspecified). On 06-SEP-2007, the same day of vaccination, the patient experienced nausea and dizziness. On 07-SEP-
2007 and 08-SEP-2007, the patient felt nauseous and dizzy for the entire day felt worse the night of 09-SEP-2007. The patient felt "a little better" on the
morning of 10-SEP-2007. The nurse reported that the patient contacted the office by phone. At the time of this report, the patient was not recovered. Additional
information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:

Drug hypersensitivityPrex Illness:

None
Anxiety; Leukaemia

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

298130-1

17-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5683
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Apr-2008
Status Date

IN
State

WAES0709USA01450
Mfr Report Id

Initial and follow-up information has been received from a physician and a health professional concerning a 13 year old female who was vaccinated with 0.5 ml
dose of Gardasil. Subsequently she received her first period the day after. The patient contacted the physician. At the time of the report the patient's outcome
was unknown. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Menstruation irregularPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

298131-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Menstruation irregular

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5684
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Apr-2008
Status Date

--
State

WAES0709USA01450
Mfr Report Id

Information has been received from a registered nurse concerning a 13 year old female who was vaccinated with a first dose of Gardasil. Subsequently the
patient complained of headaches when she came in for the second dose. On an unspecified date the headaches resolved. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

298132-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Headache

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5685
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Aug-2007
Vaccine Date

29-Aug-2007
Onset Date

0
Days

17-Apr-2008
Status Date

OH
State

WAES0709USA01462
Mfr Report Id

Information has been received from a registered nurse concerning a 20 year old female who on 29-AUG-2007 at 4:45 PM was vaccinated in the left deltoid with
the third dose of Gardasil (lot # 658556/1060U). On 29-AUG-2007, in the evening, the patient developed a temperature of 102 degrees, and experienced a
backache and headache. It was reported that the patient was unable to go to work the next day on 30-AUG-2007 due to fatigue. The patient's physician was
notified on 29-AUG-2007 and advised rest and TYLENOL. The patient was to call if symptoms persisted. There were no further problems reported. The patient
subsequently recovered from the fever, backache, headache and fatigue on 30-AUG-2007. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

body temp 08/29/07 102 F
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

298133-1

17-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Activities of daily living impaired, Back pain, Fatigue, Headache

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1060U 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5686
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Sep-2007
Vaccine Date

10-Sep-2007
Onset Date

0
Days

17-Apr-2008
Status Date

--
State

WAES0709USA01473
Mfr Report Id

Information has been received from a 25 year old female consumer with asthma who is allergic to nuts, egg, and wheat who on 10-SEP-2007 was vaccinated
with a first dose of GARDASIL. Concomitant therapy included albuterol, Metered-Dose inhaler. The patient reported that she received her first injection on 10-
SEP-2007 and developed chest tightness, wheezing and shortness of breath. She was treated in her physician's office with BENADRYL and DECADRON. No
other information was provided. The patient was recovering. Additional information has been requested.

Symptom Text:

albuterolOther Meds:
Lab Data:
History:

Asthma; Allergy to nuts; Egg allergy; HypersensitivityPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

298134-1

17-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Chest discomfort, Dyspnoea, Wheezing

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5687
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Jul-2007

Vaccine Date
Unknown

Onset Date Days
10-Apr-2008
Status Date

NJ
State

WAES0709USA01480
Mfr Report Id

Information has been received from a Registered Nurse (R.N.) concerning a female patient with penicillin allergy who on 16-JUL-2007 was vaccinated IM into
the right arm with a first dose of Gardasil lot #658490/0802U. The nurse reported that the patient went out to the waiting room and fainted after she got her first
injection. They gave client cold compress and took her blood pressure which was normal, and monitored her in the waiting room for 15 to 20 minutes. The
patient recovered quickly. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Penicillin allergyPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298135-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0802U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5688
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Apr-2008
Status Date

NY
State

WAES0709USA01481
Mfr Report Id

Information has been received from a physician concerning a female patient who was vaccinated with a second dose of Gardasil. The physician reported that
post vaccination patient fainted and wet herself. She was monitored and recovered. She did not have this adverse event after her first dose of Gardasil. No
other information was available. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298136-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 No reaction on previous exposure to drug, Syncope, Urinary incontinence

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5689
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Apr-2008
Status Date

MI
State

WAES0709USA01487
Mfr Report Id

Information has been received from a nurse practitioner concerning a female with a family history of, "mother fainting when blood is drawn or has a shot" who
was vaccinated with a first dose of Gardasil. Subsequently the patient fainted. Subsequently on the same day as the vaccination the patient recovered.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298137-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5690
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
M

Gender
10-Sep-2007
Vaccine Date

10-Sep-2007
Onset Date

0
Days

17-Apr-2008
Status Date

--
State

WAES0709USA01489
Mfr Report Id

Information has been received from a physician and a nurse concerning a 24 month old male child who on 10-SEP-2007 was vaccinated IM with a dose of
GARDASIL 655849/0263U. Concomitant therapy included HAVRIX. The physician and the nurse reported that the patient was supposed to receive HAVRIX but
was given GARDASIL by accident. The nurse who administered the vaccine reported that the child received GARDASIL and received HAVRIX afterwards. The
patient also experienced a slight fever lasted until 11-SEP-2007. Unspecified medical attention was sought for the patient. The outcome was unknown.
Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
2.0

298138-1

17-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pyrexia, Wrong drug administered

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0263U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5691
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Aug-2007
Vaccine Date

21-Aug-2007
Onset Date

0
Days

17-Apr-2008
Status Date

CT
State

WAES0709USA01490
Mfr Report Id

Information has been received from a physician concerning a 15 year old female with eczema and no drug allergies, who approximately "three weeks ago" on
21-AUG-2007 was vaccinated intramuscularly with a 0.5mL dose of GARDASIL. There was no concomitant medication. Subsequently, approximately "three
weeks ago" on 21-AUG-2007 the patient experienced an eczema flair up from head to toe. The patient went to the office and was treated with an injection of
cortisone for the symptoms. The patient went to the office. At the time of the report, the patient was recovering. No product quality complaint was involved.
Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

EczemaPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

298139-1

17-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Condition aggravated

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5692
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Apr-2008
Status Date

AZ
State

WAES0709USA01501
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with a first dose of Gardasil and experienced flu-like symptoms for a
couple of days after the vaccination. Subsequently, the patient recovered. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298140-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Influenza like illness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5693
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Apr-2008
Status Date

--
State

WAES0709USA01505
Mfr Report Id

Information has been received from a health professional concerning a female who was vaccination with a first dose of Gardasil. Subsequently the patient
fainted. Subsequently, the patient recovered from fainted. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298141-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5694
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Apr-2008
Status Date

NJ
State

WAES0709USA01518
Mfr Report Id

Information has been received from a registered nurse concerning female (age not reported) who on an unspecified date was vaccinated with a first dose of
Gardasil (lot# unknown). On an unspecified date the patient was vaccinated with a second dose of Gardasil. Subsequently on an unspecified date the patient
developed a rash after the second dose. The chart was not available at the time of the report. At the time of reporting it was unknown if the patient had
recovered. No other information was available from the reporter. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298142-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 No reaction on previous exposure to drug, Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5695
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Aug-2007
Vaccine Date

28-Aug-2007
Onset Date

4
Days

17-Apr-2008
Status Date

LA
State

WAES0709USA01528
Mfr Report Id

Informtion has been received from a concerning a 16 year old female who on 24-AUG-2007 was vaccinated with a first dose of GARDASIL (lot #
657737/0522U). Concomitant therapy on the same day included VARIVAX in the left arm and there was no adverse event involved with that arm. On 28-AUG-
2007 the patient developed erythema, pain and minimal swelling at the injection site. The patient stated that the pain hurt from elbow all the way to the back of
her neck. the physician recommended a warm compress and "benderly". On 29-Aug-2007 the patient called back and reported she  had a fever of 100.1. The
physician stated that "it was due to perception of swelling to the wrist" and recommended ALVEVE. Medical attention was sought. At the time of reporting it was
unknown of the patient had recovered.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

temperature measurement 100.1
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

298143-1

17-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site pain, Injection site swelling, Joint swelling, Neck pain, Pain in extremity, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

NULL
0522U 0

Left arm
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 5696
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Sep-2007
Vaccine Date

07-Sep-2007
Onset Date

0
Days

17-Apr-2008
Status Date

WA
State

WAES0709USA01530
Mfr Report Id

Information has been received from a medical assistant concerning a 20-21 year old female who on 07-SEP-2007 was vaccinated intramuscularly with a
second dose of GARDASIL. On 07-SEP-SEP within 12 minutes of leaving the office the patient reported "blacking out at the wheel" and was involved in a motor
vehicle accident. The patient did not require hospitalization for the motor vehicle accident. The patient reporter feeling well when she left the office. There was
no laboratory or diagnostic tests performed. The patient's father came to the physician's office 1 - 1 1/2 hours later to inform the physician. At the time of the
report the patient's outcome unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

298144-1

17-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness, Road traffic accident

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5697
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Sep-2007
Vaccine Date

11-Sep-2007
Onset Date

1
Days

17-Apr-2008
Status Date

NJ
State

WAES0709USA01537
Mfr Report Id

Information has been received from a nurse concerning a 23 year old female with a history of vaginal infection (treated for this in August 2007) and no drug
reactions/allergies who 08-MAR-2007 was vaccinated with a first dose of GARDASIL (lot# unknown) 0.5mL IM. Concomitant therapy included hormonal
contraceptives (unspecified). On 10-MAy-2007 the patient was vaccinated with a second dose of GARDASIL 0.5mL IM. There were no adverse events noted
with the first and second dose. On 10-SEP-2007 the patient was vaccinated with third dose of GARDASIL (lot# 658558/1061U) 0.5mL IM. On 11-SEP-2007 the
patient called the office and stated that in early AM she developed chills, fever and general aches. Medical attention was sought via phone. The patient's chills
and fever and general aches persisted. no additional information at this time. Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

None
Vaginal infection

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

298145-1

17-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Chills, No reaction on previous exposure to drug, Pain, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1061U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5698
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Oct-2007
Vaccine Date

17-Nov-2007
Onset Date

18
Days

06-Dec-2007
Status Date

AL
State Mfr Report Id

Became SOB, Expected Chest pain, Chest Soreness, Abnormal EKG-Abnormal holter monitor with arrhythmia, Sent to cardiologist, Put on Toprol to control
fast heart rate.Had Echocardiogram which was normal,Still having SOB with heart racing and feeling tired. Feels not like her self.Very fatigued.

Symptom Text:

ortho tri cyclenOther Meds:
Lab Data:
History:

nonePrex Illness:

Holter Monitor, Echocardiogram, blood test. Event monitor, EKG
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

298168-1

06-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chest pain, Dyspnoea, Fatigue, Heart rate increased, Palpitations

 ER VISIT, NOT SERIOUS

Other Vaccine
30-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. UNSURE 2 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 5699
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Jul-2007

Vaccine Date
31-Jul-2007
Onset Date

0
Days

30-Nov-2007
Status Date

FR
State

WAES0711CAN00137
Mfr Report Id

Information has been received from a physician concerning a 22 year old female with allergic to cats (asthma-like), anxiety, mild reactive airways disease and a
history of wisdom teeth removal and hepatitis A immunisation who on 31-JUL-2007 was vaccinated with Gardasil, first dose, lot # not available. Concomitant
therapy included MARVELSON 21, VENTOLIN (albuterol), FLOVENT and CELEXA. On 31-JUL-2007 the patient experienced seizure. The physician reported
that prior to the injection, the patient told the physician that she was prone to fainting. The patient was seated with her right side and her back supported and
the injection was done. Within 5 seconds, the patient's color was pale, she arched her back, her arms were in the air, very stiff. The physician guided her to the
floor (patient did not fall) onto her left side. The patient's airway was always protected and she was always breathing. Pulse was also present and regular (this
was assessed with the help of her colleagues in the office). The patient was unresponsive to peripheral pain and verbal stimuli. Two-three minutes later, she
was nauseated and retching. She then became responsive but was confused about what happened. The physician wondered if this was a vagal reaction but
what didn't fit was the fact that the patient was so stiff. The physician then wondered if this could have been a seizure and called emergency services who
responded quickly. Upon internal review, seizure was considered to be another important medical event. Additional information has been requested.

Symptom Text:

albuterol May06 - Unk; citalopram hydrobromide Mar07 - Unk; desogestrel/ethinyl estradiol Apr05 - Unk; fluticasone propionate May06 - UnkOther Meds:
Lab Data:
History:

Allergic to cats; Anxiety; Reactive airways diseasePrex Illness:

total heartbeat count 31Jul07 Comment: pulse always present and regular
Wisdom teeth removal; Hepatitis A immunisation

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

298169-1

05-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Confusional state, Convulsion, Musculoskeletal stiffness, Nausea, Opisthotonus, Pallor, Retching, Syncope vasovagal, Unresponsive to stimuli

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
29-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5700
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Oct-2007
Vaccine Date

01-Oct-2007
Onset Date

0
Days

30-Nov-2007
Status Date

KS
State

WAES0711USA03656
Mfr Report Id

Information has been received from a physician concerning a 16 year old female who in October 2007 (exact date unknown), was vaccinated (route and site
not reported) with the 1st dose of Gardasil (lot # not reported). Three hours post vaccination, the patient passed out and was hospitalized. At the time of this
report the patient was still in the hospital based on a cardiac related issue. The cardiologist states that the cardiac issue has nothing to do with the Gardasil the
patient received. The physician felt that the patient's passing out and cardiac related issue were considered to be immediately life-threatening. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

298170-1 (S)

30-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cardiac disorder, Loss of consciousness

 ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, LIFE THREATENING, SERIOUS

Other Vaccine
29-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5701
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
30-Nov-2007
Status Date

--
State

WAES0711USA04253
Mfr Report Id

Information has been received from a physician concerning a female patient who was vaccinated with three doses of Gardasil (dates not reported).
Subsequently the patient was diagnosed with cervical intraepithelial neoplasia II. The patient was treated with a Loop Electrosurgical Excision Procedure. It was
reported that the patient was not recovered at the time of this report. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298171-1

30-Nov-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cervical dysplasia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
29-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5702
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Oct-2007
Vaccine Date

31-Oct-2007
Onset Date

1
Days

04-Dec-2007
Status Date

FL
State Mfr Report Id

Vaccines given 10/30/ 48 hours S/P vaccines developed myalgias and difficulty walking - admitted to hospital 11/1, observed - no improvement and amb. 11/6
received w/ RN yet making polyneuropathy c/w dx of Guillain-Barre syndrome. Pt received gammaglobulin x 5d and pt dc'd to rehab (11/13) and later
discharged home 11/19 w/ neurologist. 1/2/08-records received for DOS 11/1-11/13/07-DC DX: Guillain-Barre syndrome. C/O weakness, not feeling well,
tremors for 2 days prior to admission. Progressively getting worse. Unable to walk at time of admission. Lightheadedness and nausea. Tingling in legs. PE:
DTRs present but decreased on right. Macules on abdomen. Treated with IVIG.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

(+) EMG 1/2/08-records received-Laboratory tests WNL. MRI spine no evidence of demyelinating didsease. MRI brain normal. LP normal.
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

298191-1 (S)

02-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Gait disturbance, Guillain-Barre syndrome, Hyporeflexia, Myalgia, Nausea, Paraesthesia, Polyneuropathy, Rash macular

 ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, SERIOUS

Related reports:   298191-2

Other Vaccine
29-Nov-2007

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

1266U
AHAVB207BA

1
1

Left arm
Left arm

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 5703
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Jan-2008
Status Date

FL
State

WAES0711USA00816
Mfr Report Id

Initial and follow up information has been received from a physician, via a company representative, concerning a 15 year old female patient with no known drug
allergies or birth anomalies, who on  an unknown date was vaccinated with a dose of Gardasil (lot # not provided). The physician reported that 48 hours after
the vaccination, the patient presented with "symptoms similar to Guillain Barre syndrome," and went into the hospital. Diagnostic testing was done, and a
specialist determined that she did not have Guillain Barre, but rather a severe case of muscle myalgia. Follow up information from the physician, via the
company representative, indicated that on the same day of vaccination with Gardasil, the patient received a concomitant vaccination of a does of VAQTA. The
patient, contrary to the above information, was actually diagnosed with Guillain Barre Syndrome. At the time of this report, the outcome of the event was
unknown. No further details were available. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory - muscle myalgia
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

298191-2 (S)

16-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Guillain-Barre syndrome, Myalgia

 ER VISIT, HOSPITALIZED, SERIOUS

Related reports:   298191-1

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 5704
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Nov-2007
Vaccine Date

21-Nov-2007
Onset Date

0
Days

10-Dec-2007
Status Date

PA
State Mfr Report Id

Syncopal episode, fell face first from exam table. Loc 2 1 min with mild seizure actually prior to coming to vs stable -BP 106/68, pale. Hr WNL Perla hematoma
on forehead, bit upper lip and tongue c/o neck pain. Observed x 1 hr 10 min A&O x 3 vs stable

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

298193-1

11-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure, Convulsion, Fall, Haematoma, Heart rate normal, Loss of consciousness, Neck pain, Pallor, Syncope, Tongue biting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
29-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 15224 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 5705
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Nov-2007
Vaccine Date

13-Nov-2007
Onset Date

0
Days

10-Dec-2007
Status Date

MA
State Mfr Report Id

Patient's brother came into office stating Ashley had passed out in car - when staff personnel arrived, Ashley more alert and oriented - pale - brought back to
office.  Lying down blood pressure 105/74 x 2 - observed - color good

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

298195-1

10-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure, Loss of consciousness, Pallor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
29-Nov-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2484AA
1266N

0
0

Right arm
Left arm

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 5706
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Sep-2007
Vaccine Date

17-Sep-2007
Onset Date

0
Days

10-Dec-2007
Status Date

OK
State Mfr Report Id

Erythema, Slight edema, tender, the erythema ranged in size approx radius 5 in to 16 in treated with Benadryl and ice packsSymptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

298202-1

10-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Oedema, Tenderness

 ER VISIT, NOT SERIOUS

Other Vaccine
29-Nov-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

0777U
0171U

1
1

Right leg
Left leg

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 5707
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Nov-2007
Vaccine Date

27-Nov-2007
Onset Date

0
Days

10-Dec-2007
Status Date

CA
State Mfr Report Id

Pt. came in for P.E. 11/27/07 - well visit; ILs administered in the morning.  In the evening pt. suddenly felt cold/chills, pain legs/shoulders, dizzy, blurred vision,
pain along R wrist.  Took pt. to after hours pediatrics for evaluation.  Vision: 20/16 both eyes; see lab results; vaccine sites were not red, very mild induration; T:
98.6 degrees; SpO2: 98%; Meds: Advil 400 mg.  Still with nausea, decreased appetite, light headed.

Symptom Text:

Metadate CD, derm: Proactive, Differin/Duac, calcium supplementOther Meds:
Lab Data:
History:

NonePrex Illness:

Hb 13.5, blood sugar 104, Hct 40%, T: 98.6 degrees, SpO2: 98%
ADD

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

298214-1

10-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Chills, Decreased appetite, Dizziness, Feeling cold, Injection site induration, Musculoskeletal pain, Nausea, Pain in extremity, Vision blurred

 NO CONDITIONS, NOT SERIOUS

Related reports:   298214-2

Other Vaccine
29-Nov-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
MNQ

MERCK & CO. INC.
MERCK & CO. INC.
SANOFI PASTEUR

1246U
1267U
U2376BA

1
0
0

Left arm
Left arm

Right arm

Subcutaneously
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 5708
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Nov-2007
Vaccine Date

27-Nov-2007
Onset Date

0
Days

08-Feb-2008
Status Date

CA
State

WAES0712USA02986
Mfr Report Id

Information has been received from a physician concerning a 14 year old female who on 27-NOV-2007 was vaccinated intramuscularly in the left deltoid with
Gardasil (lot# 659439/1267U).  Concomitant therapy included Varivax, for the treatment of prophylaxis (duration and dose not reported).  Other concomitant
therapy included MENACTRA.  On the evening of 27-NOV-2007 the patient experienced chills, dizziness, blurred vision and pain in the right wrist.  The patient
had an emergency pediatric evaluation on 27-NOV-2007 and the results were: vision fine, blood sugar 104, hemoglobin 17.5 and hematocrit 40%, no fever, no
redness and mild induration at the site of vaccination.  The patient had taken ADVIL.  On 28-NOV-2007 the patient experienced no appetite, lightheaded and
nausea with no fever and no local reaction detected.  On 30-NOV-2007 the patient was seen in the office with symptoms of headache, nausea and chills.
Temporal temperature was 99.2 and blood pressure was "92/44."  The left arm had minimal tenderness and right arm was slightly tender where MENACTRA
was administered.  Subsequently, the patient recovered from chills, dizziness, blurred vision, pain in the right wrist, no appetite, lightheaded, nausea and
headache.  Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:

History:
Prex Illness:

visual field test, 11/27/07, normal; blood pressure, 11/30/07, 92/44; blood glucose, 11/27/07, 104; hemoglobin, 11/27/07, 17.5; hematocrit, 11/27/07, 40%; body
temp, 11/30/07, 99.2
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

298214-2

08-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anorexia, Arthralgia, Chills, Dizziness, Headache, Injection site pain, Nausea, Tenderness, Vision blurred

 NO CONDITIONS, NOT SERIOUS

Related reports:   298214-1

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

VARCEL
MNQ
HPV4

MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL
1267U 0

Unknown
Unknown
Left arm

Unknown
Unknown

Intramuscular



10 JUN 2008 06:27Report run on: Page 5709
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Sep-2007
Vaccine Date

14-Sep-2007
Onset Date

1
Days

06-Dec-2007
Status Date

MA
State Mfr Report Id

My daughter's first Guardsil shot was Sept 13th. She was out of school Sept 14, Sept 20, Oct 1, Oct 19, w/headache, nausea, weakness.  Oct 24 she had a
seizure at school.  I called her doctor they were not that concerned but I brought her to the Doctor the next day becasue i was concerned. Blood work was order
and an EEG. My daughter had another seizure/fainted (not a severe as the first seizure)on Nov 8th in school. She failed all her classes her first term.  She was
absent 9 times.  Second shot Nov 19th.  She was very sick all week with all of the signs of Guillain-Barre Syndrome. Heavy Head, stiff neck, fever, back pains,
muscle pain, weakness.  It was Thanskgiving week so she didn't miss that much school however when school began on Monday, Nov 26th she was in tears
trying to get ready.  She was out of school again that day she was too sick to go. I gave her Motrin every 6 hours as nothing else seeemed to help i.e. Advil
Tylenol.  I told all of the medical professionals that she had appointments with about receiving this shot but not one of them attributed her sickness/symptoms
to the Guardsil shot. No one knew why my daughter was sick until one day a friend said "this all seemed to start with those shots" so I started to research this
shot.  This is when I found out about the side effects of Gardasil. Many other young girls have had severe side effects just like my daughter. 12/14/07-records
received for DOS 9/13/07-well visit, prescribed birth control pills-9/14/07-C/O blurry vision and does not remember anything till she woke up on floor. Observed
to have tremors. Hands felt numb. Tired. Head a small bump. Had migraine last week. In class when event occurred discussing blood and things in science
class felt uncomfortable and queasy. Likely syncopal episode, might be vagal in nature. Visit 10/25/07-seizure at school fell to floor after loosing vision.
Observed as movements of arms and legs. Another fainting episode on 11/8/07. Parent concerned about 5 hour gap between breakfast and lunch.

Symptom Text:

Kariva 12/14/07-records received MiceretteOther Meds:
Lab Data:
History:

NoPrex Illness:

Blood work and a sleep deprived EEG 12/14/07-records received-EEG 10/31/07-normal.
allergies (mold, dust, pollen)Migraines

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

298216-1

19-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Back pain, Convulsion, Fall, Head injury, Headache, Musculoskeletal stiffness, Myalgia, Nausea, Pyrexia, Syncope, Tremor

 ER VISIT, NOT SERIOUS

Other Vaccine
30-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. UNKONWN-UN 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 5710
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Sep-2007
Vaccine Date

11-Sep-2007
Onset Date

3
Days

17-Apr-2008
Status Date

LA
State

WAES0709USA01566
Mfr Report Id

Information has been received from a nurse concerning a 14 year old female who on 08-SEP-2007 was vaccinated with a third dose of Gardasil
(656372/0243U). On approximately 11-SEP-2007 the patient developed a rash around her mouth, a heat rash down both arms, and a fever of 100.9
Fahrenheit. Unspecified medical attention was sought. At the time of the report the patient's outcome was unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Body temp 09-11-07 100.9 F
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

298236-1

17-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Heat rash, Pyrexia, Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0243U 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5711
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jul-2007

Vaccine Date
Unknown

Onset Date Days
11-Apr-2008
Status Date

TX
State

WAES0709USA01570
Mfr Report Id

Information has been received from a nurse concerning a female who in July 2007 was vaccinated with a first dose of Gardasil. The patient may have been
vaccinated with another unspecified vaccine in the opposite arm. Subsequently the patient fainted. Patient was monitored in the office and recovered.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298237-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5712
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Aug-2007
Vaccine Date

11-Sep-2007
Onset Date

35
Days

11-Apr-2008
Status Date

--
State

WAES0709USA01571
Mfr Report Id

Information has been received from a nurse practitioner concerning an 18 year old female who on 07-AUG-2007 was vaccinated with a first dose of Gardasil. It
was reported that the patient had a pap smear performed in November 2006 the results were positive for atypical squamous cells or undetermined significance
but negative for human papillomavirus. On 27-AUG-2007 the patient had a follow-up pap smear. On 11-SEP-2007 the results were positive for the human
papillomavirus. Unspecified medical attention was sought. Subsequently, the patient did not recovered. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Atypical squamous cells of undetermined significancePrex Illness:

cervical smear 11/01/06 positive for ASCUS negative for HPV; cervical smear 08/27/07 Positive HPV

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

298238-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Papilloma viral infection

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5713
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
01-Mar-2007
Onset Date Days

11-Apr-2008
Status Date

NM
State

WAES0709USA01573
Mfr Report Id

Information has been received from a 21 year old female with no pertinent medical history or drug reactions/allergies who on 08-JAN-2007 was vaccinated with
a first dose of Gardasil (lot# unknown). Concomitant therapy included hormonal contraceptives (unspecified). The week of 08-MAR-2007 the second dose of
Gardasil was administered. In March 2007, the patient developed a red bump at the injection site. The bump had gotten smaller; however it was not yet
resolved. Medical attention was sought. Due to storage at incorrect temperatures, the patient was told that her first and second doses of Gardasil had to be
readministered. On 11-MAY-2007, the series for Gardasil was restarted and a first dose was regiven. On 11-SEP-2007, the second dose was readministered.
No further information was available. At the time of reporting the patient was recovering. No further information was given. Additional information has been
requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

298239-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, Injection site erythema, Injection site rash

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 3 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5714
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
11-Apr-2008
Status Date

TX
State

WAES0709USA01581
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated intramuscularly with a first dose of Gardasil. Subsequently the patient
fainted. The patient was seen by the physician. Subsequently, the patient recovered from fainted. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298240-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5715
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Sep-2007
Vaccine Date

10-Sep-2007
Onset Date

0
Days

11-Apr-2008
Status Date

--
State

WAES0709USA01703
Mfr Report Id

Information has been received from a health professional concerning a female who on 10-SEP-2007 was vaccinated with a first dose of Gardasil. There was no
concomitant medication. After the administration the patient passed out. Subsequently, the patient fully recovered within 10 seconds. Additional information has
been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298241-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5716
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
11-Apr-2008
Status Date

--
State

WAES0709USA01750
Mfr Report Id

Information has been received a business manager via a friend concerning the daughter of the friend (age not reported) who on an unspecified date was
vaccinated with Gardasil. The patient also received another unspecified vaccine at the same time. It was reported that the daughter passed out in the care after
receiving Gardasil with another vaccine. The patient recovered and received pop afterwards. No further information is available.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298242-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

UNK
HPV4

UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 5717
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Sep-2007
Vaccine Date

11-Sep-2007
Onset Date

0
Days

11-Apr-2008
Status Date

PA
State

WAES0709USA01755
Mfr Report Id

Information has been received from a registered nurse concerning a 15 year old female with no pertinent medical history and no pertinent medical history and
no drug reactions/allergies who on 11-SEP-2007 was vaccinated with the first dose of Gardasil (lot # 658560/1062U) 0.5 ml IM in the left upper deltoid. There
was no concomitant medication. On 11-SEP-2007, shortly after receiving the vaccine, the patient experienced pain in her forearm and a bruise on the base of
her left thumb. Her left hand was cool to the touch, weak, and painful. There was no reaction at the injection site. Medical attention was sought. She was given
BENADRYL and observed for 30-45 minutes. The patient's symptoms improved slightly. She was instructed to take ADVIL for pain and to elevate her hand.
The nurse contacted the patient's mother last night (11-SEP-2007) and was informed that the patient had a headache but was currently sleeping. The mother
was instructed to contact the office with an update on 12-SEP-2007, but she had not yet contacted the office. At the time of reporting, the outcome of the
events was unspecified. The nurse felt that the events "could of been life threatening". Clarification was obtained from the nurse via telephone. The registered
nurse confirmed that the events were not life threatening. At the time of reporting, the patient had not recovered. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

298243-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Contusion, Pain, Pain in extremity, Peripheral coldness

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1062U 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Aug-2007
Vaccine Date

Unknown
Onset Date Days

15-Apr-2008
Status Date

NY
State

WAES0709USA01760
Mfr Report Id

Information has been received from a physician concerning a 15 year old female with a history of acne who on an unspecified date was vaccinated with the first
dose of Gardasil which was tolerated well. On 31-AUG-2007, the patient was vaccinated with the second Gardasil. Concomitant therapy included albuterol,
ALLEGRA and minocycline. No other vaccines were administered on 31-AUG-2007. In approximately August 2007, the patient experienced intermittent
dizziness. The patient sought medical attention of the physician in the office. At the time of reporting, the patient's intermittent dizziness persisted. Additional
information has been requested.

Symptom Text:

Albuterol, ALLEGRA, minocyclineOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Acne

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

298244-1

15-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Aug-2007
Vaccine Date

10-Aug-2007
Onset Date

1
Days

15-Apr-2008
Status Date

--
State

WAES0709USA01761
Mfr Report Id

Information has been received from a registered nurse concerning a 16 year old female who on 09-AUG-2007 was vaccinated with a first dose of GARDASIL
(lot # not reported). Concomitant therapy also given on 09-AUG-2007 included MENACTRA. On 10-AUG-2007, "24 hours after receiving GARDASIL", the
patient experienced swelling in her tongue and throat. The patient was admitted to the emergency room. On an unspecified date, the patient recovered.
Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

298245-1

15-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pharyngeal oedema, Swollen tongue

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL 0

Unknown
Unknown

Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jul-2007

Vaccine Date
01-Jul-2007
Onset Date

0
Days

15-Apr-2008
Status Date

NC
State

WAES0709USA01773
Mfr Report Id

Information has been received from a physician concerning a 15 year old female who in July 2007, was vaccinated intramuscularly with the first dose of
GARDASIL (0.5 ml). In approximately July 2007, "a couple of days after vaccine was given", the patient experienced lower back pain and tingling in the back of
her legs. Unspecified medical attention was sought. At the time of this report, the outcome of the events was unknown. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

298246-1

15-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Back pain, Paraesthesia

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5721
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Sep-2007
Vaccine Date

11-Sep-2007
Onset Date

0
Days

16-Apr-2008
Status Date

MA
State

WAES0709USA01805
Mfr Report Id

Information has been received from a nurse practitioner concerning a 12 year old female who on 11-SEP-2007 at 3:30 PM was vaccinated in the deltoid with
the first dose of GARDASIL (lot # 658558/1061U). On 11-SEP-2007, at 3:30, the patient developed immediate swelling and redness at the injection site. The
patient was treated with BENADRYL and released. The reaction resolved the same day. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

298247-1

16-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Injection site erythema, Injection site swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1061U 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Jul-2007

Vaccine Date
09-Jul-2007
Onset Date

0
Days

16-Apr-2008
Status Date

NJ
State

WAES0709USA01815
Mfr Report Id

Information has been received from a physician concerning a 16 year old female with no pertinent medical history or illnesses at the time of the medication who
on 09-JUL-2007 was vaccinated with a first dose of GARDASIL (lot# unknown) 0.5 mL. On an unspecified date the patient experienced an adverse event after
the initial injection of GARDASIL. Medical attention was sought via telephone by the patient contacting the office. The type of adverse event that occurred was
not specified. Follow-up information was received. On 09-JUL-2007 the patient experienced nausea, diarrhea and lost of appetite for 2 weeks. Subsequently,
the patient recovered from nausea, diarrhea and loss of appetite. On an unspecified date the patient received a second injection and the patient did not have
any adverse side effects. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

298248-1

16-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anorexia, Diarrhoea, Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Mar-2007
Vaccine Date

01-Jun-2007
Onset Date

81
Days

15-Apr-2008
Status Date

WI
State

WAES0709USA01833
Mfr Report Id

Information has been received from a Registered Nurse (R.N.) concerning a 17 year old female patient with cervical dysplasia, penicillin allergy and allergic
reaction to erythromycin who on 12-MAR-2007 was vaccinated IM into the left arm with a first dose of Gardasil and on 18-JUN-2007 she was vaccinated into
the right arm with a second dose of Gardasil. The nurse reported that  patient developed an injection site rash after the second dose of Gardasil. The date the
rash appeared was unspecified. The patient sought medical attention for the rash on 30-JUN-2007. The rash at the injection site was diagnosed as viral and
not related to the injection. On 08-SEP-2007 the patient sought treatment for another condition and the physician re-evaluated the injection site rash on the
right arm. The rash was described as "a hypo-pigmented area 8 centimeters in size with red papules at the periphery." The physician advised the patient not to
continue with the third injection. It was reported that the patient would be evaluated on 24-SEP-2007 for the rash. At the time of this report patient had not
recovered. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Cervical dysplasia; Penicillin allergy; Allergic reaction to antibioticsPrex Illness:

beta-human chorionic 09/10/07 Negative

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

298249-1

15-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site rash, Rash papular, Skin hypopigmentation

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-May-2007
Vaccine Date

01-May-2007
Onset Date

0
Days

17-Apr-2008
Status Date

PA
State

WAES0709USA01864
Mfr Report Id

Information has been received from a physician concerning a 19 year old female patient who in May 2007, was vaccinated IM with a dose of GARDASIL.
concomitant therapy included hormonal contraceptives (unspecified) and HAVRIX. Patient developed Erythema Nodosum less than a month later of
vaccination with GARDASIL. She also developed joint pains. She also had mononucleosis after getting the injection but prior to the rash. The patient's outcome
was unknown. Additional information has been requested.

Symptom Text:

Hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

298250-1

17-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Erythema nodosum, Infectious mononucleosis

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

NULL
NULL

Unknown
Unknown

Intramuscular
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Sep-2007
Vaccine Date

10-Sep-2007
Onset Date

0
Days

17-Apr-2008
Status Date

--
State

WAES0709USA01869
Mfr Report Id

Information has been received from a registered nurse concerning a 20 year old female with hypothyroidism who on 10-SEP-2007 was vaccinated with a third
dose of GARDASIL (Lot # 658558/1061U). Concomitant therapy included SYNTHROID, ORTHO-NOVUM, tetracycline. On approximately 10-SEP-2007 the
patient developed egg-sized lump at injection site with redness and itchiness. The patient's mother called the office on 11-SEP-2007 to report the egg-sized
lump at injection with redness and itchiness. It was recommended for the patient to take BENADRYL and TYLENOL. The patient's outcome was unknown.
Additional information has been requested.

Symptom Text:

SYNTHROID, ORTHO-NOVUM, tetracycline.Other Meds:
Lab Data:
History:

HypothyroidismPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

298251-1

17-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site mass, Injection site pruritus

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1061U Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Aug-2007
Vaccine Date

01-Aug-2007
Onset Date

0
Days

17-Apr-2008
Status Date

--
State

WAES0709USA01877
Mfr Report Id

Information has been received from a registered nurse concerning a female patient who on 01-AUG-2007 was vaccinated IM with a first 0.58 ml dose of
GARDASIL (lot# 658282/0929U). On 01-AUG-2007, the patient developed a purple bruise at the injection site. Subsequently, the patient recovered without
requiring treatment. No diagnostic laboratory studies were performed. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298252-1

17-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site bruising

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0929U 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Apr-2008
Status Date

MI
State

WAES0709USA01889
Mfr Report Id

Initial and follow-up information has been received from a receptionist in a physician's office and a licensed practical nurse (LPN) concerning a female (initially
reported as 3 females, later confirmed to be only 1) between the ages of 11 and 13 (initially reported as "teenager age") who was vaccinated with a dose of
GARDASIL. Concomitant therapy included "2 other shots the same day" (therapy unspecified). Subsequently the patient fainted when administered the first
dose or shortly after and experienced pain at the injection site. Subsequently, the patient recovered later that afternoon. The LPN discussed this with the
physician and neither one felt that the faint had anything to do with the GARDASIL. Additional information has been requested.

Symptom Text:

Therapy unspecifiedOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298253-1

17-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

UNK
HPV4

UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Unknown
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Aug-2007
Vaccine Date

30-Aug-2007
Onset Date

14
Days

17-Apr-2008
Status Date

KS
State

WAES0709USA01895
Mfr Report Id

Information has been received from a licensed practical nurse concerning a 16 year old female with allergy to white oak who on 08-JUN-2007 was vaccinated
with her first dose of GARDASIL (Lot#657621/0387U, exp. February 2010) in the buttocks by a different physician's office than the reporting physician. There
was no concomitant medication. On 16-AUG-2007, the patient was vaccinated with her second dose of GARDASIL vaccine (Lot#655849/0263U, exp. 04-AUG-
2009) in the right deltoid. "Two weeks after the vaccination," on approximately 30-AUG-2007, the patient developed little white bumps on her hands and knees.
The bumps appeared and disappeared 2 to 3 times a day. They were also described as hive-like bumps on her knees and elbows that appeared small, flat,
round, red and itchy developing on her bony joints. the patient's hive-like bumps on hands, knees and elbows persisted. According to the LPN, there were no
definitive connection to the GARDASIL. The LPN also provided information regarding "a couple" patients' experiences with GARDASIL (WAES#
0710USA00228) and "some" patients' experiences with GARDASIL (WAES#0710USA00229). Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

HypersensitivityPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

298254-1

17-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug administered at inappropriate site, Pruritus, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0263U 1 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 5729
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Aug-2007
Vaccine Date

01-Aug-2007
Onset Date

0
Days

17-Apr-2008
Status Date

--
State

WAES0709USA01898
Mfr Report Id

Information has been received from a nurse practitioner concerning a 18 year old female who in August 2007, was vaccinated with her first dose of GARDASIL.
In August 2007, the patient experienced adenopathy, fatigue, fever, sore throat and elevated liver function tests (LFTs) with an alanine aminotransferase test of
177, aspartate aminotransferase of 124 and alkaline phosphatase test of 290. the patient was diagnosed with mononucleosis. The patient's mononucleosis
persisted and her LFTs were still mildly elevated. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Serum alanine 08/??/07 177; serum aspartate 08/??/07 124; serum alkaline 08/??/07 209.
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

298255-1

17-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Fatigue, Infectious mononucleosis, Lymphadenopathy, Pharyngolaryngeal pain, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5730
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Sep-2007
Vaccine Date

01-Sep-2007
Onset Date

0
Days

17-Apr-2008
Status Date

--
State

WAES0709USA01900
Mfr Report Id

Information has been received from a physician concerning an 11 year old female who on approximately 01-SEP-2007 was vaccinated with the first dose of
GARDASIL. On approximately 01-SEP-2007 the patient fainted a few minutes after being vaccinated. Subsequently, the patient recovered from fainting the
same day as the vaccination. The physician considered the patient's experience to be non-serious. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

298256-1

17-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5731
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Apr-2008
Status Date

--
State

WAES0709USA01906
Mfr Report Id

Information has been received from a physician concerning two female patients who were vaccinated with GARDASIL. The physician reported that the patients
experienced abnormal pap smears after receiving all three doses of GARDASIL. The patient outcomes were not reported. Additional information is not
expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Pap test -  abnormal
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298257-1

17-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Smear cervix abnormal

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5732
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Sep-2007
Vaccine Date

10-Sep-2007
Onset Date

0
Days

17-Apr-2008
Status Date

AZ
State

WAES0709USA01912
Mfr Report Id

Information has been received from a physician concerning a 12 year old female with a history of asthma who on 10-SEP-2007 was vaccinated intramuscularly
in the left deltoid with the first dose of GARDASIL (Lot # 658100/0525U). Concomitant therapy included vaccination on the same day in the left arm with
MENACTRA and tetanus toxoid. It was reported that on 10-SEP-2007 the patient near fainted after vaccination with GARDASIL. The patient sought unspecified
medical attention. Subsequently, on 10-SEP-2007, the patient recovered from near fainted. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

298258-1

17-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Asthma, Presyncope

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

TTOX
HPV4
MNQ

UNKNOWN MANUFACTURER
MERCK & CO. INC.
SANOFI PASTEUR

NULL
05257
NULL

0
Unknown
Left arm
Left arm

Unknown
Intramuscular

Unknown



10 JUN 2008 06:27Report run on: Page 5733
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Aug-2007
Vaccine Date

Unknown
Onset Date Days

17-Apr-2008
Status Date

--
State

WAES0709USA01929
Mfr Report Id

Information has been received from a nurse practitioner concerning a female who in August 2007, was vaccinated with GARDASIL. Recently the patient
experienced swollen lymph gland. It was unknown whether the patient sought medical attention. The patient's outcome was unknown. Additional information
has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298259-1

17-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Lymphadenopathy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5734
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Sep-2007
Vaccine Date

05-Sep-2007
Onset Date

0
Days

17-Apr-2008
Status Date

CA
State

WAES0709USA01937
Mfr Report Id

Information has been received from a physician concerning a 17 year old female who on 05-SEP-2007 was vaccinated with a third dose of GARDASIL. On 05-
SEP-2007, five minutes after the vaccination, the patient fainted. Medical attention was sought. The patient recovered 5 minutes after fainting and left office 15
minutes after recovery. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

298260-1

17-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0243U 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5735
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Apr-2008
Status Date

FL
State

WAES0709USA01938
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with a dose of GARDASIL. After the vaccination the patient fainted.
Medical attention was sought. The patient's outcome was unknown. No product quality complaint was involved. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298261-1

17-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5736
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Sep-2007
Vaccine Date

11-Sep-2007
Onset Date

0
Days

17-Apr-2008
Status Date

NY
State

WAES0709USA01548
Mfr Report Id

Information has been received from an office manager concerning a 19 year old female with no pertinent medical history or no known drug reactions/allergies
who on 11-SEP-2007 was vaccinated with GARDASIL (654539/0742U) in the left deltoid. Concomitant therapy included ORTHO TRI-CYCLEN. On 11-SEP-
2007 the patient passed out, fell off the table and hit her head. The patient was sent to the hospital via ambulance. Medical attention was sought. No further
information is available. Follow-up information was received from an office manager. It was reported that the patient fell and was sent to the ER where a head
computed axial tomography was performed. The scan was negative and the patient was discharged. The patient had a lump on her head with swelling and
bruising. The patient is recovering at this time and has decreased swelling. Additional information has been requested.

Symptom Text:

ORTHO TRI-CYCLENOther Meds:
Lab Data:
History:
Prex Illness:

Head computed axial 09/11/07 - negative
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

298262-1

17-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Contusion, Fall, Head injury, Loss of consciousness, Swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0742U 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 5737
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Nov-2007
Vaccine Date

Unknown
Onset Date Days

06-Dec-2007
Status Date

TX
State Mfr Report Id

Patient given the HPV vaccine unaware at the time the patient was pregnant.  No adverse reaction noted.Symptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

298263-1

06-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Pregnancy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
30-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 15224 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5738
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Mar-2007
Vaccine Date

Unknown
Onset Date Days

03-Dec-2007
Status Date

--
State

WAES0704USA06006
Mfr Report Id

Initial and follow-up information has been received from a physician and a 27 year old female with hypertension, 2 prior pregnancies with 1 full term delivery via
cesarean section and 1 miscarriage who on 09-MAR-2007 was vaccinated with the first dose of Gardasil (lot# 655619/1427F). Concomitant therapy included
labetaolol HCl. Subsequently, the patient became pregnant within 2 weeks after Gardasil (LMP 07-MAR-2007; EDD 14-DEC-2007). On 01-MAY-2007, an
ultrasound revealed a viable pregnancy. The patient was placed on pre-natal vitamins and hydromadinone. On an unspecified date the patient experienced
intra-uterine growth retardation (IUGR) and a non reassuring tracing. On 10-OCT-2007, thirty weeks from the last menstrual period (LMP) the patient delivered
a normal 1 pound 12 oz premature female. The labor and delivery were uncomplicated. The apgar scores were 5 and 5. At the time of the report the patient had
recovered. The infant's outcome was unknown. Additional information is not expected.

Symptom Text:

hydromadinone 250 mg; labetalol hydrochloride 100 mgOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 3/7/2007); HypertensionPrex Illness:

ultrasound 05/01/07 - viable pregnancy; Apgar score 10/10/07 5; Apgar score 10/10/07 5
Miscarriage; Premature labour; Caesarean section

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

298268-1

03-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Apgar score abnormal, Drug exposure during pregnancy, Foetal disorder, Foetal growth retardation, Inappropriate schedule of drug administration, Premature
baby

 ER VISIT, NOT SERIOUS

Other Vaccine
30-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1427F 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5739
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Nov-2007
Vaccine Date

06-Nov-2007
Onset Date

0
Days

03-Dec-2007
Status Date

FR
State

WAES0711USA04128
Mfr Report Id

Information has been received from a health authority (MA20070585) concerning a 16 year old female with a history of a vasovagal syncope following a tooth
extraction, who on 06-NOV-2007 was vaccinated intramuscularly with a first dose of Gardasil (Batch# N554050). Ten minutes post vaccination, the patient
experienced abdominal pain with nausea, then a loss of consciousness for a few seconds with tremor of the upper limbs. The patient was laid down for a few
minutes with her legs slightly raised, which allowed the patient to recover completely. Arterial tension monitoring was performed by the physician during the
event and showed normal tension. It was reported that the patient would not be revaccinated. The physician considered the abdominal pain, nausea, loss of
consciousness, and tremble to be other important medical events. Other business partner numbers included: E2007-08358. Additional information is not
expected. The case is closed.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Syncope vasovagal; Tooth extraction

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

298269-1

03-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Loss of consciousness, Nausea, Tremor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
30-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NS54050 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5740
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Sep-2007
Vaccine Date

31-Oct-2007
Onset Date

43
Days

03-Dec-2007
Status Date

FR
State

WAES0711USA04887
Mfr Report Id

Information has been received from a female patient who on 18-SEP-2007 was vaccinated with Gardasil (lot number was not reported). Route and site of
administration were not reported. On 17-NOV-2007, approximately 2 months after vaccination, the patient developed a few unspecified lesions, with
subsequent aggravation. She was hospitalized and the diagnosis of vascular purpura was confirmed. The outcome was not reported. Follow-up information was
received from a healthcare professional indicating that the patient's lesions appeared one and a half months after vaccination (previously reported as 2
months). Work-up and cutaneous biopsy were planned to be performed at the hospital. At the time of reporting, the patient had not recovered. No further
information is available. Other business partner numbers include E2007-08632.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298270-1 (S)

03-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Skin lesion, Vascular purpura

 HOSPITALIZED, SERIOUS

Other Vaccine
30-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5741
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Sep-2007
Vaccine Date

29-Sep-2007
Onset Date

2
Days

03-Dec-2007
Status Date

FR
State

WAES0711USA04886
Mfr Report Id

Information has been received from a 25 year old female who on 27-SEP-2007 was vaccinated with her second dose of Gardasil (batch #NF43780). Probably
the vaccine was administered into the left acromio-clavicular joint. On 29-SEP-2007 the patient experienced pain of the left shoulder and headache. Shoulder
pain aggravated in the course and she presented at the outpatient department of a hospital on 01-OCT-2007 (no details reported). On 04-OCT-2007 she was
hospitalized. Diagnostics revealed an empyema of the left shoulder with synovitis and bursitis. Surgery was carried out on 05-OCT-2007 and treatment with
synovitis and bursitis. Surgery was carried out on 05-OCT-2007 and treatment with clindamycin (SOBELIN0 was started. She recovered, only slight impairment
of the arm movements was still present at the time of reporting. A previous dose of Gardasil had been well tolerated. This is also a case of misuse. No further
information is available. Other business partner numbers include E2007-08534.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

298271-1 (S)

12-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Bursitis, Empyema, Headache, Hypokinesia, Incorrect route of drug administration, Musculoskeletal pain, No reaction on previous exposure to drug, Surgery,
Synovitis, Wrong technique in drug usage process

 HOSPITALIZED, SERIOUS

Other Vaccine
30-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NF43780 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5742
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Nov-2007
Vaccine Date

30-Nov-2007
Onset Date

0
Days

09-Dec-2007
Status Date

CO
State Mfr Report Id

Vaccine given to me around 9:30 AM this morning, I felt a never-before-experienced strong sensation of the fluid entering and flowing down my arm.  The nurse
left room, within 30 seconds after shot there were strong pains throughout my arm followed by extreme dizziness and faintness.  I struggled in the room for
around five minutes to not pass out and fell on the floor once.  I was experiencing extreme blacking out of vision and loss of consciousness.  When I stumbled
my way down the hall to the waiting room I collapsed in a chair and two nurses placed me in a wheelchair.  I was sweating intensely, was very pale, and my
pupils were completely dilated.  The remainder of the day I experienced bad sinus pain that only occurred after the vaccine, a sharp headache, shakes and
nausea.  This evening I feel pressure in my head, am dizzy whenever I stand, my arm is still painful, weak and numb.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

298297-1

10-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Fall, Headache, Hyperhidrosis, Hypoaesthesia, Immediate post-injection reaction, Loss of consciousness, Muscular weakness, Mydriasis, Nausea,
Pain in extremity, Pallor, Sinus headache, Tremor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
01-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 5743
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-May-2007
Vaccine Date

22-Sep-2007
Onset Date

131
Days

03-Dec-2007
Status Date

CA
State

WAES0710USA03414
Mfr Report Id

Information has been received from a physician concerning a female (age not reported) with no known medical history and/or drug reactions/allergies who on
02-MAR-2007 was vaccinated intramuscularly with the first 0.5 mL dose of Gardasil (lot # 653736/0868F). On 14-MAY-2007 the patient was vaccinated with the
second dose of Gardasil (lot # 655324/0089U). The physician reported that the patient had intercourse in early August 2007. On 05-SEP-2007 the patient took
a home pregnancy test which was positive. She contacted her doctor. On 06-SEP-2007 a serum pregnancy test was performed with positive results. On 19-
SEP-2007 the patient had an ultrasound done which showed that she was 8 weeks and 4 days pregnant. On 22-SEP-2007 the pregnancy was terminated. The
patient's status was not reported. There was no product quality complaint. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP=6/26/2007)Prex Illness:

ultrasound 09/19/07 results-8 weeks and 4 days pregnancy, beta-human chorionic 09/05/07 positive, serum beta-human 09/06/07 positive

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

298319-1

03-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion induced, Drug exposure during pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
30-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0089U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5744
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Nov-2007
Vaccine Date

22-Nov-2007
Onset Date

1
Days

10-Dec-2007
Status Date

PA
State Mfr Report Id

120x200 mm erythem indurated area on (L) arm with 40 mm vesicular rxn and a slight fever 4 days (100.8)-Treatment Benadryl. Motrin, KeflexSymptom Text:

Other Meds:
Lab Data:
History:

nonePrex Illness:

Hx Acute Lymphocytic Leukemia- in remission

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

298343-1

10-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site induration, Pyrexia, Rash vesicular

 ER VISIT, NOT SERIOUS

Other Vaccine
30-Nov-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

1355U
0890F

1
0

Left arm
Left arm

Subcutaneously
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Nov-2007
Vaccine Date

27-Nov-2007
Onset Date

0
Days

10-Dec-2007
Status Date

PA
State Mfr Report Id

Pt walked in waiting room after vaccine. She walked down hall to bathroom, fainted in the bathroom. Employee and doctor went to the bathroom and helped her
back to office. Had her lay down in room. BP laying down 100/68; before leaving to go home 112/64.

Symptom Text:

N/AOther Meds:
Lab Data:
History:
Prex Illness:

N/A

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

298383-1

10-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure decreased, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
30-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0525U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 5746
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Jul-2007

Vaccine Date
11-Jul-2007
Onset Date

0
Days

17-Apr-2008
Status Date

FL
State

WAES0709USA01944
Mfr Report Id

Information has been received from a physician concerning a 21 year old female who on 11-JUL-2007 was vaccinated with a dose of GARDASIL. Concomitant
therapy included MENACTRA and TETANUS ANTITOXIN USP (manufacturer unknown). On 11-JUL-2007, five minutes after vaccination the patient fainted.
Medical attention was sought. The patient was recovered. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

298386-1

17-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Apr-2008
Status Date

--
State

WAES0709USA01983
Mfr Report Id

Information has been received from a medical assistant concerning a patient who was vaccinated with a dose a GARDASIL. Suspect vaccinations administered
on that day included a dose of DTAP and MENACTRA. Subsequently the patient experienced syncope. It was unknown whether medical attention was sought.
The patient's outcome was unknown. This is one of several reports from the same source. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298387-1

17-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

MNQ
HPV4
DTAP

SANOFI PASTEUR
MERCK & CO. INC.
UNKNOWN MANUFACTURER

NULL
NULL
NULL

Unknown
Unknown
Unknown

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 5748
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
24-Apr-2008
Status Date

NY
State

WAES0709USA01990
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with the first dose of GARDASIL (date of vaccination and lot number
not provided). Subsequently, the patient experienced pelvic pain one day after vaccination. Subsequently, the patient recovered from pelvic pain. It was
reported that the patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298388-1

24-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pelvic pain

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5749
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Sep-2007
Vaccine Date

13-Sep-2007
Onset Date

0
Days

24-Apr-2008
Status Date

NY
State

WAES0709USA02001
Mfr Report Id

Information has been received from a physician concerning a 12 year old female with no pertinent medical history who on 13-SEP-2007 was vaccinated with a
first dose of GARDASIL. Concomitant therapy included MENACTRA. The physician reported that on 13-SEP-2007 the patient became lightheaded shortly after
receiving her first dose of GARDASIL. It was reported by the physician that the patient's blood was drawn prior to receiving the vaccinations. She became
disoriented, and confused. The patient reported that she felt "like her head was spinning and she was going to vomit". The child was kept quiet, observed and
given juice. It was reported that her blood pressure dropped from 90/70 to 80/60, pulse slightly dropped from 88 to 76. On the 13SEP-2007 the patient
recovered, while in the physician office. No further information is available.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

blood pressure 09/13/07 - BP dropped from 90/70 to 80/60
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

298389-1

24-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure decreased, Confusional state, Disorientation, Dizziness, Heart rate decreased, Nausea, Vertigo

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL

0
0

Unknown
Unknown

Unknown
Intramuscular



10 JUN 2008 06:27Report run on: Page 5750
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
24-Apr-2008
Status Date

--
State

WAES0709USA02012
Mfr Report Id

Information has been received from a consumer concerning his niece a 14 year old female who in September 2007, was vaccinated with a second dose of
GARDASIL. Subsequently the patient experienced flat brown spots all the way down the arm she was vaccinated. Medical attention was sought. The patient's
outcome was unknown. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

298390-1

24-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5751
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
24-Apr-2008
Status Date

AR
State

WAES0709USA02022
Mfr Report Id

Information has been received from a certified medical assistant concerning a female with no pertinent medical history who in September 2007, "sometime last
week was vaccinated IM into the right arm with 0.5 ml of a first dose dose of GARDASIL. There was no concomitant medication. In September 2007 "3- 4 days"
after vaccination the patient developed blisters under her right arm. It was reported that the patient called the office to report she developed blisters under her
right arm. Subsequently, the patient recovered from the blister under her right arm. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298391-1

24-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Blister

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 5752
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Aug-2007
Vaccine Date

24-Aug-2007
Onset Date

0
Days

24-Apr-2008
Status Date

TX
State

WAES0709USA02045
Mfr Report Id

Information has been received from a licensed practical nurse concerning a 13 year old female with allergic rhinitis and AMOXIL and a history of reactive
airways disease who on 27-JUN-2007 was vaccinated with the first dose of GARDASIL, the patient was vaccinated with the second dose GARDASIL (lot #
658556/1060U) 0.5 ml IM in the left deltoid. On 24-AUG-2007, the experienced pain and tenderness in her left arm. On 11-SEP-2007, the patient sought
medical attention (office visit) and at that time she had decreased range of motion, tenderness and pain of the arm. There was no masses and no redness. At
the time of reporting, the patient had not recovered. The patient was scheduled to have a MRI. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Rhinitis allergic; Penicillin allergyPrex Illness:

Unknown
Reactive airways disease

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

298392-1

24-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injected limb mobility decreased, Pain in extremity, Tenderness

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1060U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 5753
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Sep-2007
Vaccine Date

12-Sep-2007
Onset Date

0
Days

24-Apr-2008
Status Date

--
State

WAES0709USA02054
Mfr Report Id

Information has been received from a registered nurse at school, concerning a non-pregnant female teacher in her "early 20's," who had been under a lot of
stress, and who on 12-SEP-2007 was vaccinated with the first dose of GARDASIL (lot # not provided). There was no concomitant medication. On 12-SEP-
2007, "shortly" after the vaccination, the teacher developed fatigue, and by 6:30 pm, she was so exhausted she had to go to bed. The following morning (13-
SEP-2007), the teacher's mother had to shake her to wake her up. In addition, she then experienced pain and achiness in the arm of vaccination, extending up
to her shoulder and neck. She visited the school nurse due to her symptoms, and questioned if the stress had anything to do with her fatigue. At the time of this
report. The teacher had not recovered from the events. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

StressPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

298393-1

24-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Depressed level of consciousness, Fatigue, Musculoskeletal pain, Neck pain, Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5754
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
24-Apr-2008
Status Date

--
State

WAES0709USA02069
Mfr Report Id

Information has been received from a licensed practical nurse, concerning a female patient in her "early 20's" with a prior history of a negative PAP test, who
was vaccinated with all 3 doses of GARDASIL (lot # not provided). Following the vaccinations, the patient had a "positive" PAP test. At the time of this report,
the outcome of the event was unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Pap test - negative; Pap test - positive
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

298394-1

24-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Smear cervix abnormal

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5755
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
24-Apr-2008
Status Date

--
State

WAES0709USA02071
Mfr Report Id

Information has been received from a licensed practical nurse concerning a teenage female (age not reported) who on an unspecified date was vaccinated with
a first dose of GARDASIL. Subsequently, the patient experienced a positive PAP smear. This was the first time the patient had a PAP test conducted. The
outcome was not reported. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Pap test - positive
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298395-1

24-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Smear cervix abnormal

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5756
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
24-Apr-2008
Status Date

LA
State

WAES0709USA02073
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with a dose of GARDASIL. The patient had not gotten her period
since she received the vaccination and the patient thought that it was because of vaccination. Medical attention was sought. The patient was placed on birth
control pills (manufacturer unspecified) to regulate her menstrual cycle. The patient's outcome was unknown. No product quality complaint was involved.
Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298396-1

24-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Amenorrhoea

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5757
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Sep-2007
Vaccine Date

12-Sep-2007
Onset Date

1
Days

24-Apr-2008
Status Date

ME
State

WAES0709USA02084
Mfr Report Id

Information has been received from a nurse concerning a 13 year old female who 11-SEP-2007 was vaccinated with a 0.5 ml dose of GARDASIL. Concomitant
vaccination on the same day included a second dose of Varicella virus vaccine live (MSD). On 12-SEP-2007 the mother of the child called the doctor office
stating the child had nausea and was vomiting. At the time of the report the patient's outcome was unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

298397-1

24-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Nausea, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

NULL
NULL

1 Unknown
Unknown

Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
24-Apr-2008
Status Date

IL
State

WAES0709USA02094
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with a first dose of GARDASIL. The physician reported that the
patient experienced, "prolonged injection site pain" that lasted for weeks. On an unspecified date 8 weeks after the first vaccination the patient informed the
physician of the prolonged post injection site pain and she was vaccinated in the opposite arm with a second dose of GARDASIL. It was unknown at the time of
reporting if the injection site pain reoccurred with the second dose. At the time of the report, the "patient is feeling better." Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298398-1

24-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5759
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Sep-2007
Vaccine Date

13-Sep-2007
Onset Date

0
Days

24-Apr-2008
Status Date

--
State

WAES0709USA02107
Mfr Report Id

Information has been received from a registered nurse concerning an 18 year old female with no pertinent medical history who on 13-SEP-2007 was
vaccinated intramuscularly with a 0.5 ml second dose of GARDASIL (Lot # "1061U"). Concomitant therapy included hormonal contraceptives (unspecified). On
13-SEP-2007 about 10 minutes post vaccination the patient fainted. There were no laboratory or diagnostic tests performed. The patient was in the office. On
13-SEP-2007 the patient recovered. Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

298399-1

24-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1061U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5760
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
24-Apr-2008
Status Date

MI
State

WAES0709USA02111
Mfr Report Id

Information has been received from a physician concerning a 17 year old female who in September 2007, was vaccinated intramuscularly with a 0.5 ml first
dose of GARDASIL (Lot # 654741/1208F). Concomitant therapy included MENACTRA. In September 2007, the patient fainted while still in the office and hit
forehead. The patient was treated with an ice pack. There were no laboratory or diagnostic tests performed. The patient was seen in the office. Subsequently,
the patient recovered. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

298400-1

24-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Head injury, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1208F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5761
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Sep-2007
Vaccine Date

12-Sep-2007
Onset Date

1
Days

24-Apr-2008
Status Date

AL
State

WAES0709USA02114
Mfr Report Id

Information has been received from a physician concerning a 20 year old female who on 11-SEP-2007 was vaccinated with a second dose of GARDASIL. On
12-SEP-2007, 24 hours after the vaccination, the patient developed rash over her entire body. The rash was described as many red specks, that were more
concentrated on her trunk and face. Medical attention was sought. The patient's rash her over entire body persisted. No product quality complaint was involved.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

298401-1

04-Jun-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash generalised

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5762
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Jun-2007
Vaccine Date

13-Jun-2007
Onset Date

0
Days

24-Apr-2008
Status Date

MI
State

WAES0709USA02147
Mfr Report Id

Information has been received from a health professional concerning a 17 year old white female student who on 13-JUN-2007 was vaccinated with a first dose
GARDASIL. Concomitant therapy included MENACTRA. On 13-JUN-2007 at 9:30 AM the patient experienced syncope. Medical attention was sought.
Immediate recovery. Observed for 20 minutes without further adverse events. No product quality complaint was involved. Additional information has been
requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

298402-1

24-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2233CA
0388U

0
0

Unknown
Unknown

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 5763
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
24-Apr-2008
Status Date

CA
State

WAES0709USA02148
Mfr Report Id

Information has been received from a physician who is over 26 years old concerning herself who was vaccinated with GARDASIL. She was greater that the
label suggests and she vaccinated herself with first and second dose. She normally had a lupus like rash but it was more intensified after the first and second
dose of which she took solumederol upon getting the rash. Again, she normally had this rash of the face but it was intensified through the vaccination of first
and second dose. The patient's outcome was unknown. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Rash lupus-likePrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298403-1

24-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Condition aggravated, Inappropriate schedule of drug administration, Rash, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5764
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Aug-2007
Vaccine Date

16-Aug-2007
Onset Date

0
Days

24-Apr-2008
Status Date

--
State

WAES0709USA02198
Mfr Report Id

Information has been received from a consumer concerning her 15 year old daughter who on 15-MAY-2007 was vaccinated with a first dose of GARDASIL.
Concomitant therapy included doxycycline. Subsequently the patient experienced injection site reaction. On 16-Aug-2007 the patient received the second dose
and approximately 3 weeks later noticed a hard and tender area at the site injection. Medical attention was not sought. The patient had not recovered. No
product quality complaint was involved. Additional information has been requested.

Symptom Text:

doxycyclineOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

298404-1

24-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, Injection site induration, Injection site pain, Injection site reaction, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5765
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Aug-2007
Vaccine Date

01-Sep-2007
Onset Date

1
Days

24-Apr-2008
Status Date

--
State

WAES0709USA02201
Mfr Report Id

Information has been received from a nurse practitioner concerning a 20 year old female who on 31-AUG-2007 was vaccinated with a second dose of
GARDASIL. One or two days after vaccination, the patient experienced peeling feet. Medical attention was sought. The patient's peeling feet persisted. No
product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

298405-1

24-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Skin exfoliation

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5766
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Nov-2006
Vaccine Date

13-Nov-2006
Onset Date

0
Days

24-Apr-2008
Status Date

--
State

WAES0709USA02213
Mfr Report Id

Information has been received from a registered nurse concerning a 16 year old female who on 13-NOV-2006 was vaccinated with the first dose of GARDASIL
(Lot# 653978/0955F). On 15-JAN-2007 the patient was vaccinated with the second dose of GARDASIL (Lot# 655619/1427F). On 09-JUL-2007 she was
vaccinated with the third dose of GARDASIL (Lot# 657622/0388U). The patient experienced vomiting and dizziness for one day following all three doses of
GARDASIL. The patient recovered from the events. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

298406-1

24-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Vaccine positive rechallenge, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0955F 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5767
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Aug-2007
Vaccine Date

15-Aug-2007
Onset Date

0
Days

24-Apr-2008
Status Date

NC
State

WAES0709USA02226
Mfr Report Id

Information has been received from a medical assistant concerning a 24 year old female with a history of tonsillectomy and adenoidectomy who on 15-AUG-
2007 was vaccinated with the first dose of GARDASIL 0.5 ml intramuscularly in the left deltoid (Lot# 658282/0929U). Concomitant therapy included YASMIN.
On 15-AUG-2007, after receiving the vaccination, the patient's arm became swollen and sore and she developed a hard "knot-like" lump at the site of the
injection. Her whole arm was sore. The patient sought medical attention by telephone with her physician. The events persisted as of 14-SEP-2007. Additional
information has been requested.

Symptom Text:

YASMINOther Meds:
Lab Data:
History:
Prex Illness:

None
Tonsillectomy; Adenoidectomy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

298407-1

24-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site induration, Injection site mass, Oedema peripheral, Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0929U 0 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Sep-2007
Vaccine Date

13-Sep-2007
Onset Date

0
Days

24-Apr-2008
Status Date

--
State

WAES0709USA02228
Mfr Report Id

Information has been received from a physician concerning a 23 year old female who on 13-SEP-2007 was vaccinated with GARDASIL 0.5 ml. On 13-SEP-
2007, upon leaving the office after the injection, the patient had liquid on her arm. The medication was leaking from her arm. The patient sought unspecified
medical attention. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

298408-1

24-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site extravasation

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5769
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
24-Apr-2008
Status Date

OH
State

WAES0709USA02230
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated intramuscularly in the outer aspect of the right arm with a 0.5 ml
second dose of GARDASIL. Subsequently 12 hours post vaccination the patient developed a painful bump on the upper, inner aspect of her right arm.
Approximately, 48 hours post vaccination the developed a similar bump on the upper, inner aspect of her left arm. The patient was seen for an office visit. The
symptoms have since resolved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298409-1

24-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Induration, Mass, Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 5770
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Sep-2007
Vaccine Date

14-Sep-2007
Onset Date

1
Days

24-Apr-2008
Status Date

IN
State

WAES0709USA02235
Mfr Report Id

Information has been received from a registered nurse concerning a 19 year old female with no drug reactions/allergies and a history of anorexia and anxiety
who 13-SEP-2007 was vaccinated with the second dose of GARDASIL 0.5 ml intramuscularly (Lot# 658560/1062U).Concomitant therapy included ZOLOFT
and SEASONALE. On 14-SEP-2007 at approximately 1 am the patient experienced tightening of her throat and itchy lips. The patient was seen at a 24 hour
clinic. No labs were performed. She was administered Benadryl and the symptoms resolved at approximately 9 am that day. Additional information has been
requested.

Symptom Text:

SEASONALE; ZOLOFTOther Meds:
Lab Data:
History:
Prex Illness:

None
Anorexia; Anxiety

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

298410-1

24-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus, Throat tightness

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1062U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5771
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
24-Apr-2008
Status Date

--
State

WAES0709USA02242
Mfr Report Id

Information has been from a nurse practitioner concerning a female who was vaccinated with GARDASIL. Subsequently, she fainted in the office after receiving
GARDASIL. The patient recovered. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298411-1

24-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5772
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Jul-2007

Vaccine Date
02-Aug-2007
Onset Date

3
Days

24-Apr-2008
Status Date

--
State

WAES0709USA02245
Mfr Report Id

Information has been received from a physician concerning a 17 year old female who on 30-JUL-2007 was vaccinated with her first dose of 0.5 ml GARDASIL
IM in the right deltoid. On 02-AUG-2007 the patient experienced area of redness and tenderness near her right clavicle. Subsequently, the patient recovered on
09-SEP-2007. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

298412-1

24-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Tenderness

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5773
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Sep-2007
Vaccine Date

10-Sep-2007
Onset Date

0
Days

24-Apr-2008
Status Date

--
State

WAES0709USA02258
Mfr Report Id

Information has been received from a registered nurse concerning a 16 year old female who on approximately 10-SEP-2007 was vaccinated with the first dose
of GARDASIL IM. The patient passed out in the elevator when she left the office. The patient's fainting lasted for 15-30 seconds. She was brought back to the
office and went home after recovery that same day. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

298413-1

24-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5774
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Jun-2007
Vaccine Date

16-Jun-2007
Onset Date

1
Days

24-Apr-2008
Status Date

--
State

WAES0709USA02260
Mfr Report Id

Information has been received from a physician concerning a 15 year old female who on 15-JUN-2007 was vaccinated with the first dose of GARDASIL IM in
the right upper arm. At that time, she also received MENACTRA in the left upper arm. Subsequently the patient developed red, itchy blisters around injection
site of the right upper arm one day after GARDASIL administration. The rash spread to the patient's abdomen and lower back. The patient called the office but
no therapy was required. The patient fully recovered. The physician discontinued the remaining GARDASIL. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

298414-1

24-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site pruritus, Injection site vesicles, Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL 0

Left arm
Right arm

Unknown
Intramuscular



10 JUN 2008 06:27Report run on: Page 5775
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
24-Apr-2008
Status Date

--
State

WAES0709USA02268
Mfr Report Id

Information has been received from a certified medical assistant (CMA) /healthcare student concerning a female with no pertinent medical history and no prior
drug reactions who was vaccinated with GARDASIL. There was no concomitant medication. The CMA reported that the patient was recently vaccinated with
GARDASIL via subcutaneous (SQ) route. The patient also developed mild redness and warmth at injection site. The patient sought medical attention in the
form of an office visit. No other symptoms were noted. Subsequently, the patient recovered from mild redness and warmth at injection site. Additional
information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298415-1

24-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Incorrect route of drug administration, Injection site erythema, Injection site warmth

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Subcutaneously



10 JUN 2008 06:27Report run on: Page 5776
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
24-Aug-2007
Vaccine Date

24-Aug-2007
Onset Date

0
Days

24-Apr-2008
Status Date

--
State

WAES0709USA02284
Mfr Report Id

Information has been received from a nurse practitioner concerning a patient who on approximately 24-AUG-2007 was vaccinated with a dose GARDASIL and
fainted immediately thereafter. Subsequently, the patient recovered in the office and was monitored by the nursing staff. No other symptoms or treatment
reported. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298416-1

04-Jun-2008
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5777
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
14-Aug-2007
Onset Date Days

24-Apr-2008
Status Date

--
State

WAES0709USA02295
Mfr Report Id

Information has been received from a nurse practitioner concerning a 19 year old female who was between her second and third vaccination with GARDASIL,
0.5ml injection. Concomitant therapy included hormonal contraceptives (unspecified). On approximately 14-AUG-2007 the patient's pap smear was positive for
high risk. The patient's pap smear was positive for high risk persisted. Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

cervical smear 08/14?/07 - positive
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

298417-1

24-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Smear cervix abnormal

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5778
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
01-May-2008
Status Date

CA
State

WAES0709USA02299
Mfr Report Id

Information has been received from a physician a female patient who was vaccinated IM with a first dose of GARDASIL. Subsequently the patient fainted. The
patient recovered. Patient received her second injection on an unknown day and had no complications. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298418-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5779
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Aug-2007
Vaccine Date

17-Aug-2007
Onset Date

0
Days

01-May-2008
Status Date

--
State

WAES0709USA02425
Mfr Report Id

Information has been received from a health professional concerning a female who on approximately 17-AUG-2007, was vaccinated with a first dose of
GARDASIL. On approximately 17-AUG- 2007 the patient experienced pain in her arm. There were no obvious bruise of exterior sighting of a problem; however
she was unable to lay on her arm. At the time of the reporting the pain in her perisited. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298419-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5780
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Aug-2007
Vaccine Date

18-Aug-2007
Onset Date

4
Days

01-May-2008
Status Date

--
State

WAES0709USA02463
Mfr Report Id

Information has been received from a consumer concerning her 12 year old daughter who on 14-AUG-2007 was vaccinated with a first dose of GARDASIL. On
18-AUG-2007 4 days later, the patient experienced "welts on face, arms, legs". The physician discontinued the plan for future injections. Unspecified medical
attention was sought. At the time of the report the patient's outcome was unknown. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

298420-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5781
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
03-Sep-2007
Onset Date Days

01-May-2008
Status Date

LA
State

WAES0709USA02465
Mfr Report Id

Information has been received from a consumer concerning her 18 year old sister with diabetes controlled by a diet and seasonal allergies who was vaccinated
"about 2 1/2 months ago" with a 0.5 ml second dose of GARDASIL. There was no concomitant medication. Approximately on 03-SEP-2007 the patient was
experiencing as extra heavy menstrual flow. The office did a Papanicolaou test. She was notified to come into the office because the pap smear indicated a
positive human papillomavirus test. At the time of the report the patient had not recovered. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Diabetes; Seasonal allergyPrex Illness:

Pap test 09/03?/07 - positive HPV

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

298421-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Menorrhagia

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5782
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
01-May-2008
Status Date

--
State

WAES0709USA02466
Mfr Report Id

Initial and follow-up information has been received from a registered nurse concerning a female who was vaccinated with a first dose of GARDASIL by a
different provider. Subsequently the developed hives over her entire body 2 hours after injection. Unspecified medical attention was sought. At the time of the
report the patient's outcome was unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298422-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5783
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
01-May-2008
Status Date

--
State

WAES0709USA02475
Mfr Report Id

Information has been received from a physician concerning his daughter who was vaccinated with first and second dose of GARDASIL. Subsequently she was
diagnosed with reactive arthritis. It was unknown if patient sought medical attention. The patient had not recovered. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298423-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthritis reactive

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5784
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
01-May-2008
Status Date

--
State

WAES0709USA02482
Mfr Report Id

Information has been received from a consumer concerning her 16 year old daughter with fruit allergy, penicillin and amoxicillin allergy and sulfonamide
(BACTRIM) who in March 2007, was vaccinated with the first dose of GARDASIL (Lot # not provided). Concomitant therapy included hepatitis A virus vaccine
inactivated (unspecified, manufacturer not provided) (received on same day, but not on the same arm as GARDASIL). It was reported that the patient
developed a sore at injection site hours after taking the first dose of the vaccine. It was also reported that the patient developed a sore at injection site that
lasted for one week after receiving the second dose of the vaccine in May 2007. The patient also developed bubbles in the injection site that looked like it
contains a liquid inside the bubbles and it lasted for 2 months. Subsequently, the patient recovered from liquid filled bubbles in injection site and sore at
injection site. The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:

Fruit allergy; Penicillin allergy; sulfonamide allergyPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

298424-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Injection site vesicles, Vaccine positive rechallenge

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
MERCK & CO. INC.

NULL
NULL

1 Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 5785
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Aug-2007
Vaccine Date

24-Aug-2007
Onset Date

0
Days

22-Apr-2008
Status Date

NM
State

WAES0709USA02496
Mfr Report Id

Information has been received from a physician concerning a 14 year old female who on 24-AUG-2007 was vaccinated with the first dose of Gardasil (lot # not
reported).  There was no concomitant medication.  On 24-AUG-2007 the patient experienced syncope three to five minutes after vaccination.  She fell and
scraped her elbow but did not suffer any serious injuries.  Subsequently, the patient recovered from syncope.  It was reported that the patient sought
unspecified medical attention.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

298425-1

22-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Fall, Laceration, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5786
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
22-Apr-2008
Status Date

--
State

WAES0709USA02508
Mfr Report Id

Information has been received from a physician's assistant concerning her daughter (age unknown), who, on an unspecified date was vaccinated with a third
dose of Gardasil.  Subsequently, "within 24 hours post vaccination" the patient experienced "significant muscle aches and a low grade fever."  The patient did
not seek medical attention.  The patient recovered on an unspecified date.  No product quality complaint was involved.  Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298426-1

22-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Myalgia, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5787
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Sep-2007
Vaccine Date

Unknown
Onset Date Days

22-Apr-2008
Status Date

CA
State

WAES0709USA02518
Mfr Report Id

Information has been received from a physician concerning a female who on 14-SEP-2007 was vaccinated intramuscularly in the left arm with Gardasil (lot #
not reported).  Subsequently the patient developed an itchy, swollen left arm post vaccination.  Patient outcome was not reported.  Patient sought unspecified
medical attention.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

298427-1

22-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Oedema peripheral, Pruritus

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 5788
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Jul-2007

Vaccine Date
10-Jul-2007
Onset Date

1
Days

22-Apr-2008
Status Date

NJ
State

WAES0709USA02625
Mfr Report Id

Information has been received from a health professional concerning a 16 year old female (weight 130#, height 63") who on 09-JUL-2007 at 5:15 pm was
vaccinated with the first dose of Gardasil (lot #657737/0522U) in the right deltoid.  Concomitant medication was not reported.  On 10-JUL-2007, the patient
experienced nausea, diarrhea and loss of appetite which lasted approximately one and one half to two weeks.  Subsequently, the patient recovered from
nausea, diarrhea and loss of appetite.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

298428-1

22-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anorexia, Diarrhoea, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0522U 0 Right arm Unknown



10 JUN 2008 06:27Report run on: Page 5789
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
22-Apr-2008
Status Date

FL
State

WAES0709USA02628
Mfr Report Id

Information has been received from an administrative assistant concerning more than three female patients, ages 13 and up, who, on an unspecified dates,
were vaccinated with a dose of Gardasil.  Subsequently, the patients exhibited signs of becoming lightheaded.  The administrative assistant reported that it
would be impossible to determine the number of patients exhibiting these signs and she could not provide a lot number for the vaccine.  The office had decided
to start a journal logging the patients affected and lot numbers of the vaccine.  At the time of this report, the outcomes were unknown.  Additional information is
not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298429-1

22-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5790
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
22-Apr-2008
Status Date

WA
State

WAES0709USA02637
Mfr Report Id

Information has been received from a health professional concerning a patient who was vaccinated with a second dose of Gardasil.  Subsequently the patient
experienced pain in the arm radiating into the fingers.  It was an intense pain that could last through the day.  This occurred in three to five girls in the practice.
It was unknown whether medical attention was sought.  The patient's outcome was unknown.  No product quality complaint was involved.  Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298430-1

22-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5791
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Sep-2007
Vaccine Date

14-Sep-2007
Onset Date

0
Days

22-Apr-2008
Status Date

CA
State

WAES0709USA02642
Mfr Report Id

Information has been received from a physician concerning a 21 year old female patient who on 14-SEP-2007 was vaccinated intramuscularly in the left arm
with Gardasil (0.5 ml) (lot # 657872/0515U).  The patient subsequently developed an itchy, swollen left arm post vaccination.  The patient sought medical
attention in the physician's office.  At the time of this report, the outcome of the events was unknown.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

298431-1

22-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Oedema peripheral, Pruritus

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0515U Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 5792
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
01-May-2008
Status Date

--
State

WAES0709USA02649
Mfr Report Id

Information has been received from a nurse concerning a female who in May 2007 was vaccinated with GARDASIL. It was reported that the patient has been
experiencing weakness since she was given the vaccine. The patient contacted her physician. At the time of this report, the patient's weakness persisted.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298432-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5793
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
22-Apr-2008
Status Date

OH
State

WAES0709USA02653
Mfr Report Id

Information has been received from a nurse practitioner concerning a 15 year old female who in September 2007, was vaccinated with Gardasil.  In September
2007, "within 15 minutes" after receiving vaccination the patient experienced syncope.  Unspecified medical attention was sought.  Subsequently, the patient
recovered from the syncope and was reported as being fine.  No further information is expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

298433-1

22-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5794
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Mar-2007
Vaccine Date

Unknown
Onset Date Days

22-Apr-2008
Status Date

--
State

WAES0709USA02675
Mfr Report Id

Information has been received from a registered nurse concerning a 24 year old female with epilepsy and asthma, who on 28-MAR-2007 was vaccinated with a
second dose of Gardasil (Lot# 655849/0263U).  Subsequently, the patient passed out after she was given the second dose.  The patient recovered on an
unspecified date.  No product quality complaint was involved.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Epilepsy; AsthmaPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

298434-1

22-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0263U 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5795
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
22-Apr-2008
Status Date

UT
State

WAES0709USA02677
Mfr Report Id

Information has been received from a registered nurse concerning a 11 year old female who in approximately 2007 was vaccinated with a first dose of Gardasil.
 It was reported that after the patient received her first dose of Gardasil she experienced nausea and vomiting the same day which continued the next day.
Unspecified medical attention was sought.  Subsequently, the patient recovered.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

298435-1

22-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Nausea, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5796
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
22-Apr-2008
Status Date

--
State

WAES0709USA02678
Mfr Report Id

Information has been received from a physician's assistant concerning a female (age unknown), who, on an unspecified date, was vaccinated intramuscularly
with a 0.5mL first dose of Gardasil.  Subsequently, the patient experienced a headache and nausea that lasted for one week.  The patient called the doctor's
office.  The patient recovered on an unspecified date.  No product quality complaint was involved.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298436-1

22-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5797
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Aug-2007
Vaccine Date

29-Aug-2007
Onset Date

2
Days

22-Apr-2008
Status Date

CT
State

WAES0709USA02689
Mfr Report Id

Information has been received from a nurse practitioner concerning a 23 year old female with no allergies or medical history, and no illness at the time of
vaccination, who on 27-AUG-2007 at 10:00, was vaccinated in the left deltoid with a 0.5mL first dose of Gardasil (Lot# 658222/0927U).  On 29-AUG-2007 the
patient experienced visible condyloma.  It was noted that the patient had not had intercourse in five months.  The patient was seen at the office.  No laboratory
diagnostics were performed.  At the time of the report the patient had not recovered.  No product quality complaint was involved.  Additional information has
been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

298437-1

22-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anogenital warts

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0927U 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 5798
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Feb-2007
Vaccine Date

Unknown
Onset Date Days

22-Apr-2008
Status Date

--
State

WAES0709USA02691
Mfr Report Id

Information has been received from a nurse practitioner concerning a 20 year old female with an allergy to sulfonamides, who on 09-NOV-2006 was vaccinated
intramuscularly with a 0.5mL first dose of Gardasil.  On 08-FEB-2007 the patient was vaccinated with a second dose of Gardasil (Lot# 654885/1424F).
Subsequently, the patient developed an injection site reaction.  On 18-SEP-2007 the patient was vaccinated with a third dose of Gardasil.  On 18-SEP-2007 the
nurse practitioner noted an 8mm reddish-brown mark with a central broken capillary at the injection site of the left upper arm, noted by the nurse practitioner to
be "lower on the left upper arm, nearer the elbow" that had persisted since the second dose.  It was noted that the reaction was tender to touch.  The patient
was examined in the office.  At the time of the report, the patient had not recovered.  No product quality complaint was involved.  Additional information has
been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Sulfonamide allergyPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

298438-1

22-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site discolouration, Injection site pain, Injection site reaction

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1424F 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5799
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
22-Apr-2008
Status Date

FL
State

WAES0709USA02699
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with Gardasil.  Subsequently the patient experienced severe
headaches.  The patient sought unspecified medical attention.  At the time of the report, it was unknown if the patient recovered.  Additional information has
been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298439-1

22-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Headache

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5800
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Jun-2007
Vaccine Date

29-Aug-2007
Onset Date

71
Days

22-Apr-2008
Status Date

FL
State

WAES0709USA02700
Mfr Report Id

Initial and follow-up information has been received from a certified medical assistant (CMA) concerning a 15 year old female with no medical history who on 16-
FEB-2007 was vaccinated IM in a deltoid (unspecified) with the first 0.5 mL dose of Gardasil (lot #655619/1427F).  On 19-JUN-2007, the patient was
vaccinated IM in the right deltoid with a second 0.5 mL dose of Gardasil (lot #657736/0389U).  There was no concomitant medication.  On 29-AUG-2007, a
Papanicolaou test (PAP smear) was performed on the patient during a routine gynecological examination.  Subsequently, the PAP smear was positive for
human papilloma virus (HPV).  The medical assistant reported the event as a vaccination failure.  The patient's outcome was unknown, although, the medical
assistant reported that the physician was monitoring the patient.  Additional information is not expected.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

gynecological, 08/29/07, routine; Pap test, 08/29/07, positive for HPV
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

298440-1

22-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Human papilloma virus test positive, Vaccination failure

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0389U 1 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 5801
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Dec-2006
Vaccine Date

27-Dec-2006
Onset Date

0
Days

04-Dec-2007
Status Date

AL
State

WAES0701USA00044
Mfr Report Id

Information has been received from a certified medical assistant and a physician via the Merck Pregnancy registry concerning a 16 year old white female with
adjustment disorder with depressed mood and a history of atypical squamous cell of undetermined significance, HPV infection, cervical intraepithelial neoplasia
I and herpes simplex type 1 who on 23-OCT-2006, was vaccinated with a first dose of Gardasil (lot 653736/0868F). On 27-DEC-2006, the patient was
vaccinated intramuscularly with a 0.5 mL second dose of Gardasil (lot 653736/0868F). Concomitant therapy included ORTHO TRI-CYCLEN LO. On 27-DEC-
2006, after administration of Gardasil, the patient stated "I may be pregnant". A urine HCG test was positive. The patient was sent for quantitative HCG levels
and an abdominal ultrasound. On 27-DEC-2006, the patient started therapy with prenatal vitamins. The date of her last menstrual period was 22-NOV-2006.
The patient's estimated date of delivery was 29-AUG-2007. On 09-FEB-2007, an ultrasound was normal, intrauterine pregnancy at 10 +2. On 16-APR-2007, a
diagnostic laboratory test, maternal serum alpha-fetoprotein (MSAFP) was performed for screening purposes. The results were reported as negative. On 20-
APR-2007 an ultrasound was performed for dating purposes and the confirmed estimated delivery date was 03-SEP-2007. On 01-JUN-2007 to 08-JUN-2007,
the patient was prescribed clindamycin, 150mg 4 times per day for the treatment of paronychia. On 05-JUN-2007 to 10-JUN-2007, the patient was put on
acyclovir, 200 mg 5 times per day for the treatment of a fever blister. On 09-JUL-2007 to 16-JUL-2007, the patient was placed on metronidazole, 500 mg two
time per day for the treatment of bacterial vaginosis. Pregnancy outcome information stated that on 20-JUL-2007, the patient delivered a male liveborn infant
weighing 4 pounds 5 ounces. She was 34 weeks and 2 days from her last menstrual period (LMP). The infant was reported as normal. There were no
congenital anomalies. However, there were other complications such as resp

Symptom Text:

Ortho Tri-Cyclen LoOther Meds:
Lab Data:

History:
Pregnancy NOS (LMP = 11/22/2006); Adjustment disorder with depressed moodPrex Illness:

ultrasound 02/09/07 - normal, dating, intrauterine pregnancy 10+2 E&A; ultrasound 04/20/07 - normal; diagnostic laboratory 04/16/07 - MSAFB - negative,
screening; urine beta-human 12/27/06 - positive
Atypical squamous cells of undetermined significance; Papilloma viral infection; Cervical intraepithelial neoplasia; Herpes simplex type I

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

298442-1

05-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Caesarean section, Drug exposure during pregnancy, Foetal disorder, HELLP syndrome, Oral herpes, Paronychia, Vaginitis bacterial

 ER VISIT, NOT SERIOUS

Other Vaccine
03-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0868F 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5802
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Oct-2007
Vaccine Date

31-Oct-2007
Onset Date

1
Days

04-Dec-2007
Status Date

FR
State

WAES0711AUS00143
Mfr Report Id

Information has been received from a physician via CSL as part of a business agreement concerning a 21 year old female with multiple sclerosis who on 30-
OCT-2007 was vaccinated with the first dose of Gardasil. Concomitant therapy included ESTELLE 35. On 31-OCT-2007 the patient experienced rapid
consecutive relapse of multiple sclerosis characterised by transverse myelitis and optic neuritis. At the time of reporting on 29-NOV-2007, the patient had partly
recovered. Additional information is not expected.

Symptom Text:

cyproterone acetate/ethinyl estradiolOther Meds:
Lab Data:
History:

Multiple sclerosisPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

298443-1

04-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Multiple sclerosis relapse, Myelitis transverse, Optic neuritis

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
03-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5803
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Sep-2007
Vaccine Date

02-Oct-2007
Onset Date

12
Days

04-Dec-2007
Status Date

NC
State

WAES0711USA03166
Mfr Report Id

Initial and follow-up information has been received from the Merck Pregnancy Registry via a licensed practical nurse concerning a 14 year old female with no
pertinent medical history who on 20-SEP-2007 was vaccinated intramuscularly with a first dose of Gardasil (lot #657617/0384U). There was no concomitant
medication. On 25-SEP-2007, the patient was found to be pregnant with a positive Pregnancy test at the office. Follow-up information received from the
licensed practical nurse reported that the patient had an abortion at approximately 5 weeks gestation. The licensed practical nurse reported that the abortion
was for reasons other than therapy with Gardasil, including that the patient was only 14 years old. Upon internal review, abortion was considered to be an other
important medical event. Additional information is not expected.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = Unknown)Prex Illness:

beta-human chorionic 09/25/07 - Positive

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

298444-1

04-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion, Drug exposure during pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
03-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0384U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5804
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-May-2007
Vaccine Date

12-Jun-2007
Onset Date

33
Days

04-Dec-2007
Status Date

FR
State

WAES0711USA04382
Mfr Report Id

Information has been received from a health care professional concerning a 19 year old female with a history of left wrist surgery, micro-discectomy (L4 and L5)
and an appendectomy who on 10-MAY-2007 was vaccinated intramuscularly into the left deltoid with a second dose of Gardasil. On 12-JUN-2007 the patient
presented with a left brachial plexus neuritis. Despite the reported side effect that occurred one month after the second dose, the physician decided to
vaccinated the patient with the third dose of Gardasil on 15-SEP-2007. On 17-SEP-2007 the patient began treatment with buprenorphine (TRANSTEC)
(ongoing at the time of the report) and "Hardol (per os)" continued until 05-OCT-2007. On 05-OCT-2007, the patient began treatment with amitriptyline
hydrochloride (REDOMEX) (ongoing at the time of the report). At the time of the report the patient had not recovered. It was reported that there were no
adverse events after the first dose of Gardasil. The patient didn't present with any allergies before and doesn't have a history of adverse events with vaccines.
The physician considered brachial plexus lesion to be a serious event due to an other important medical event. No further information is available. Other
business partner numbers included E2007-08464 and GAR 2007/56.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Wrist surgery; Discectomy; Appendicectomy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

298445-1

04-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Brachial plexopathy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
03-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5805
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Jun-2007
Vaccine Date

19-Aug-2007
Onset Date

60
Days

04-Dec-2007
Status Date

FR
State

WAES0711USA04385
Mfr Report Id

Information has been received from a physician concerning a 15 year old female with a history of a allergic reaction (perceptual disturbance) after a wasp sting
who on 20-JUN-2007 was vaccinated with a first dose of Gardasil. The dose was well tolerated. On 17-AUg-2007 was vaccinated intramuscularly into the upper
arm with a second dose of Gardasil. On approximately 19-AUG-2007 about two days post vaccination, the patient experienced a "perceptual disturbance" and
was hospitalized. The reporter assumed a severe allergic reaction. On approximately, 16-SEP-2007, after 4 weeks the patient recovered. No further information
is available. Other business partner numbers included E2007-08391.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Allergic reaction to wasp sting; Perceptual distortion

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

298446-1 (S)

04-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Illusion

 HOSPITALIZED, SERIOUS

Other Vaccine
03-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5806
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-May-2007
Vaccine Date

15-Jul-2007
Onset Date

59
Days

04-Dec-2007
Status Date

TX
State

WAES0711USA04695
Mfr Report Id

Information has been received from a mother concerning her 21 year old daughter with no known drug allergies who on 17-MAY-2007 was vaccinated with her
first dose of Gardasil, injection. Concomitant therapy included hormonal contraceptives (unspecified). In the "middle of July" estimated to be approximately 15-
JUL-2007, "about two months" after the first dose of Gardasil, the patient experienced paralysis of the stomach, slow down of the gallbladder, chest pain and
pain in the diaphragm. The chest pain extended to her diaphragm area. At first, the physician thought the patient had acid reflux. Further testing showed that
she had paralysis of the stomach and a slow down of the gallbladder. The patient started to "get better" about 4 weeks before the third dose, estimated to be
21-OCT-2007. On 21-NOV-2007 the patient received her third dose of Gardasil. The patient's symptoms came back. The patient underwent the following tests:
diabetes (results not provided), scleroderma (results not provided), gallbladder (no stones) and liver scan (results not provided). The patient's paralysis of the
stomach, slow down of the gallbladder, chest pain and pain in the diaphragm persisted. Unspecified medical attention was sought. OME statement: Upon
internal review, paralysis of the stomach was determined to be an other important medical event. Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:

History:
Prex Illness:

diagnostic laboratory - paralysis of stomach and slow down of gallbladder; hepatic radionuclear - "liver scan" results not reported; diagnostic laboratory -
"gallbladder" (no stones); diagnostic laboratory - "scleroderma" (results not provi
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

298447-1

04-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chest pain, Diaphragmalgia, Gallbladder disorder, Gastric disorder, Ileus paralytic

 ER VISIT, NOT SERIOUS

Other Vaccine
03-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5807
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Nov-2007
Vaccine Date

05-Nov-2007
Onset Date

0
Days

04-Dec-2007
Status Date

TX
State

WAES0711USA04707
Mfr Report Id

Information has been received from a nurse in a physician's office concerning her teenage daughter who on approximately 05-NOV-2007 "three weeks ago",
was vaccinated with her first dose of Gardasil 0.5mL intramuscularly. Concomitant therapy included MENACTRA and influenza virus vaccine (unspecified). In
approximately November 2007, the patient experienced paralysis to one side of her upper lip and twitching to one side of her upper lip. The patient recovered.
The product quality complaint unit was not involved. Upon internal review, paralysis of one side of the upper lip was determined to be an other important
medical event. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298448-1

04-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Facial palsy, Muscle twitching

 ER VISIT, NOT SERIOUS

Other Vaccine
03-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5808
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
04-Dec-2007
Status Date

NY
State

WAES0711USA04825
Mfr Report Id

Information has been received as part of a pregnancy registry from a physician concerning a female who was vaccinated with Gardasil. As of 26-NOV-2007, the
patient "recently" miscarried. Upon interval review, spontaneous abortion was determined to be an other important medical event. Additional information has
been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP=Unknown)Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298449-1

04-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
03-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5809
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Sep-2007
Vaccine Date

15-Sep-2007
Onset Date

0
Days

04-Dec-2007
Status Date

KY
State

WAES0711USA04948
Mfr Report Id

Information has been received from a registered nurse, concerning a 16 year old female patient, who on 15-SEP-2007 was vaccinated IM with the first dose of
Gardasil (lot # not reported). After the vaccination, the patient passed out and stopped breathing. The patient remained at the physician's office and recovered
(time duration not reported). On approximately 15-NOV-2007 ("two months later"), the patient was vaccinated IM with the second dose of Gardasil (lot # not
reported). Following the second vaccination, she vomited. She again remained at the physician's office for observation, and recovered (duration of time not
specified). Upon internal review the event of stopped breathing was considered serious, as an other important medical event. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

298450-1

04-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness, Respiratory arrest, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
03-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5810
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Oct-2007
Vaccine Date

20-Oct-2007
Onset Date

0
Days

04-Dec-2007
Status Date

--
State

WAES0711USA04956
Mfr Report Id

Information has been received through the pregnancy registry through a 22 year old female who on 20-OCT-2007 was vaccinated with her first dose of
Gardasil. Concomitant therapy included sertraline HCl (ZOLOFT) and zolpidem tartrate (AMBIEN). On approximately 27-OCT-2007 the patient found out she
was pregnant (not further specified). On approximately 24-NOV-2007 the patient experienced a miscarriage. The patient sought unspecified medical attention
with a physician. Upon internal review, miscarriage was determined to be an other important medical event. No additional information is expected.

Symptom Text:

Zoloft, AmbienOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP=Unknown)Prex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

298451-1

12-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
03-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5811
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Nov-2007
Vaccine Date

21-Nov-2007
Onset Date

0
Days

11-Dec-2007
Status Date

PA
State Mfr Report Id

Numbness L /arm/elbow traveled to (L) side of leg/thigh ->knee 12/17/07-office note received for DOS 11/21/07-numbness down to left elbow/arm nubness
down left side of leg from thigh to knee. DTRs intact. Gait normal. Strength equal. Face movements normal.

Symptom Text:

Other Meds:
Lab Data:
History:

NoPrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

298485-1

19-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia

 ER VISIT, NOT SERIOUS

Other Vaccine
03-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1522V 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5812
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
22-Apr-2008
Status Date

NJ
State

WAES0709USA02703
Mfr Report Id

Information has been received from a Registered Nurse (R.N.) concerning a female patient who was vaccinated IM with a second dose of Gardasil.  The nurse
mentioned that after the second injection the patient experienced "injection site itchiness and redness that lasted 15 days".  Unspecified medical attention was
sought by the patient.  No further information was provided.  The outcome was unknown.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298555-1

22-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site pruritus

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5813
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
22-Apr-2008
Status Date

--
State

WAES0709USA02715
Mfr Report Id

Information has been received from a registered nurse concerning a female who on an unspecified date was vaccinated with a dose of Gardasil.  Subsequently
the patient's arm still feels heavy and has a tingly feeling one month after getting the Gardasil.  Unspecified medical attention was sought.  At the time of the
report the patient had not recovered.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298556-1

22-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Paraesthesia, Sensation of heaviness

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5814
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
22-Apr-2008
Status Date

--
State

WAES0709USA02721
Mfr Report Id

Information has been received from a health professional concerning a female who, "a couple of weeks ago," was vaccinated with a dose of Gardasil.  It was
reported that after vaccination the patient fainted in the parking lot of the physician's office.  The patient's outcome was unknown.  Additional information has
been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298557-1

22-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5815
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
01-May-2008
Status Date

MO
State

WAES0709USA02731
Mfr Report Id

Information has been received from a physician concerning a female in her early 20s who in August 2007, was vaccinated in her arm with the first dose of
GARDASIL (route and lot # not reported). In August 2007, the patient experienced swelling of her lower extremities. It was reported that the patient sought
unspecified medical attention. Patient outcome was not reported. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

298558-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Oedema peripheral

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5816
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jul-2007

Vaccine Date
18-Jul-2007
Onset Date

0
Days

01-May-2008
Status Date

NJ
State

WAES0709USA02737
Mfr Report Id

Information has been received from a physician concerning an 18 year old female patient who on 18-JUL-2007 was vaccinated with a first dose of GARDASIL.
The physician reported that the patient experienced a fever of less than 101 F within a few days after the injection was given. She was treated with TYLENOL
and her fever resolved. No additional information was available at this time. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

298559-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5817
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Sep-2007
Vaccine Date

14-Sep-2007
Onset Date

1
Days

01-May-2008
Status Date

NJ
State

WAES0709USA02738
Mfr Report Id

Information has been received from a registered nurse concerning her 11 year old daughter with no pertinent medical history who on 13-SEP-2007 was
vaccinated intramuscularly with 0.5 ml first dose of GARDASIL. There was no concomitant medication. On 14-SEP-2007 within 24 hours the patient developed
an injection site reaction. The site was swollen, painful, warm to the touch, and red. The area was about 4" x 2" in size. There were no laboratory or diagnostic
tests performed. A call was made to the office. At the time of the report the patient had recovered fully. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

298560-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site pain, Injection site reaction, Injection site swelling, Injection site warmth

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5818
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Aug-2007
Vaccine Date

09-Aug-2007
Onset Date

0
Days

01-May-2008
Status Date

IL
State

WAES0709USA02754
Mfr Report Id

Information has been received from a consumer concerning her 10 year old daughter who on 09-AUG-2007 was vaccinated with a dose of GARDASIL. On 09-
AUG-2007 the patient developed a rash on the lower half of her body that ended up spreading to the upper half of her body. It was reported there was no
injection site reaction. Unspecified medical attention was sought. At the time of the report, the patient had not recovered. The patient's mother reported that the
pediatrician does not believe the reaction was caused by GARDASIL. No further information was provided.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
10.0

298561-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5819
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
01-May-2008
Status Date

IL
State

WAES0709USA03170
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated in the past 3 months with a dose of GARDASIL. Subsequently the
patient experienced fainted. Medical attention was sought. The patient's outcome was unknown. Follow up information indicated there were 6 patients who after
vaccination with a dose of GARDASIL fainted and none of them needed resuscitation. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298562-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5820
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
01-May-2008
Status Date

FL
State

WAES0709USA03185
Mfr Report Id

Information has been received from a physician concerning a 14 year old female who in June 2007, was vaccinated in the arm with GARDASIL (Lot # not
available). It was reported that the patient also was vaccinated with varicella virus vaccine live at the same time in the same arm. In June 2007, the patient
developed a red swollen area around the injection site. Subsequently, the patient recovered from the red swollen area around the injection site. It was reported
that the patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

298563-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 5821
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
01-May-2008
Status Date

--
State

WAES0709USA03199
Mfr Report Id

Information has been received from a Nurse Practitioner (N.P.) concerning a 11 year old female patient who was vaccinated with a first dose of GARDASIL.
The NP reported that the patient fainted after receiving the first dose of GARDASIL. No further information is available. The outcome was unknown. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

298564-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5822
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
01-May-2008
Status Date

PA
State

WAES0709USA03203
Mfr Report Id

Information has been received from a nurse practitioner concerning a 22 year old female who in September 2007, was vaccinated with a second dose of
GARDASIL. On approximately 18-SEP-2007 the patient presented to the nurse practitioner with pain at the injection site, (unknown which arm), and acne of the
face and opposite arm. The patient does not have a history of acne. At the time of the report the patient's outcome was unknown. Additional information has
been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

298565-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Acne, Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5823
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Aug-2007
Vaccine Date

03-Aug-2007
Onset Date

0
Days

01-May-2008
Status Date

OH
State

USA03233WAES
Mfr Report Id

Information has been received from a 25 year old female patient with an allergy to ALLEGRA and CLARITIN who on 03-AUG-2007 was vaccinated in the left
arm with a first dose of GARDASIL. Post vaccination immediately the patient experienced extreme pain at the injection site, and felt dizzy. Also some slight
swelling at the injections site on the first day. The patient stated she still has pain at the injections site and surrounding area. When she raises her left arm it felt
painful in the muscle and when she tried to grab things it hurt and it was worrying her. She stated that her left arm had never been the same since the injection.
She called the physician's office. No treatment prescribed by the physician. The patient scheduled to have her second vaccination on 01-Oct-2007, and was
unknown whether she will continue. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

HypersensitivityPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

298566-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Immediate post-injection reaction, Injected limb mobility decreased, Injection site pain, Injection site swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5824
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Aug-2007
Vaccine Date

30-Aug-2007
Onset Date

20
Days

01-May-2008
Status Date

DE
State

WAES0709USA03241
Mfr Report Id

Information has been received from a health professional concerning her 16 year old daughter who on 10-AUG-2007 was vaccinated intramuscularly with
GARDASIL (Lot # not reported). There was no concomitant medication. On 30-AUG-2007 the patient developed bilateral joint pain in most joints up to and
including her neck. The pain has caused a lack of sleep leading to fatigue. X-rays of her joint were normal. Blood work results are pending. She has been
taking Naprosin 500 mg twice daily for pain. The patient's bilateral joint pain in most joints up to and including her neck persisted. The patient sought
unspecified medical attention. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

joint x-ray - normal; diagnostic laboratory - blood work results pending
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

298567-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Fatigue, Neck pain, Sleep disorder

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5825
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Aug-2007
Vaccine Date

Unknown
Onset Date Days

01-May-2008
Status Date

OH
State

WAES0709USA03250
Mfr Report Id

Information has been received from a registered nurse concerning a 22 year old female with irritable bowel syndrome, migraine headaches, and no drug
allergies, who on 16-AUG-2007 was vaccinated intramuscularly in the left arm with 0.5mL first dose of GARDASIL (Lot# 0469U). Concomitant therapy included
ibuprofen and LEVSIN, reported as "Levicid." Subsequently the patient experienced no outward signs but experienced pain on her entire left arm. She was
treated with ibuprofen every 6 hours but the pain did not resolve. The patient called the office. No laboratory diagnostics were performed. The patient had an
appointment to be seen on 21-SEP-2007. At the time of the report, the patient had not recovered. No product quality complaint was involved. Additional
information has been requested.

Symptom Text:

LEVSIN; ibuprofenOther Meds:
Lab Data:
History:

Irritable bowel syndrome; MigrainePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

298568-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0469U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 5826
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
01-May-2008
Status Date

VA
State

WAES0709USA03292
Mfr Report Id

Information has been received from a physician concerning a female (age unknown), who, on an unspecified date, was vaccinated with a dose of GARDASIL.
Subsequently, the patient did not feel well 15 minutes after the vaccination. The patient sought medical attention during the time she was in the office. The
patient recovered on an unspecified date on the same day as the vaccination. No product quality complaint was involved. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298569-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Malaise

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5827
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Sep-2007
Vaccine Date

20-Sep-2007
Onset Date

0
Days

01-May-2008
Status Date

--
State

WAES0709USA03329
Mfr Report Id

Information has been received from a 16 year old female who on approximately 20-SEP-2007 was vaccinated IM with the third dose of GARDASIL (Lot#not
reported). On approximately 20-SEP-2007 the patient stated that it was a little painful in my legs, but that might have to do with the fact I swim everyday for 3
hours". At the time of this report it was not known if the patient had recovered. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

298570-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5828
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
01-May-2008
Status Date

WA
State

WAES0709USA03341
Mfr Report Id

Information has been received from a nurse concerning an approximately 14 year old female who on an unspecified date was vaccinated with the first dose of
GARDASIL (Lot # not reported). Concomitant therapy included MENACTRA and other unspecified injections. The nurse reported that a few minutes after
receiving the vaccination the patient had no color in her face. The nurse stated that it was a "near fainting episode". The nurse laid her down and gave her
apple juice. Subsequently the patient recovered. She stated that she works in a large clinic and they have now made it a policy to observe the patients for 20 to
30 post vaccination. Additional informtion has been requested.

Symptom Text:

"unspecified injections"Other Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

298571-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pallor, Presyncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL 0

Unknown
Unknown

Unknown
Intramuscular



10 JUN 2008 06:27Report run on: Page 5829
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Sep-2007
Vaccine Date

12-Sep-2007
Onset Date

0
Days

01-May-2008
Status Date

TX
State

WAES0709USA03371
Mfr Report Id

Information has been received from a nurse concerning a 17 year old female who on 12-SEP-2007 was vaccinated IM with the third dose of GARDASIL (Lot #
and dates of previous doses not reported). On 19-SEP-2007 the patient's mother called the office to report that post vaccination (exact onset not report) the her
daughter complained of dizziness and that on 13-SEP-2007 she experienced that her left arm hurt at the injection site (pain reported as a 3 on a 1-5 scale).
The nurse in the office instructed the mother to massage the patient's arm and give the patient Tylenol for the pain. Experienced dizziness and left arm hurt at
the injection site. At the time of this report it was not known if the patient had recovered from the event. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

298572-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 5830
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-May-2007
Vaccine Date

Unknown
Onset Date Days

01-May-2008
Status Date

AL
State

WAES0709USA03373
Mfr Report Id

Information has been received from a nurse concerning a 12 year old female who on 14-MAY-2007 was vaccinated with the first dose of GARDASIL
(Lot#653735/0688F). On an unspecified date post vaccination the patient developed plantar warts. The patient's plantar warts perisited. The patient sought
unspecified medical attention. At the time of the report she had not recovered from the event. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

298573-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Skin papilloma

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0688F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5831
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
01-May-2008
Status Date

FL
State

WAES0709USA03387
Mfr Report Id

Information has been received from a physician and medical assistant concerning a female who was vaccinated with a dose of GARDASIL. The physician
reported that the patient was vaccinated with GARDASIL and experienced severe injection site pain, and was unable to go to work. The medical assistant
reported that the patient will see a specialist for the event. The patient's outcome was unknown. The medical assistant reported that doesn't believe that the
severe injection site pain was related to GARDASIL. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298574-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Activities of daily living impaired, Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5832
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Sep-2007
Vaccine Date

20-Sep-2007
Onset Date

0
Days

25-Apr-2008
Status Date

GA
State

WAES0709USA03389
Mfr Report Id

Information has been received from a health professional concerning a 24 year old female who on 15-JUL-2007 was vaccinated IM with a first dose of Gardasil.
There was no concomitant medication. On 20-SEP-2007 the patient was vaccinated IM with a 0.5 ml second dose of Gardasil Lot # 658560/1062U). While the
patient was in the office she experienced dizziness and flushing shortly after receiving the second vaccination. The patient was told to lay down and within
twenty minutes she recovered and was able to leave the office on her own. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

298575-1

28-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Flushing

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1062U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5833
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Sep-2007
Vaccine Date

18-Sep-2007
Onset Date

0
Days

25-Apr-2008
Status Date

--
State

WAES0709USA03391
Mfr Report Id

Information has been received from a registered nurse concerning a 25 year old female who on 18-SEP-2007 was vaccinated IM into the right deltoid with a
first dose of Gardasil (Lot # 656371/0181U). Concomitant therapy included MENACTRA. On 18-SEP-2007 shortly after receiving the first vaccination of
Gardasil the patient felt lightheaded, and

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

298576-1

28-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
0181U 0

Unknown
Unknown

Unknown
Intramuscular



10 JUN 2008 06:27Report run on: Page 5834
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Sep-2007
Vaccine Date

Unknown
Onset Date Days

25-Apr-2008
Status Date

OR
State

WAES0709USA03404
Mfr Report Id

Information has been received from a physician concerning a female who on approximately 13-SEP-2007 was vaccinated with Gardasil (Lot # not reported).
Subsequently post vaccination the patient fainted. Subsequently, the patient recovered after about 20 minutes. Unspecified medical attention was sought.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298577-1

28-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5835
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jul-2007

Vaccine Date
18-Jul-2007
Onset Date

0
Days

25-Apr-2008
Status Date

CA
State

WAES0709USA03422
Mfr Report Id

Information has been received from a physician concerning a 14 year old female patient with no pertinent medical history who on 18-JUL-2007 was vaccinated
IM with a 0.5 ml first dose of Gardasil (Lot # 658222/0927U). Concomitant therapy included MENACTRA given in alternative site. The physician reported that
about twelve hours post vaccination of Gardasil, the patient developed a fever of 101F-102F, headache, myalgia and malaise. Unspecified medical attention
was sought. The patient symptoms, lasted for about three-four days. Subsequently, the patient recovered from the fever, malaise, myalgia and headache.
Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

298578-1

28-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Malaise, Myalgia, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0927U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5836
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Aug-2007
Vaccine Date

Unknown
Onset Date Days

25-Apr-2008
Status Date

--
State

WAES0709USA03427
Mfr Report Id

Information has been received from a physician concerning a 16 year old female who on 22-AUG-2007 was vaccinated intramuscularly with the third, 0.5 mL
dose of Gardasil. It was reported that after the patient received her third dose of Gardasil she experienced severe headaches. The lot numbers for all three
doses of Gardasil are not known. The date of administration for the first and second dose of Gardasil are not known. The patient sought unspecified medical
attention. The patient's parent had contacted the physician. At the time of the report, the patient had not recovered. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

298579-1

28-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Headache

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5837
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Jun-2007
Vaccine Date

16-Aug-2007
Onset Date

64
Days

01-May-2008
Status Date

FL
State

WAES0709USA03437
Mfr Report Id

Information has been received through the Merck pregnancy registry, from a physician, via a company representative, regarding an 18 year old female patient,
who on 05-FEB-2007 was vaccinated with the first dose, 0.5 ml, of GARDASIL (lot #653736/0014U), and on 13-JUN-2007 with the second dose of GARDASIL
(lot #655165/0137U). On 16-AUG-2007, the patient had her LMP, and was unknowingly pregnant when on 13-SEP-2007 she was vaccinated with the third
dose of GARDASIL (lot #657872/0515U). On approximately 15-SEP-2007 (possibly 16-SEP-2007), she visited the ER with abdominal cramps and pain, and
had a positive pregnancy test. On 20-SEP-2007 she visited the physician's office, and the abdominal cramps and pain had resolved; a second pregnancy test
was performed and was positive. The estimated date of delivery was 22-MAY-2008.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP - 8/16/2007)Prex Illness:

Beta-human chorionic 09/20/07 - positive; beta-human chorionic 09/20/07 - positive

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

298580-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Drug exposure during pregnancy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0137U 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5838
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
13-Sep-2007
Onset Date Days

01-May-2008
Status Date

TX
State

WAES0709USA03438
Mfr Report Id

Information has been received from a physician concerning a 12 year old female who on an unspecified dated was vaccinated with the second dose of
GARDASIL. The physician reported that the patient developed a milky discharged from the nipples after the second dose of GARDASIL, "about a week ago",
approximately 13-SEP-2007. The discharge lasted two days and resolved without any intervention. The patient had received the first injection of GARDASIL
without a problem (date unspecified). No other information was available. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

298581-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Breast discharge, No reaction on previous exposure to drug

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5839
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
01-May-2008
Status Date

CA
State

WAES0709USA03443
Mfr Report Id

Information has been received from a nurse concerning an 18 year old female patient who was vaccinated with a second dose of GARDASIL. The nurse
mentioned that the patient experienced menstrual changes after receiving her second injection, the nurse said "her period was off for several months". The
patient was reported to be fine after her first dose of GARDASIL. The patient sought unspecified medical attention. No further information available. The
outcome was unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

298582-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Menstrual disorder, No reaction on previous exposure to drug

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5840
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
17-Sep-2007
Onset Date Days

01-May-2008
Status Date

FL
State

WAES0709USA03445
Mfr Report Id

Information has been received from a physician concerning a 17 year old female who was vaccinated with a first dose of GARDASIL. Subsequently the patient
passed out immediately after receiving the vaccination. The patient remained unconscious for approximately thirty seconds. On approximately 17-SEP-2007
she was vaccinated with a second dose of GARDASIL. On approximately 17-SEP-2007 approximately three minutes after vaccination, the patient called out for
her mother, started humming, and then passed out. She remained unconscious for approximately thirty seconds. The patient reported that her experience after
the second dose of GARDASIL was "different" from the first dose. The patient was being referred to a neurologist. Unspecified medical attention was sought. At
the time of the report the patient had recovered. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

298583-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Loss of consciousness, Vaccine positive rechallenge

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5841
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-May-2007
Vaccine Date

01-Jun-2007
Onset Date

24
Days

01-May-2008
Status Date

MN
State

WAES0709USA03449
Mfr Report Id

Information has been received from Pregnancy Registry from a 19 year old female patient who on 08-MAY-2007 was vaccinated IM with a first dose of
GARDASIL and received a second dose of GARDASIL. Concomitant therapy included hormonal contraceptives (unspecified). Patient reported that she
discovered that she was one month pregnant after getting the second vaccination. She stated that she is "one of the rare people who get their period when they
are pregnant. "Patient reported that on 10-JUL-2007 she developed soreness at the injection site. Unspecified medical attention was sought by the patient. The
outcome was unknown. Additional information has been requested.

Symptom Text:

Hormonal contraceptivesOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP - 7/2/2007)Prex Illness:

Beta-human chorionic; serum beta-human

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

298584-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5842
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Sep-2007
Vaccine Date

07-Sep-2007
Onset Date

0
Days

01-May-2008
Status Date

IL
State

WAES0709USA03451
Mfr Report Id

Information has been received from a registered nurse concerning an 18 year old female with no drug reactions or allergies and no pertinent medical attention
who on 02-JUL-2007 was vaccinated intramuscularly with the first dose of GARDASIL. On 07-SEP-2007, the patient was vaccinated intramuscularly with the
second dose of GARDASIL, (lot # "655766/0038U"). The patient fainted 3 minutes after receiving her second dose. The patient hit her head when she fell, but
she refused to be taken to an emergency room. The patient sought unspecified medical attention. The patient recovered on 07-SEP-2007. No other information
was available at this time. It was reported by the nurse that three patients fainted after receiving GARDASIL. This patient was the second of the three patients.
Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

298585-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Fall, Head injury, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5843
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
30-Aug-2007
Onset Date Days

01-May-2008
Status Date

FL
State

WAES0709USA03459
Mfr Report Id

Information has been received from a physician concerning a 19 year old female with penicillin allergy who was vaccinated with a dose of GARDASIL.
Concomitant therapy included YASMIN. On 30-AUG-2007 the patient experienced erythema nodosum which was confirmed by biopsy. Unspecified medical
attention was sought. At the time of the report the patient had not recovered. The physician was not certain that the GARDASIL was responsible or involved
with the erythema nodosum. Additional information has been requested.

Symptom Text:

YASMINOther Meds:
Lab Data:
History:

Penicillin allergyPrex Illness:

Biopsy - Confirmed Erythema Nodosum

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

298586-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema nodosum

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5844
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Aug-2007
Vaccine Date

15-Aug-2007
Onset Date

0
Days

01-May-2008
Status Date

IL
State

WAES0709USA03462
Mfr Report Id

Information has been received from a registered nurse concerning a 15 year old female with no pertinent medical history who on 15-AUG-2007 was vaccinated
intramuscularly with a 0.5 ml first dose of GARDASIL (Lot #657617/0384U). Concomitant therapy included MENACTRA, hepatitis A virus vaccine (manufacturer
unspecified) and diphtheria toxoid (+) pertussis acellular vaccine (manufacturer unspecified) (+) tetanus toxoid. On 15-AUG-2007 10 minutes after vaccination
the patient fainted. There were no laboratory or diagnostic tests performed. Unspecified medical attention was sought. On 15-AUG-2007 the patient recovered.
Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

298587-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0384U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5845
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jul-2007

Vaccine Date
18-Jul-2007
Onset Date

0
Days

01-May-2008
Status Date

IL
State

WAES0709USA03469
Mfr Report Id

Information has been received from a registered nurse concerning a 9 year old female with no pertinent medical history who on 16-MAY-2007 was vaccinated
intramuscularly with a 0.5 ml first dose of Gardasil (Lot #656050/0245U).  It was unknown if the dose was tolerated.  On 18-JUL-2007 the patient was
vaccinated intramuscularly with a 0.5 ml second dose of Gardasil.  There was no concomitant therapy.  On 18-JUL-2007 the

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
9.0

298588-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5846
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Sep-2007
Vaccine Date

20-Sep-2007
Onset Date

0
Days

30-Apr-2008
Status Date

LA
State

WAES0709USA03471
Mfr Report Id

Information has been received from a physician concerning a female patient who on 20-SEP-2007 was vaccinated with a first dose of Gardasil.  The physician
reported that patient fainted after receiving her injection.  Patient sought unspecified medical attention.  The outcome was unknown.  Additional information has
been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298589-1

30-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5847
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
30-Apr-2008
Status Date

--
State

WAES0709USA03480
Mfr Report Id

Information has been received from a pharmacy technician concerning a female (age not reported) who on an unspecified date was vaccinated with Gardasil
(lot# unknown).  Subsequently the patient complained of pain when receiving the Gardasil injection.  Medical attention was sought.  At the time of reporting it
was unknown if the patient had recovered.  The pharmacy technician wanted to know if Gardasil could be warmed a little prior to giving thinking that the
temperature of the vaccine could be causing the pain.  No additional information was available at this time.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298590-1

30-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5848
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Sep-2007
Vaccine Date

13-Sep-2007
Onset Date

0
Days

30-Apr-2008
Status Date

NM
State

WAES0709USA03496
Mfr Report Id

Information has been received from a physician concerning a female who on approximately 13-SEP-2007 was vaccinated with Gardasil.  On approximately 13-
SEP-2007 the patient fainted and hit head after receiving the vaccination.  Subsequently, per the nurse, the patient is fine and recovered from fainting and
hitting her head.  The patient sought unspecified medical attention.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298591-1

30-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Head injury, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5849
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Aug-2007
Vaccine Date

20-Aug-2007
Onset Date

14
Days

30-Apr-2008
Status Date

NJ
State

WAES0709USA03498
Mfr Report Id

Information has been received from a physician concerning a 19 year old female who on 06-AUG-2007 was vaccinated intramuscularly into the left arm with her
first dose of Gardasil.  There was no concomitant medication.  On 20-AUG-2007 the patient broke out in bruises on both arms from the elbow to the shoulder.
The bruises in the arm pit areas became open sores.  The patient is recovering.  The patient's mother sought medical attention by calling the doctor's office.
The patient has a drug reaction/allergy to VICODIN.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Drug hypersensitivity

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

298592-1

30-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Contusion, Injection site bruising, Open wound

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0929U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 5850
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Jul-2007

Vaccine Date
29-Jul-2007
Onset Date

3
Days

30-Apr-2008
Status Date

--
State

WAES0709USA03668
Mfr Report Id

Information has been received from a health professional concerning a 21 year old female who on 26-JUL-2007 was vaccinated with Gardasil.  On 29-JUL-
2007 the patient experienced a rash that was about the size of a quarter on her leg.  It spread within 2-3 days to hives throughout her body.  The patient went to
the ER where she received IV and oral steroids.  Subsequently, the patient recovered from the rash and hives within 2 days of the ER visit.  Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

298593-1

30-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5851
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Sep-2007
Vaccine Date

19-Sep-2007
Onset Date

0
Days

30-Apr-2008
Status Date

WA
State

WAES0709USA03669
Mfr Report Id

Information has been received from a Registered Nurse concerning a 13 year old female who on 19-SEP-2007 was vaccinated IM in the left arm with the first
dose of Gardasil (Lot #655620/0171U).  About 10 minutes after she was vaccinated, the patient leaned against her mother, drew the right arm to the face,
became rigid and fainted.  As the patient was laid to the floor she became alert although weak and pale.  Blood pressure was 110/62 and oxygen saturation
was 100%.  The patient was monitored in the physician's office for one hour without further adverse symptoms.  The patient went to school the following day
and is fully recovered.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

blood pressure, 09/19/07, 110/6; pulse oximetry, 09/19/07, 100%
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

298594-1

30-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Muscle rigidity, Pallor, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0171U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 5852
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Sep-2007
Vaccine Date

16-Sep-2007
Onset Date

3
Days

01-May-2008
Status Date

--
State

WAES0709USA03673
Mfr Report Id

Information has been received from a health professional concerning a female who on 13-SEP-2007 was vaccinated with her first dose of Gardasil.  On 16-
SEP-2007 the patient developed a rash.  The patient sought medical attention in the office, but the details of the exam and treatment are unknown.  Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298595-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5853
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Aug-2007
Vaccine Date

30-Aug-2007
Onset Date

0
Days

01-May-2008
Status Date

OH
State

WAES0709USA03725
Mfr Report Id

Information has been received from a physician, via a company representative, concerning a 16 year old female patient, who on 30-AUG-2007 was vaccinated
in the right arm with the first dose, 0.5 ml of Gardasil (lot # 657006/0188U).  Concomitant vaccine therapy at the visit included a dose in the left arm of
MENACTRA and a dose in the right arm of Tdap; other concomitant therapy included loratadine, DEPAKOTE, SEROQUEL, levothyroxine Na.  On 30-AUG-
2007, "right after receiving Gardasil," the patient experienced tingling of her legs and arms, mainly on the right side.  At the time of this report, the outcome of
the event was unknown.  The patient sought unspecified medical attention.  Additional information has been requested.

Symptom Text:

DEPAKOTE; levothyroxine sodium; loratadine; SEROQUELOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

298596-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, Paraesthesia

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

MNQ
HPV4
DTAP

SANOFI PASTEUR
MERCK & CO. INC.
UNKNOWN MANUFACTURER

NULL
0188U
NULL

0
Left arm

Right arm
Right arm

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 5854
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Aug-2007
Vaccine Date

08-Sep-2007
Onset Date

15
Days

01-May-2008
Status Date

VT
State

WAES0709USA03745
Mfr Report Id

Information has been received from a certified medical assistant (CMA), via a company representative, concerning a 22 year old female patient, with a history
of an abnormal Papanicolaou smear and papilloma viral infection (HPV), who on 24-AUG-2007 was vaccinated IM with the first dose, 0.5 ml, of Gardasil (lot #
not provided).  Concomitant therapy included TRINESSA.  On 08-SEP-2007, two weeks after the vaccination, the patient developed petechiae on her legs.  The
patient was seen by a physician, though treatment was not specified.  At the time of this report, the patient was recovering.  Additional information has been
requested.

Symptom Text:

TRINESSAOther Meds:
Lab Data:
History:
Prex Illness:

complete blood cell, 09/??/07
Papanicolaou smear abnormal; Papilloma viral infection

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

298598-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Petechiae

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5855
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
01-May-2008
Status Date

NY
State

WAES0709USA03754
Mfr Report Id

Information has been received from a nurse practitioner concerning a 26 year old female who was vaccinated intramuscularly with a 0.5 ml dose of Gardasil.
Subsequently the patient developed shortness of breath, dizziness, a drop in blood pressure and pulse rate.  The patient reported that she hadn't eaten for
about 8 hours.  Subsequently, the patient recovered.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

blood pressure, Results not reported; total heartbeat count, Results not reported
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

298599-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure decreased, Dizziness, Dyspnoea, Heart rate decreased

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5856
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Sep-2007
Vaccine Date

07-Sep-2007
Onset Date

0
Days

01-May-2008
Status Date

OH
State

WAES0709USA03765
Mfr Report Id

Information has been received from an approximately 14 year old female who on approximately 07-SEP-2007 was vaccinated with a 0.5 ml first dose of
Gardasil.  Concomitant therapy included Vaqta (inactive) (manufacturer unknown).  On approximately 07-SEP-200 right after vaccination the patient
experienced dizziness when she attempted to stand up.  Unspecified medical attention was sought.  On approximately 07-SEP-2007, the patient recovered.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

298600-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness postural

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
MERCK & CO. INC.

NULL
NULL

0 Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 5857
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Jul-2007

Vaccine Date
16-Jul-2007
Onset Date

0
Days

01-May-2008
Status Date

--
State

WAES0709USA03772
Mfr Report Id

Information has been received from a registered nurse concerning a 16 year old female with no pertinent medical history who on 16-JUL-2007 was vaccinated
with a 0.5 ml first dose of Gardasil (Lot #658094/0524U).  There was no concomitant medication.  On 16-JUL-2007 the patient almost fainted.  The patient went
home and later that evening, the patient experienced abdominal pain that lasted for one hour.  The patient also experienced

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

298601-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Palpitations, Presyncope

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0524U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5858
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Sep-2007
Vaccine Date

20-Sep-2007
Onset Date

0
Days

01-May-2008
Status Date

--
State

WAES0709USA03793
Mfr Report Id

Information has been received from a 26 year old female with no pertinent medical history who on 20-SEP-2007 was vaccinated with a 0.5 ml first dose of
Gardasil.  There was no concomitant medication.  On 20-SEP-2007 in the evening around 8:00 pm the patient reported, "the nipples on my breasts became
very sensitive and then actually hurt".  "The arm I received the shot also hurts" and "I have had headaches since getting Gardasil".  There was not laboratory or
diagnostic tests performed.  The patient did not seek medical attention.  At the time of the report the patient had not recovered.  Additional information is not
expected.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

298602-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Nipple pain, Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5859
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
01-May-2008
Status Date

--
State

WAES0709USA03817
Mfr Report Id

Information has been received from a consumer concerning her daughter who sometime in July 2007, was vaccinated with a first dose of Gardasil.
Subsequently, 4 days later, the patient broke out in a rash.  At the time of this report, the patient's outcome was unknown. No product quality complaint was
involved.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298603-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5860
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Sep-2007
Vaccine Date

13-Sep-2007
Onset Date

0
Days

01-May-2008
Status Date

PA
State

WAES0709USA03822
Mfr Report Id

Information has been received from a pharmacy student concerning a 46 year old (also reported as greater than 26 years of age although exact age
unspecified) female physician with oedema peripheral and acne and who was HPV positive prior to vaccination who on 13-SEP-2007 was vaccinated
intramuscularly in the right arm with a 0.5 mL first dose of Gardasil.  Concomitant therapy included ALDACTONE TABLETS and doxycycline.  On 20-SEP-2007
the patient developed large generalized welts on the body.  The patient took diphenhydramine 12.5 mg 3 to 4 times for the reaction and stated that the "rash"
was less severe as of "14-SEP-2007."  It was noted that the patient took the Gardasil at the recommendation of the patient's gynecologist.  At the time of this
report, the patient was recovering.  No product quality complaint was involved.  Additional information has been requested.

Symptom Text:

doxycycline, 500 mg; ALDACTONE TABLETS, 50 mgOther Meds:
Lab Data:
History:

Oedema peripheral; AcnePrex Illness:

diagnostic laboratory, HPV positive
Papilloma viral infection

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
46.0

298604-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 5861
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
01-May-2008
Status Date

NJ
State

WAES0709USA03846
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with a second dose of Gardasil.  Subsequently, the patient
experienced an adverse event.  The physician did not elaborate on the specific of the adverse event.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298605-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Adverse event

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5862
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
01-May-2008
Status Date

TX
State

WAES0709USA03854
Mfr Report Id

Information has been received from a nurse concerning a female who in August 2007 was vaccinated with a first dose of Gardasil.  The patient may have been
vaccinated with another unspecified vaccine in the opposite arm.  Subsequently the patient fainted.  Patient was monitored in the office and recovered.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298606-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5863
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Nov-2007
Vaccine Date

07-Nov-2007
Onset Date

0
Days

05-Dec-2007
Status Date

AK
State

WAES0711USA04755
Mfr Report Id

Information has been received from a licensed practical nurse concerning her 12 year old daughter with a history of diarrhea and chronic intermittent abdominal
pain who on 07-NOV-2007 was vaccinated IM in the left deltoid with a 0.5 mL dose of Gardasil (lot # 655165/1425F). There was no concomitant medication. On
07-NOV-2007 the patient "developed muscle pain and weakness with some dizziness following vaccination with Gardasil. The nurse reported that her daughter
experienced immediate pain at the injection site and the injection site arm was sore for the next couple of days. It was also reported that her daughter
experienced muscle weakness and "muscle bruising" below the injection site about one week after vaccination with Gardasil. The nurse reported that her
daughter's elbow was sore and she could not straighten her elbow. The muscle pain then moved to the other arm 2 to 3 days ago and currently both elbows
and upper arms are sore. The patient has also experienced occasional dizziness." At the time of the report the patient had not recovered. The patient's muscle
pain, weakness below injection site, dizziness, injection site pain, weakness and injection site arm soreness and sore elbow and upper arms were considered
to be disabling. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
Diarrhoea; Chronic abdominal pain

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

298607-1 (S)

05-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Contusion, Dizziness, Injected limb mobility decreased, Injection site pain, Muscular weakness, Musculoskeletal stiffness, Myalgia, Pain in extremity

 PERMANENT DISABILITY, SERIOUS

Other Vaccine
04-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1425F Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 5864
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Jun-2007
Vaccine Date

04-Jul-2007
Onset Date

7
Days

05-Dec-2007
Status Date

FR
State

WAES0711USA05736
Mfr Report Id

Information has been received from a Health Authority (HA) concerning a 43 year old female with a positive history of extrinsic asthma and atopy who on 27-
JUN-2007 was vaccinated with Gardasil (lot# unknown) IM, injection site unspecified. On 04-JUL-2007 the patient was presented with pain and stinging at the
injection site (not reported) and arthromyalgias spreading to limbs. The patient was admitted to the hospital (the date of hospitalization was not available) where
she was held under clinic observation. It was also reported that lab work test (NOS) and differential diagnosis with autoimmune, neurological and infective
pathologies (NOS) were performed. On 31-AUG-2007 the patient was discharged from the hospital and diagnosed with post vaccination syndrome. At the time
of the report the patient's condition had improved. The final outcome is not reported. The case is closed. No further information is available. Other business
partners included are: E2007-08595.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Differential diagnosis with autoimmune, neurological and infective pathologies (NOS)
Extrinsic asthma; Atopy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
43.0

298608-1 (S)

05-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, Injection site pain, Musculoskeletal pain, Post vaccination syndrome

 HOSPITALIZED, SERIOUS

Other Vaccine
04-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5865
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Jul-2007

Vaccine Date
19-Jul-2007
Onset Date

0
Days

05-Dec-2007
Status Date

FR
State

WAES0711USA06185
Mfr Report Id

Information has been received from a physician concerning a 14 year old female with no medical history reported who on 19-JUL-2007 was vaccinated with a
second dose of Gardasil (lot# unknown) IM site not reported. After vaccination the female lost consciousness, break down and hit her head on the heater in the
doctor's room. The female was taken stationary immediately. An occipital skull fracture was detected. The female was hospitalized from 19-JUL-2007 to 23-
JUL-2007. During the observation period (5 days) the female was completely symptom-free, afebrile, and neurological inconspicuous. The female recovered,
but 2 weeks rest and sporting forbiddance was recommended from the hospital. Clinical control and x-ray control was advised from the hospital on 30-JUL-
2007. No further information is expected. Case is closed. Other business partners included are: E2007-08630.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

298609-1 (S)

05-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Head injury, Loss of consciousness, Skull fracture

 HOSPITALIZED, SERIOUS

Other Vaccine
04-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5866
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
01-Oct-2007
Onset Date Days

05-Dec-2007
Status Date

NY
State

WAES0711USA06462
Mfr Report Id

Information has been received from a physician, concerning his 16 year old daughter with immune-mediated thrombocytopenic purpura and polycystic ovarian
syndrome, who was vaccinated with the third dose of Gardasil (date and lot # Not reported). Concomitant therapy included hormonal contraceptives
(unspecified). Following the third vaccination, in October 2007, his daughter had a drop in her platelet count down to 14,000 (units not reported), and was
hospitalized. Treatment included intravenous immunoglobulin (IVIG), and continued. At the time of this report, his daughter had not recovered. The physician
considered the event to be serious as an other important medical event (required intervention). Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:

Immune-mediated thrombocytopenic purpura; Polycystic ovarian syndromePrex Illness:

platelet count 10?/??/07 14,000

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

298610-1 (S)

05-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Platelet count decreased

 ER VISIT, HOSPITALIZED, SERIOUS

Other Vaccine
04-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5867
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Nov-2007
Vaccine Date

20-Nov-2007
Onset Date

1
Days

05-Dec-2007
Status Date

MS
State

WAES0711USA04759
Mfr Report Id

Information has been received from a physician concerning a 10 year old female who on 19-NOV-2007 was vaccinated with a dose of Varivax (lot#
658594/1330U) in the right arm. Suspect vaccination administered on that same day included a dose of Pneumovax 23 (lot# 651539/0607R) in the right arm.
Other concomitant vaccinations on that day included a dose of Gardasil in the left arm, a dose of diphtheria toxoid (+) pertussis acellular vaccine (unspecified)
(+) tetanus toxoid in the right leg and a dose of HAVRIX in the left arm. On approximately 20-NOV-2007 1 or 2 days later, the patient developed cellulitis of the
right arm. The patient was subsequently hospitalized for a couple of days and was released. The patient was treated with antibiotics. The patient was noted to
be recovering. There was no product quality complaint. The physician also considered cellulitis to be an other important medical event (antibiotics). Additional
information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
10.0

298614-1 (S)

04-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Cellulitis

 HOSPITALIZED, SERIOUS

Other Vaccine
04-Dec-2007

Received Date

Prex Vax Illns:

VARCEL
PPV
HPV4
HEPA

DTAP

MERCK & CO. INC.
MERCK & CO. INC.
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
UNKNOWN MANUFACTURER

1330U
0607R
NULL
NULL

NULL

Right arm
Right arm
Left arm
Left arm

Right leg

Unknown
Unknown
Unknown
Unknown

Unknown



10 JUN 2008 06:27Report run on: Page 5868
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
01-May-2008
Status Date

--
State

WAES0709USA03862
Mfr Report Id

Information has been received from a registered nurse, concerning a college aged female student, who on an unknown date was vaccinated with the first dose
of Gardasil (lot # not provided).  Two weeks later, she developed "bruising" that appeared on both arms from the elbow to the shoulder, and in the axillary area.
The patient's mother had described the axillary area to be "almost like an open sore."  Treatment included antibiotic cream (unspecified).  At the time of this
report the patient was recovering.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298624-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Contusion

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5869
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
01-May-2008
Status Date

OH
State

WAES0709USA03908
Mfr Report Id

Information has been received from a healthcare professional (HCP), via a company representative, concerning a female patient (age not specified) who was
vaccinated on an unknown date with a dose of Gardasil (lot # not specified).  The HCP stated that the father of the patient reported that his daughter had pain
around the injection site.  At the time of this report, the outcome of the event was unknown.  No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298625-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5870
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Sep-2007
Vaccine Date

14-Sep-2007
Onset Date

0
Days

01-May-2008
Status Date

SC
State

WAES0709USA03940
Mfr Report Id

Information has been received from a certified medical assistant concerning her 11 year old daughter with asthma and hypersensitivity who on 14-SEP-2007
was vaccinated with with a first dose of Gardasil.  Concomitant therapy included MENACTRA, albuterol sulfate, and unspecified therapy montelukast sodium
(MSD).  On 14-SEP-2007 the patient experienced swelling at the injection site and dizziness for four days and developed a fever of 102.5 F that lasted for five
days.  Unspecified medical attention was sought.  Subsequently, the patient recovered from the injection site swelling, the dizziness and the fever.  Additional
information has been requested.

Symptom Text:

albuterol; SINGULAIROther Meds:
Lab Data:
History:

Asthma; HypersensitivityPrex Illness:

body temp, 09/14/07, 102.5 F

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

298626-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Injection site swelling, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL

0
0

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 5871
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Aug-2007
Vaccine Date

08-Aug-2007
Onset Date

0
Days

01-May-2008
Status Date

AR
State

WAES0709USA03948
Mfr Report Id

Information has been received from the Merck Pregnancy Registry via a registered nurse concerning a 19 year old female with no pertinent medical history who
on 08-AUG-2007 was vaccinated intramuscularly with a 0.5 ml dose of Gardasil (Lot #657617/0384U).  Concomitant therapy included DEPO-PROVERA,
fluoxetine HCl and an unspecified sleeping pill.  Subsequently, the patient was pregnant.  The patient had been utilizing DEPO-PROVERA so she did not
experience regular menstrual cycles.  The patient's last menstrual period was estimated as 24-JUL-2007 from physical exam and the estimated date of delivery
was on 29-APR-2008.  It was mentioned that the patient patient suspected pregnancy due to the developing nausea and vomiting.  On 10-SEP-2007 after a
visit to hospital a urine pregnancy test was performed, results positive.  Also, the nurse mentioned that patient had a visit to the hospital (no admission) during
the first week of September 2007.  The patient experienced numbness on the right side in her hands and lower extremities.  She could not move or talk.
Unspecified bloodwork was taken, results were not disclosed.  The patient's symptoms resolved and she was sent home.  There was no diagnosis or
explanation to the reason for the patient's numbness.  Patient's outcome related to pregnancy was unknown.  Additional information has been requested.

Symptom Text:

(therapy unspecified); fluoxetine hydrochloride; DEPO-PROVERAOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 7/24/2007)Prex Illness:

urine beta-human, 09/10/07, positive; laboratory test, Results not disclosed

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

298627-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Aphasia, Drug exposure during pregnancy, Hypoaesthesia, Hypokinesia, Nausea, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0384U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5872
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Sep-2007
Vaccine Date

21-Sep-2007
Onset Date

4
Days

01-May-2008
Status Date

NY
State

WAES0709USA03955
Mfr Report Id

Information has been received from a physician concerning a 23 year old female who on 17-SEP-2007 was vaccinated with a third dose of Gardasil (Lot #
0530U).  There was no concomitant medication.  On 21-SEP-2007 the patient developed a rash and had itchiness over her body.  Unspecified medical
attention was sought.  The patient's outcome was unknown.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

298628-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus generalised, Rash generalised

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0530U 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5873
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Sep-2007
Vaccine Date

Unknown
Onset Date Days

01-May-2008
Status Date

--
State

WAES0709USA03958
Mfr Report Id

Information has been received from a licensed practical nurse (LPN) concerning a female who on 24-SEP-2007 was vaccinated by injection with the second
dose of Gardasil.  The nurse reported that "after the patient received the second dose, the patient had experienced burning and muscle tightness.  The burning
and muscle tightness lasted for about five minutes and then it went away.  There was no redness or swelling.  The nurse said that they used a different arm
from the first injection of Gardasil".  The nurse also reported this same experienced happened to other patients after their second dose.  (WAES #
0710USA00703).  Attempts are being made to obtain additional identifying information to distinguish the individual patients mentioned in this report.  Additional
information will be provided if available.  Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298629-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Burning sensation, Muscle tightness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5874
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Feb-2007
Vaccine Date

02-Feb-2007
Onset Date

0
Days

01-May-2008
Status Date

CT
State

WAES0709USA03959
Mfr Report Id

Information has been received from a consumer concerning her 19 year old daughter with a sulfonamide and AUGMENTIN allergy and no pertinent medical
history who on 02-FEB-2007 was vaccinated with a first dose of Gardasil (lot# unknown) 0.5mL IM.  There was no concomitant medication.  On approximately
02-FEB-2007 after the injection the patient developed a headache, injection site pain and felt lousy.  Medical attention was not sought.  On an unspecified date
the patient recovered.  On 04-APR-2007 the patient was vaccinated with a second dose of Gardasil (lot# unknown) 0.5mL IM.  On approximately 04-APR-2007
after the injection the patient developed a headache, injection site pain and felt lousy.  On an unspecified date the patient recovered.  On 13-JUN-2007 the
patient was vaccinated with a third dose of Gardasil (lot# unknown) 0.5mL IM.  On approximately 13-JUN-2007 after the injection the patient developed a
headache, injection site pain and felt lousy.  On an unspecified date the patient recovered.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Sulfonamide allergy; Allergic reaction to antibioticsPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

298630-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Injection site pain, Malaise, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5875
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
01-May-2008
Status Date

--
State

WAES0709USA03997
Mfr Report Id

Information has been received from a pharmacist concerning a female who was vaccinated with a dose of Gardasil.  Subsequently the patient developed a
rash.  There were no laboratory or diagnostic tests performed.  Unspecified medical attention was sought.  At the time of the report the patient had recovered.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298631-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5876
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
01-May-2008
Status Date

--
State

WAES0709USA04051
Mfr Report Id

Information has been received from a nurse concerning a female (age not reported) with pertinent medical history and drug reactions/allergies reported as none
who in July 2007 ("a little over two months ago"), was vaccinated with the first dose of Gardasil, injection, 0.5 ml.  Concomitant medication was not reported.  In
July 2007 ("day after vaccination"), the patient experienced stomach flu-like symptoms which included nausea and vomiting for three days after her first dose of
Gardasil.  The patient sought unspecified medical attention (phone call).  It was reported that the patient does not wish to continue the series of Gardasil.
Subsequently, the patient recovered from stomach flu-like symptoms, nausea and vomiting three days after stopping therapy with Gardasil.  Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298632-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Influenza like illness, Nausea, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5877
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Sep-2007
Vaccine Date

14-Sep-2007
Onset Date

1
Days

01-May-2008
Status Date

--
State

WAES0709USA04093
Mfr Report Id

Information has been received from a certified medical assistant concerning a 22 year old female with shrimp allergy who on 13-SEP-2007 was vaccinated with
the first dose of Gardasil (lot #658488/0930U).  Concomitant therapy included NUVARING and ALLEGRA.  On 14-SEP-2007 the following morning, the patient
experienced an "allergic reaction".  The certified medical assistant characterized the reaction as "extreme dizziness", a facial "rash" which spread to her chest
and back, swelling of her eyelids, "nausea", "fever" and "muscle aches".  The patient sought unspecified medical attention and was treated with BENADRYL.
Subsequently on an unspecified date, the patient recovered from extreme dizziness, facial rash which spread to chest and back, swelling of her eyelids,
nausea, fever and muscle aches.  Additional information has been requested.

Symptom Text:

NUVARING; ALLEGRAOther Meds:
Lab Data:
History:

Seafood allergyPrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

298633-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Eyelid oedema, Hypersensitivity, Myalgia, Nausea, Pyrexia, Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0930U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5878
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Jul-2007

Vaccine Date
Unknown

Onset Date Days
01-May-2008
Status Date

NY
State

WAES0709USA04210
Mfr Report Id

Information has been received from a licensed practical nurse concerning a 16 year old female with migraine and a history of termination of pregnancy 1 year
ago in 2006 who on 31-JUL-2007 was vaccinated intramuscularly in the left deltoid with a 0.5 ml dose of Gardasil (lot 655205/1426F).  Concomitant therapy
included hormonal contraceptives (unspecified), promethazine and cyproheptadine hydrochloride.  On 13-SEP-2007, the patient came into the office
complaining of right side pain that was radiating to the back.  Pregnancy was confirmed on 13-SEP-2007 by pelvic and transvaginal ultrasound and by HGC
level.  Date of LMP was 03-AUG-2007.  Additional information has been requested.

Symptom Text:

cyproheptadine hydrochloride, mg; hormonal contraceptives; promethazine, 25 mgOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 8/3/2007); MigrainePrex Illness:

pelvic ultrasound, 09/13/07, positive pregnancy; vaginal ultrasound, 09/13/07, positive pregnancy; urine beta-human, 09/13/07, positive

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

298634-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Back pain, Drug exposure during pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1426F Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 5879
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
01-May-2008
Status Date

--
State

WAES0709USA04216
Mfr Report Id

Information has been received from a registered nurse concerning 5 female patients (ages not reported) who on unspecified dates were vaccinated with the
first dose of Gardasil.  The registered nurse reported that there was no adverse event involved with the first dose and all patients were administered with
Gardasil vial.  On unspecified dates, the patients were vaccinated with the second dose of Gardasil with pre-filled syringe.  Concomitant medications were not
reported.  Subsequently on unspecified dates, the patients experienced pain at injection site after receiving the second dose of Gardasil.  Unspecified medical
attention was sought.  Subsequently on unspecified dates, the patient recovered from pain at injection site.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298635-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, No reaction on previous exposure to drug

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5880
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Sep-2007
Vaccine Date

21-Sep-2007
Onset Date

1
Days

01-May-2008
Status Date

RI
State

WAES0709USA04229
Mfr Report Id

Information has been received from a physician concerning a female patient who on 20-SEP-2007 was vaccinated IM with a dose of Gardasil.  On 21-SEP-
2007 the patient developed a localized red rash at injection site.  No other symptoms were noted.  An office visit was required.  The patient's outcome was not
reported.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298636-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site rash, Local reaction

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5881
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Sep-2007
Vaccine Date

25-Sep-2007
Onset Date

0
Days

01-May-2008
Status Date

PA
State

WAES0709USA04247
Mfr Report Id

Information has been received from a Registered Nurse (R.N.) concerning an adolescent female patient who on 25-SEP-2007 was vaccinated in to deltoid with
a dose of Gardasil.  The nurse reported that immediately post vaccination the injected arm felt numb and tingly, which traveled down the arm to the fingers.
The patient described the reaction as "almost like you could feel the medication traveling".  Patient passed out and it took her a while to regain consciousness.
She also reported that an adverse event occurred with the same lot of Gardasil about 2 weeks ago, arm pain, which was previously reported to VAERS.  The
nurse did not provided the lot number.  The outcome was unknown.  No other information was available at this time.  Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298637-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Immediate post-injection reaction, Loss of consciousness, Paraesthesia

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5882
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Aug-2007
Vaccine Date

17-Aug-2007
Onset Date

1
Days

01-May-2008
Status Date

CA
State

WAES0709USA04249
Mfr Report Id

Information has been received from a physician concerning a 15 year old female with a penicillin allergy and no pertinent medical history who on 16-AUG-2007
was vaccinated with a first dose of Gardasil (lot# 658558/1061U) in the left deltoid IM.  There was no concomitant medication.  On 17-AUG-2007 the patient
experienced significant nausea, vomiting and diarrhea.  The events started one day after vaccination.  Medical attention was sought.  The patient was seen by
the primary care physician on 24-AUG-2007 for evaluation, secondary to persistent symptoms, was told to keep hydrated.  At the time of reporting it was
unknown if the patient recovered.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Penicillin allergyPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

298638-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Diarrhoea, Nausea, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1061U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 5883
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Jul-2007

Vaccine Date
11-Jul-2007
Onset Date

0
Days

01-May-2008
Status Date

--
State

WAES0709USA04257
Mfr Report Id

Information has been received from a licensed practical nurse, concerning an 11 year old female student with no known drug allergies or illness at the time of
vaccination, who on 11-JUL-2007 was vaccinated with the first dose of Gardasil (lot #658100/0525U).  Concomitant vaccine administered at the visit included
ADACEL.  The following day, the patient's mother reported that on 11-JUL-2007, the patient had experienced dizziness, and on 12-JUL-2007 she experienced
confusion and nausea.  There was no fever and no redness at the site of injection, and no treatment was required.  The nurse noted the duration of each
symptom as "2 hours," however, the date of recovery was indicated as 13-JUL-2007.  No further information is expected.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

298639-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Confusional state, Dizziness, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

TDAP
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
0525U 0

Unknown
Unknown

Unknown
Intramuscular



10 JUN 2008 06:27Report run on: Page 5884
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Sep-2007
Vaccine Date

18-Sep-2007
Onset Date

0
Days

01-May-2008
Status Date

PA
State

WAES0709USA04271
Mfr Report Id

Information has been received from a licensed practical nurse concerning a 23 year old female with no medical history and no illness at the time of being
vaccinated.  On 18-SEP-2007, the patient was vaccinated with a first dose of Gardasil (lot # 654539/0742U) IM in the left deltoid.  There was no concomitant
medication.  On 18-SEP-2007, 5 minutes after being vaccinated, the patient experienced dizziness and she needed to lie down.  Her blood pressure was
112/76 after 20 minutes blood pressure was 102/78, pulse 80 and her dizziness resolved.  She experienced a slight headache.  On 18-SEP-2007, the patient
recovered from the dizziness and slight headache.  No additional information is expected.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

blood pressure, 09/18/07, 112/7; blood pressure, 09/18/07, 102/7; total heartbeat count, 09/18/07, 80
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

298640-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Headache

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0742U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 5885
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-May-2007
Vaccine Date

28-May-2007
Onset Date

7
Days

01-May-2008
Status Date

TX
State

WAES0709USA04274
Mfr Report Id

Information has been received from a licensed vocational nurse concerning a 28 year old female with no pertinent medical history who on 21-MAY-2007 was
vaccinated intramuscularly in the left deltoid with a first dose of Gardasil (Lot #656051/0244U).  Concomitant therapy included ACCUTANE and DEPO-
PROVERA.  On 28-MAY-2007 the patient complained of pain at the injection site, limited mobility and severe weakness in the entire arm for six weeks after
injection.  On approximately 03-JUL-2007 the complaints had resolved.  On 27-JUL-2007 the patient was vaccinated with a second dose of Gardasil.  On
approximately 27-JUL-2007 eight hours after vaccination the patient had pain at the injection site.  The skin was clear, and there were no complaints of limited
mobility at that time.  The patient's outcome was unknown.  On 21-SEP-2007 the patient planned on receiving a third dose of Gardasil.  At the time of the report
the patient's outcome related to the third dose of Gardasil was unknown.  Additional information has been requested.

Symptom Text:

ACCUTANE; DEPO-PROVERA 150 mgOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
27.0

298641-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, Injection site pain, Mobility decreased, Muscular weakness, Vaccine positive rechallenge

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0244U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 5886
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Aug-2007
Vaccine Date

Unknown
Onset Date Days

02-May-2008
Status Date

FL
State

WAES0709USA04275
Mfr Report Id

Information has been received from a nurse concerning a 17 year old female patient who on 07-AUG-2007 was vaccinated IM with a first dose of Gardasil.  The
nurse reported that after receiving her first dose of Gardasil she developed swelling and rash with joint pain on her lower extremities.  Laboratory tests showed
that she had "Strep" and MEDROL dose pack was prescribed.  No further information was available.  The patient recovered.  Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

laboratory test, 08/??07, tests done and it showed patient had "strep"
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

298642-1

02-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Oedema peripheral, Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5887
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Sep-2007
Vaccine Date

11-Sep-2007
Onset Date

0
Days

02-May-2008
Status Date

PA
State

WAES0709USA04294
Mfr Report Id

Information has been received from a nurse practitioner concerning a 16 year old female with no known allergies and no reported medical history, who on 21-
JUN-2007 was vaccinated with Gardasil.  Concomitant therapy included YASMIN.  The patient received their second dose of Gardasil (lot # 658554/0928U) on
11-SEP-2007.  After received their second dose, the patient experienced flu like symptoms.  The patient fully recovered on 20-SEP-2007 without requiring
treatment.  The nurse practitioner reported that the patient did not experience an adverse reaction after her first dose of Gardasil on 21-JUN-2007.  Additional
information has been requested.

Symptom Text:

YASMINOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

298643-1

02-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Influenza like illness, No reaction on previous exposure to drug, Oral contraception

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0928U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5888
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
17-May-2007
Onset Date Days

02-May-2008
Status Date

NC
State

WAES0709USA04297
Mfr Report Id

Information has been received from a registered nurse concerning a 14 year old female who on 17-MAY-2007 was vaccinated with GARDASIL. On 17-MAY-
2007 the patient experienced arm pain, dizziness and rash from the injection site to her elbow. On an unspecified date the patient recovered from her
experiences. On 19-JUL-2007 the patient received her second dose of GARDASIL. On 19-JUL-2007 the patient experienced arm pain, dizziness and rash from
the injection site to her elbow. On an unspecified date, the patient recovered from her experiences. The patient did visit the physician's office regarding this
experience. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

298644-1

02-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Injection site rash, Pain in extremity, Vaccine positive rechallenge

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5889
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Sep-2007
Vaccine Date

Unknown
Onset Date Days

02-May-2008
Status Date

FL
State

WAES0709USA04321
Mfr Report Id

Information has been received from a physician concerning a female (age unknown), who, "last week" on approximately 18-SEP-2007 was vaccinated with a
first dose of Gardasil.  Subsequently, the patient experienced a hypersensitivity/allergic reaction to the aluminum adjuvant in the vaccination.  The patient
developed an injection site reaction with pain and swelling.  The next day, a rash began to develop over her whole arm (arm unspecified).  The patient was
treated with BENADRYL.  The reaction continued to worsen and her arm "turned colors."  The reaction continued to worsen for 2-3 days after the vaccination
and then began to improve.  The patient was seen in the office multiple times.  At the time of the report the patient was recovering.  No product quality
complaint was involved.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298645-1

02-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hypersensitivity, Injection site pain, Injection site rash, Injection site swelling, Rash, Reaction to preservatives, Skin discolouration

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5890
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
02-May-2008
Status Date

--
State

WAES0709USA04335
Mfr Report Id

Information has been received from a nurse practitioner concerning a 15 year old female with no drug allergies, who in March 2007, was vaccinated with a third
dose of Gardasil.  In September 2007, the patient's deoxyribonucleic acid test for human papillomavirus was positive.  The nurse practitioner noted that the
patient was sexually active.  The patient was seen in the doctor's office.  At the time of the report, the patient's outcome was unknown.  No product quality
complaint was involved.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Sexually activePrex Illness:

deoxyribonucleic acid, positive for HPV

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

298646-1

02-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Papilloma viral infection

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5891
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Sep-2007
Vaccine Date

21-Sep-2007
Onset Date

0
Days

02-May-2008
Status Date

TN
State

WAES0709USA04345
Mfr Report Id

Information has been received from a certified medical assistant concerning a 23 year old female with no drug allergies, who on 21-SEP-2007 was vaccinated
with a first dose of Gardasil (lot# 654539/0742U).  Concomitant therapy included LUNESTA and lorazepam.  On 21-SEP-2007 the patient fainted in the
physician's office, and later that night the patient felt nauseous and had a headache.  On 25-SEP-2007 a follow-up phone call was made and the patient
reported feeling fine.  The patient's blood pressure was taken and was stable.  No other symptoms were noted.  On 22-SEP-2007 the patient recovered.  No
product quality complaint was involved.  Additional information has been requested.

Symptom Text:

LUNESTA; lorazepamOther Meds:
Lab Data:
History:
Prex Illness:

blood pressure, stable
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

298647-1

02-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Nausea, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0742U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5892
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-May-2007
Vaccine Date

29-May-2007
Onset Date

0
Days

02-May-2008
Status Date

--
State

WAES0709USA04346
Mfr Report Id

Information has been received from a licensed practical nurse concerning a 29 year old female who on an unspecified date was vaccinated with a first dose of
Gardasil 0.5mL injection.  On 29-MAY-2007 the patient was vaccinated with a second dose of Gardasil (lot# unknown).  On 29-MAY-2007 the patient
experienced tenderness at the injection site.  Medical attention was sought.  The patient's tenderness at injection site persisted.  No further information was
provided.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
29.0

298648-1

02-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5893
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Aug-2007
Vaccine Date

10-Aug-2007
Onset Date

0
Days

02-May-2008
Status Date

NJ
State

WAES0709USA04357
Mfr Report Id

Information has been received from a registered nurse, concerning a 13 year old female student, who on 10-AUG-2007 at 11:30 am, was vaccinated in the left
arm with the first dose of Gardasil (lot #657868/0523U).  Following the vaccination, the patient "had a vasovagal response to injection;" her blood pressure
dropped (value not specified) and she passed out.  Treatment included the administration of oxygen; her vital signs were then

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

298649-1

02-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure decreased, Loss of consciousness, Syncope vasovagal

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0523U 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 5894
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Oct-2007
Vaccine Date

Unknown
Onset Date Days

12-Dec-2007
Status Date

TX
State

TX07100
Mfr Report Id

Client came in for 3rd HPV injection and reported to have smooth hands.  Stated she has had warts on hands for as long as she remembers and since start of
HPV injections, hands are smooth.  Mother stated she had active genital warts when she vaginally gave birth to Summer.  Mother swears the vaccine helped
her daughter's warts.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

N/APrex Illness:

Warts on hands.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

298661-1

12-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pre-existing condition improved

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
04-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0188U 2 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 5895
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Oct-2007
Vaccine Date

11-Oct-2007
Onset Date

0
Days

12-Dec-2007
Status Date

TX
State

TX0793
Mfr Report Id

c/o nausea right after got injection, next day feeling dizzy.Symptom Text:

Risperdal 025 1/2 AM 1/2 3:00pm, Benadryl 2tsp HS, Focalin 15mgm 11/11 7:00amOther Meds:
Lab Data:
History:
Prex Illness:

bipolar

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

298665-1

12-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Immediate post-injection reaction, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
04-Dec-2007

Received Date

Prex Vax Illns:

TDAP
MNQ
HPV4

SANOFI PASTEUR
SANOFI PASTEUR
MERCK & CO. INC.

C2688AA
U2380BA
0188U

0
0
0

Left arm
Right arm
Right arm

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 5896
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Jun-2007
Vaccine Date

30-Jun-2007
Onset Date

26
Days

06-Dec-2007
Status Date

IN
State Mfr Report Id

Joint pain, headache, insomnia, Feels hot then cold without change to basal temperature, chronic fatique, facial flushing/redness, nausea,   Symptoms have
worsened over time.  Patient has been seen by Pediatrician, Rheumatologist, and Orthopedist for symptoms.  They correspond to timing of first and second
doses of Gardasil vacine 6/4/07 and 8/6/07.  Patient currently on anti-inflammatory medication to assist with pain.  As I noticed it was time for her third
vaccination, I realized that this could be the root cause for her symptoms.  Patient has been a very active 15 year old but physically and emotionally has
changed as a result of this symptoms.

Symptom Text:

Amoxicillin 500mg TID, Tazarac 0.5% cream, EtodolacOther Meds:
Lab Data:
History:

recovering from back injury Jan 24, 2007, acnePrex Illness:

Doctor has administered multiple blood tests - please refer to Dr. Mann for listing and results.
None known

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

298682-1

06-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Erythema, Fatigue, Feeling of body temperature change, Flushing, Headache, Insomnia, Nausea, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
04-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5897
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Nov-2007
Vaccine Date

05-Nov-2007
Onset Date

0
Days

06-Dec-2007
Status Date

PA
State Mfr Report Id

Patient had symptoms of itchiness on her head a few hours after the injection. The next day she woke up with a red itchy rash around her neck that spread to
her whole body by mid afternoon & was taken to the ER. They gave her an IV of Benadryl along with pepcid and she was sent home. She continued to have the
itchy welt like rash that was painful for two weeks, she expeirenced it inside her throat from her head to her toes. She was given predensone, which the dosage
was increased 2 ays after because it wasnt doing anything. The week of the shot she was seen at the ER twice and the Dr office once. The second ER visit
they said the only thing they could do was give her adrenaline which I didnt do. She has since then been taking a pepcid daily, along with benadryl and zyrtec.
She still gets the itchy rash (not as severe) cosistantly every day.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

298686-1

06-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Pruritus, Rash generalised, Rash pruritic, Throat irritation

 ER VISIT, NOT SERIOUS

Related reports:   298686-2

Other Vaccine
04-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Right arm Unknown



10 JUN 2008 06:27Report run on: Page 5898
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Nov-2007
Vaccine Date

05-Nov-2007
Onset Date

0
Days

15-Jan-2008
Status Date

PA
State

WAES0711USA02039
Mfr Report Id

Information has been received from a consumer concerning her 13 year old daughter who on 05-Nov-2007 was vaccinated intramuscularly (site not reported)
with the 1st dose of Gardasil (lot # not reported).  On the evening of 05-Nov-2007, the patient experienced head itching.  On 06-Nov-2007 the patient developed
redness on her face and large welts on neck and thighs.  On 6-Nov-2007, the patient went to the emergency room and received diphenhydramine
hydrochloride (Benadryl) IV drip and Prednisone.  On 07-Nov-2007 the patient rash was semicontrolled but then the patient experienced swelling in the eyes
and the rash spread down the arms.  Patient was seen by a physician on 8-Nov-2007 and Prednisone dose pack was started.  Patient has hives around wrist,
under arms and around mouth and severe itching.  Patient does not have shortness of breath.  At the time of this report patient had not recovered.  Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

298686-2

15-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Eye swelling, Pruritus, Rash, Urticaria

 ER VISIT, NOT SERIOUS

Related reports:   298686-1

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5899
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Sep-2007
Vaccine Date

20-Sep-2007
Onset Date

1
Days

06-Dec-2007
Status Date

VA
State Mfr Report Id

Began with flu like symptoms. returned to doctor on Sat. 9/22 to be diagnosed with flu. Noticed on Oct 3 increased swelling ER visit lots of inconclusive tests.
Returned to primary doctor to get a new diagnosis then back for blood work. ER again then admitted on Oct 4 for increased swelling around throat and heart.
Test all coming back inconclusive. She was on her monthly cycle first since receiving the shot. 4/11/08-record received-DOS 10/4-10/507-Presented with 2-3
days history of edema with acute onset of bilateral lower extremity swelling. C/O slight shortness of breath and 15-19 pound weight gain in last 2 weeks. Head,
neck and mandible swollen. Difficulty swallowing.

Symptom Text:

Other Meds:
Lab Data:

History:
flu like symptomsPrex Illness:

complete blood count and chemestry.Thyrod test, Iron studies.Urine test.Ct scan 4/11/08-records received-Echocardiogram normal. CT chest negative. CXR
revealed pectus deformity and mild cardiomegaly. Elevated BNP 957, protein/CR nephrotic
amox. 4/11/08-records received- Recent URI symptoms of nasal congestion rhinorrhea and mild headache. Diarrheal illness 2 weeks ago.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

298698-1 (S)

16-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dysphagia, Dyspnoea, Influenza like illness, Local swelling, Oedema peripheral, Pharyngeal oedema, Weight increased

 ER VISIT, HOSPITALIZED, SERIOUS

Other Vaccine
04-Dec-2007

Received Date

Prex Vax Illns:

HPV4
DTPHIB

MERCK & CO. INC.
SANOFI PASTEUR

1062U
C2769AA

0
5

Right arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 5900
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Nov-2007
Vaccine Date

01-Dec-2007
Onset Date

1
Days

06-Dec-2007
Status Date

RI
State Mfr Report Id

PATIENT DEVELOPED DIFFUSE SWELLING OF THE DELTOID WITH ONLY MINIMAL DISCOMFORT AND ERRYTHEMA.Symptom Text:

ORAL CONTRACEPTIVE AND MULTIVITAMINOther Meds:
Lab Data:
History:
Prex Illness:

CBC, ESR, BLOOD CULTURE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

298706-1

06-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Discomfort, Erythema, Oedema peripheral

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
04-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0388U 2 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 5901
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Oct-2007
Vaccine Date

Unknown
Onset Date Days

12-Dec-2007
Status Date

TX
State Mfr Report Id

Large area of swelling and redness of the site of injection with itching.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

No

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

298716-1

12-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site pruritus, Injection site swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
04-Dec-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2405AA
1424F

0
0

Unknown
Unknown

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 5902
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
02-May-2008
Status Date

PA
State

WAES0709USA04366
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with a dose of GARDASIL. Subsequently, the physician saw a rash
on the upper rear arm of the patient's area where she was given the GARDASIL. At the time of the report the patient's outcome was unknown. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298739-1

02-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site rash

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5903
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Jul-2007

Vaccine Date
27-Jul-2007
Onset Date

0
Days

02-May-2008
Status Date

NY
State

WAES0709USA04390
Mfr Report Id

Information has been received from a registered nurse concerning a 12 year old female who on 27-JUL-2007 was vaccinated with a first dose of Gardasil (lot #
658100/0525U) 0.5 ml.  On 27-JUL-2007, the patient fainted after being vaccinated with first and only dose of Gardasil.  The nurse

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

298741-1

02-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0525U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5904
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
02-May-2008
Status Date

--
State

WAES0709USA04397
Mfr Report Id

Information has been received from a receptionist concerning her daughter who was vaccinated with a first dose of Gardasil.  Concomitant therapy included
influenza virus vaccine (manufacturer unknown).  Subsequently on the same day the patient experienced achiness and fatigue.  Subsequently, by the next
morning, she had fully recovered.  Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298742-1

02-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Fatigue, Pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5905
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Jul-2007

Vaccine Date
10-Jul-2007
Onset Date

0
Days

05-May-2008
Status Date

MD
State

WAES0709USA04399
Mfr Report Id

Information has been received from a medical assistant concerning a 19 year old female with penicillin allergy who on 10-JUL-2007 was vaccinated
intramuscularly with a 0.5 ml first dose of GARDASIL (Lot # 658100/0525U). There was no concomitant medication. On 10-JUL-2007 several hours later the
patient developed vomiting and diarrhea. The patient contacted the office by phone but no therapy was required. On 10-JUL-2007 the vomiting and diarrhea
resolved after a few hours and the patient completely recovered. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Penicillin allergyPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

298743-1

05-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Diarrhoea, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0525U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5906
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Jul-2007

Vaccine Date
23-Jul-2007
Onset Date

0
Days

02-May-2008
Status Date

PA
State

WAES0709USA04422
Mfr Report Id

Information has been received from a physician, concerning an 18 year old female who on 23-JUL-2007 was vaccinated IM in the right arm with the first dose of
Gardasil (lot #657737/0522U), and with a dose of PPD (manufacturer unspecified).  There was no concomitant medication.  Following the vaccinations, she
reported she "didn't feel well," and spent 1 day in bed.  On 24-SEP-2007 the patient was vaccinated IM in the right arm with the second dose of Gardasil (lot
#658560/1062U), and within 4 hours her right eyelid became itchy and swollen.  On 26-SEP-2007, she was seen in the office.  Treatment included a
nonspecified steroid dosepak, BENADRYL and ice.  At the time of this report, the patient had not recovered from the swollen and itching eyelid.  Additional
information has been requested.

Symptom Text:

tuberculin purified protein derivative (manufacturer unspecified)Other Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

298744-1

02-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Activities of daily living impaired, Eyelid oedema, Eyelids pruritus, Malaise

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0522U 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 5907
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
02-May-2008
Status Date

CA
State

WAES0709USA04424
Mfr Report Id

Information has been received from a registered nurse concerning her daughter who was vaccinated subcutaneously with a dose of Gardasil.  Subsequently
the patient experienced redness at the injection site.  Subsequently, the patient fully recovered without treatment.  Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298745-1

02-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Incorrect route of drug administration, Injection site erythema

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Subcutaneously



10 JUN 2008 06:27Report run on: Page 5908
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Sep-2007
Vaccine Date

22-Sep-2007
Onset Date

0
Days

02-May-2008
Status Date

NE
State

WAES0709USA04433
Mfr Report Id

Information has been received from a consumer concerning an 11 year old female with no pertinent medical history who on an unspecified date was vaccinated
with a 0.5 ml first dose of Gardasil.  On 22-SEP-2007 the patient was vaccinated with a second dose of Gardasil.  There was no concomitant medication.  On
22-SEP-2007 the patient fainted.  There was no laboratory or diagnostic tests performed.  Unspecified medical attention was sought.  On 22-SEP-2007 the
patient recovered.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

298746-1

02-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5909
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Feb-2007
Vaccine Date

18-Feb-2007
Onset Date

3
Days

05-May-2008
Status Date

--
State

WAES0709USA04441
Mfr Report Id

Information has been received from a registered nurse concerning a 15 year old female who was vaccinated with a dose of GARDASIL (Lot # 654885/1424F).
Concomitant vaccination given at the same time included MENACTRA. On 18-FEB-2007 three days after vaccination the patient experienced swelling of the
face. Unspecified medical attention was sought. Subsequently, the patient recovered. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

298747-1

05-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Swelling face

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
1424F

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 5910
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Jun-2007
Vaccine Date

21-Jun-2007
Onset Date

0
Days

05-May-2008
Status Date

CA
State

WAES0709USA04453
Mfr Report Id

Information has been received from a physician concerning a 17 year old female patient who on 21-JUN-2007 was vaccinated IM with her third dose of
GARDASIL. A short while later, the patient experienced severe pain at the injection site. She went to the ER due to the pain. She was not hospitalized. Her
treatment and outcome were unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

298748-1

05-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5911
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Sep-2007
Vaccine Date

14-Sep-2007
Onset Date

0
Days

05-May-2008
Status Date

WA
State

WAES0709USA04459
Mfr Report Id

Information has been received from a Nurse Practitioner (NP) concerning a 16 year old female patient with a rash which was diagnosed as shingles who on 14-
SEP-2007 was vaccinated with her second dose of GARDASIL, lot #655620/0171U). Concomitant therapy included diphtheria toxoid (+) pertussis acellular
vaccine (unspecified) (+) tetanus toxoid, and hepatitis A virus vaccine (unspecified). The NP stated that the unknown. Additional information has been
requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

298749-1

05-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dyskinesia, Feeling abnormal, Pallor

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4
HEPA
DTAP

MERCK & CO. INC.
UNKNOWN MANUFACTURER
UNKNOWN MANUFACTURER

0171U
NULL
NULL

1 Unknown
Unknown
Unknown

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 5912
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jun-2007
Vaccine Date

01-Jun-2007
Onset Date

0
Days

05-May-2008
Status Date

PA
State

WAES0709USA04456
Mfr Report Id

Information has been received from an RN concerning a female patient who in June 2007, was vaccinated with her first dose of GARDASIL. On 24-SEP-2007
the patient was vaccinated with her second dose of GARDASIL. The nurse stated that 2 days later after getting her first and second doses, the patient
experienced weakness and sick. Medical attention was sought. The patient was diagnosed with mononucleosis. Her outcome was

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298750-1

05-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Infectious mononucleosis, Malaise

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5913
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Feb-2007
Vaccine Date

24-Feb-2007
Onset Date

0
Days

05-May-2008
Status Date

NY
State

WAES0709USA04466
Mfr Report Id

Information has been received from a consumer concerning her 16 year old daughter with an allergy to CECLOR who on 24-FEB-2007 was vaccinated with her
first dose of GARDASIL. After the first dose the patient experienced nausea. On 28-APR-2007 the patient received her second dose of GARDASIL and on 28-
AUG-2007 received her third dose; she did not experience nausea after these doses. On 15-SEP-2007 the patient developed hives. She was brought to the ER
three times because the hives kept coming back. The patient received an IV in the ER. Unspecified blood work was performed. At the time of the report, the
patient was recovering from hives. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Allergic reaction to antibioticsPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

298751-1

05-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Nausea, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5914
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Sep-2007
Vaccine Date

21-Sep-2007
Onset Date

0
Days

05-May-2008
Status Date

--
State

WAES0709USA04467
Mfr Report Id

Information has been received from a consumer concerning her 15 year old daughter who had a baby in June 2007 and who on 21-SEP-2007 was vaccinated
IM with a dose of GARDASIL. Concomitant therapy included DEPO-PROVERA. On 21-SEP-2007 the patient had a fainting episode and was rushed to the
hospital where it was determined that she was pregnant. The patient recovered on 22-SEP-2007 (she was not hospitalized). No further information is available.

Symptom Text:

DEPO-PROVERAOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = Unknown)Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

298752-1

05-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5915
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
05-May-2008
Status Date

PA
State

WAES0709USA04561
Mfr Report Id

Information has been received from a certified medical assistant, via a company representative, concerning a female patient (age not reported), who on an
unknown date was vaccinated with a dose of GARDASIL (lot # not reported). Immediately following the vaccination, the patient fainted. At the time of this
report, the outcome of the event was unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298753-1

05-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5916
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
05-May-2008
Status Date

--
State

WAES0709USA04564
Mfr Report Id

Information has been received from a consumer concerning her daughter who was vaccinated with a second dose of GARDASIL. Subsequently, the patient
developed a knot at the injection site. No medical attention was sought. At the time of this report, the patient had not recovered. No product quality complaint
was involved. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298754-1

05-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site induration

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5917
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Sep-2007
Vaccine Date

06-Sep-2007
Onset Date

0
Days

05-May-2008
Status Date

NJ
State

WAES0709USA04567
Mfr Report Id

Information has been received from a physician concerning a 27 year old female patient with asthma who on 06-SEP-2007, was vaccinated with a third dose of
GARDASIL (Lot# 658560/1062U). Concomitant therapy included SEREVENT, ADVAIR, NUVARING and CELEXA. About one hour after the vaccination, the
patient experienced blurred vision and cold sweats. Unspecified medical attention was sought. That same day, the patient recovered. No product quality
complaint was involved. Additional information has been requested.

Symptom Text:

CELEXA; NUVARING; ADVAIR; SEREVENTOther Meds:
Lab Data:
History:

AsthmaPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
27.0

298755-1

05-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Cold sweat, Inappropriate schedule of drug administration, Vision blurred

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1062U 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5918
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Aug-2007
Vaccine Date

27-Sep-2007
Onset Date

31
Days

05-May-2008
Status Date

--
State

WAES0709USA04572
Mfr Report Id

Information has been received from a medical assistant concerning a female patient who on approximately 27-AUG-2007 "one month ago", was vaccinated
with a first dose of GARDASIL. Concomitant therapy included contrast dye. On approximately 27-SEP-2007 "one month later", the patient presented with a welt
at the injection site. Unspecified medical attention was sought. At the time of this report, the patient's outcome was unknown. No product quality complaint was
involved. This is one of two reports from the same source. Additional information has been requested.

Symptom Text:

radiographic contrast mediumOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298756-1

05-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5919
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jul-2007

Vaccine Date
07-Jul-2007
Onset Date

6
Days

05-May-2008
Status Date

TN
State

WAES0709USA04574
Mfr Report Id

Information has been received from a nurse concerning a 13 year old female patient with no medical history who in July 2007 "about 2 months ago" , was
vaccinated IM with a first 0.5ml dose of GARDASIL. There was no concomitant medication. It was reported that the patient passed out about 5 to 10 seconds
after vaccination. Unspecified medical attention was sought. She was aroused shortly and had no complications. No laboratory diagnostic studies were
performed. That same day, the patient recovered. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

298757-1

05-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5920
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-May-2007
Vaccine Date

29-May-2007
Onset Date

0
Days

07-May-2008
Status Date

MI
State

WAES0709USA04575
Mfr Report Id

Information has been received from a certified medical assistant concerning a 21 year old female patient with a history of fainting with injections who on 29-
MAY-2007, was vaccinated with a first 0.5 ml dose of Gardasil. On 29-MAY-2007, the patient experienced lightheadedness.On 08-AUG-2007, the patient
received a second dose of Gardasil and fainted. Unspecified medical attention was sought. A few hours after each injection, the patient recovered from
lightheadedness and fainting. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

SyncopePrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

298758-1

08-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5921
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Jul-2007

Vaccine Date
13-Jul-2007
Onset Date

0
Days

07-May-2008
Status Date

VA
State

WAES0709USA04580
Mfr Report Id

Information has been received from a consumer concerning her 14 year old daughter who on 13-JUL-2007, was vaccinated IM with a first dose of Gardasil.
"Almost immediately" after the injection, the patient experienced extreme injection site pain which lasted for about 4 hours. Unspecified medical attention was
sought. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

298759-1

08-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5922
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Sep-2007
Vaccine Date

08-Sep-2007
Onset Date

1
Days

07-May-2008
Status Date

--
State

WAES0709USA04584
Mfr Report Id

Information has been received from a consumer regarding her 12 year old daughter with no medical history or allergies who on 07-SEP-2007, was vaccinated
with a first 0.5ml dose of Gardasil. There was no concomitant medication. On 08-SEP-2007, the patient experienced a light headache and loss of appetite.
Unspecified medical attention was sought. No laboratory diagnostic studies were performed. At the time of this report, the patient was recovering. No product
quality complaint was involved. Additional information is not expected.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

298760-1

08-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anorexia, Headache

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5923
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
07-May-2008
Status Date

TX
State

WAES0709USA04588
Mfr Report Id

Information has been received from a physician concerning a female patient who on an unknown date was vaccinated with a second dose of Gardasil.
Subsequently, the patient developed widespread itching. The patient contacted the office but no treatment was required. It was reported that the remainder of
the vaccine series was discontinued. At the time of this report, the patient's outcome was unknown. No product quality complaint was involved. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298761-1

08-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus generalised

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5924
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Sep-2007
Vaccine Date

17-Sep-2007
Onset Date

0
Days

07-May-2008
Status Date

CA
State

WAES0709USA04594
Mfr Report Id

Information has been received from a consumer concerning her 10 year old daughter who in March 2007 was vaccinated with the first dose of Gardasil with no
reaction, and who on 17-SEP-2007 was vaccinated IM with the second dose, 0.5 ml, of Gardasil (lot # not provided). There was no concomitant medication. On
17-SEP-2007 following the vaccination, her daughter experienced pain at the site of injection. She recovered later on the same day. Additional information has
been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
No reaction on previous exposure to vaccine

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
10.0

298762-1

08-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5925
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
07-May-2008
Status Date

NY
State

WAES0709USA04597
Mfr Report Id

Information has been received from a physician concerning female patients who were vaccinated with a dose of Gardasil. Subsequently all patients are
complaining of burning at the injection site. Unspecified medical attention was sought. At the time of the report the patient's outcome was unknown. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298763-1

08-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site irritation

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5926
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-May-2007
Vaccine Date

Unknown
Onset Date Days

07-May-2008
Status Date

MN
State

WAES0709USA04599
Mfr Report Id

Information has been received from a licensed practical nurse concerning a female who in May 2007, was vaccinated with a second dose of Gardasil.
Concomitant therapy included unspecified birth control. Subsequently, the patient experienced "abnormal periods". The patient did not recover. On an
unspecified date the patient was vaccinated with the 3rd dose of Gardasil. Subsequently, the abnormal periods discontinued and the patient recovered.
Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

ultrasound results not reported
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298764-1

08-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Menstrual disorder

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5927
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
06-Dec-2007
Status Date

FR
State

WAES0711USA06169
Mfr Report Id

Information has been received from a health professional concerning a 15 year old female with no relevant medical history (patient seen only twice by the
reporting physician) who in 2007 was vaccinated with a second dose of Gardasil (lot# unknown). Route and site of administration were not reported. Five days
after the vaccination, the patient experienced acute abdominal syndrome. The patient was hospitalized. A computed axial tomography scan (CT) showed a
large left ovary. Complete torsion of the fallopian tube was diagnosed, with ischaemia and necrosis. Ovarian cyst was also found. No further details were
provided. At the time of reporting, the outcome was unknown. Additional information is not expected. Other business partners included are: E2007-08591.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

computed axial tomography showed a large left ovary
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

298809-1 (S)

06-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Acute abdomen, Fallopian tube disorder, Ischaemia, Necrosis, Ovarian cyst

 HOSPITALIZED, SERIOUS

Other Vaccine
05-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5928
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Jul-2007

Vaccine Date
20-Sep-2007
Onset Date

58
Days

06-Dec-2007
Status Date

--
State

WAES0709USA03260
Mfr Report Id

Initial and follow-up information has been received from a nurse practitioner through the pregnancy registry concerning a 17 year old female with a history of an
elective termination of a previous pregnancy, and with borderline anaemia, Trichomonas, and no drug allergies, who on 24-JUL-2007 was vaccinated
intramuscularly with a 0.5mL first dose of Gardasil. Concomitant therapy included vitamins (unspecified), ferrous sulfate, and metronidazole. Subsequently, the
patient was determined to be pregnant. No problems were reported. The patient's last menstrual period was reported as the end of June 2007. The patient was
examined in the office. On 20-SEP-2007 the patient had a spontaneous abortion approximately "10 to 12 weeks" from the last menstrual period. The methods
of conception were not examined. During the pregnancy the patient had Trichomonas which was treated with metronidazole 500mg, two times a day for 7 days.
The treatment was started on 24-JUL-2007 and 20-SEP-2007. On 24-SEP-2007 an ultrasound was performed due to bleeding and the results showed empty
gestational sac versus an embryonic pregnancy implying that an early spontaneous abortion was in progress. The patient had one previous pregnancy that
resulted in an elective termination. At the time of the report, the patient's outcome was unknown. No product quality complaint was involved. Upon internal
review spontaneous abortion was considered to be an other important medical event. Additional information is not expected.

Symptom Text:

ferrous sulfate 325 mg; metronidazole 500 mg; metronidazole 500 mg; vitamins (unspecified)Other Meds:
Lab Data:
History:

Pregnancy NOS (LMP=Unknown) Anaemia; Vaginitis trichomonalPrex Illness:

ultrasound 09/24/07 reason-bleeding result-empty gestational sac vs. an embryonic pregnancy implying early spontanoeus, urine beta-human
Termination of pregnancy-elective

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

298810-1

06-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Anaemia, Blighted ovum, Drug exposure during pregnancy, Haemorrhage

 ER VISIT, NOT SERIOUS

Other Vaccine
05-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0525U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5929
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Dec-2007
Vaccine Date

05-Dec-2007
Onset Date

1
Days

13-Dec-2007
Status Date

SC
State Mfr Report Id

Bilateral hand swelling approximately 24 hours after Gardasil injection.Symptom Text:

Zithranycin 11/28-12/02/07, sudafedOther Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

298821-1

14-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Oedema peripheral

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
05-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1522U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5930
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Jul-2007

Vaccine Date
24-Jul-2007
Onset Date

0
Days

13-Dec-2007
Status Date

MD
State Mfr Report Id

Fever with 1st vaccine. Fever and c/o difficulty breathing during the night vaccine had been given. No medical attention was sought.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

298828-1

14-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dyspnoea, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
05-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0523U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 5931
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
07-May-2008
Status Date

SC
State

WAES0709USA04607
Mfr Report Id

Information has been received from a registered nurse concerning a female (age unknown), who, on an unspecified date, was vaccinated intramuscularly with a
0.5mL dose of Gardasil. Subsequently, the patient fainted about 10 minutes after the vaccination. No other symptoms were noted. The patient was seen at the
office. At the time of the report, the patient's outcome was unknown. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298832-1

08-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5932
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Feb-2007
Vaccine Date

Unknown
Onset Date Days

07-May-2008
Status Date

--
State

WAES0709USA04609
Mfr Report Id

Information has been received from a nurse practitioner concerning a 20 year old female with no medical history, who on 26-FEB-2007 was vaccinated
intramuscularly with a 0.5mL first dose of Gardasil (Lot# "02430"). Concomitant therapy included hormonal contraceptives (unspecified). Subsequently, the
patient developed deep pigmentation. On 03-MAY-2007 the patient was vaccinated with a second dose of Gardasil (Lot# "02434"). Subsequently, the patient
developed more deep pigmentation. On 04-SEP-2007 the patient was vaccinated with a third dose of Gardasil (Lot# 658558/1061U). Subsequently, the patient
again developed more deep pigmentation. The patient sought unspecified medical attention. No laboratory diagnostics were performed. At the time of the
report, the patient had not recovered. No product quality complaint was involved. This report is 1 of 2 reports received from the same source. Additional
information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

298833-1

08-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pigmentation disorder

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5933
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Sep-2007
Vaccine Date

27-Sep-2007
Onset Date

1
Days

07-May-2008
Status Date

CA
State

WAES0709USA04613
Mfr Report Id

Information has been received from a registered nurse concerning a 12 year old female who in July 2007, was vaccinated with a 0.5mL first dose of Gardasil.
The patient experienced no problems after the first dose. On 26-SEP-2007 the patient was vaccinated with a second dose of Gardasil. On 27-SEP-2007 the
patient experienced pain at the injection site, dizziness, and "wobbly legs." The patient was instructed to lie down, rest, and call the office with an update on her
condition later in the day on 27-SEP-2007. The patient called the office. At the time of the report, the patient had not recovered. No product quality complaint
was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

298834-1

08-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Dizziness, Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5934
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
07-May-2008
Status Date

FL
State

WAES0709USA04618
Mfr Report Id

Information has been received from a physician concerning a female (age unknown), who, on an unspecified date, was vaccinated intramuscularly with a dose
of Gardasil. Subsequently, about one and a half months after the vaccination the patient experienced muscle cramps in the back of the leg (unknown whether
one or both legs). The patient visited the after-hours clinic for unspecified reasons. At the time of the report, the patient's outcome was unknown. No product
quality complaint was involved. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298835-1

08-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Muscle spasms

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5935
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Aug-2007
Vaccine Date

01-Aug-2007
Onset Date

0
Days

07-May-2008
Status Date

--
State

WAES0709USA04640
Mfr Report Id

Information has been received from a female consumer, via a company representative, who in approximately August 2007 ("six to eight weeks ago"), was
vaccinated in the upper quadrant of the arm, with a dose of Gardasil (lot # not provided). On the day of vaccination, she experienced numbness and discomfort
on her whole right arm, and was not able to use her arm. After two days, she recovered. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298836-1

08-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Discomfort, Hypoaesthesia, Injected limb mobility decreased, Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5936
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Sep-2007
Vaccine Date

10-Sep-2007
Onset Date

7
Days

07-May-2008
Status Date

--
State

WAES0709USA04690
Mfr Report Id

Information has been received from a registered nurse concerning a 15 year old female with no medical history or allergies, who on 03-SEP-2007 was
vaccinated with a first dose of Gardasil. Concomitant therapy included hormonal contraceptives (unspecified). Approximately one week later, the patient
experienced a fast heart beat, dizziness and pain in her chest. No medical attention was sought. No laboratory diagnostic studies were performed. At the time
of this report, the patient had not recovered. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

298837-1

08-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Chest pain, Dizziness, Heart rate increased

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5937
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Sep-2007
Vaccine Date

14-Sep-2007
Onset Date

0
Days

07-May-2008
Status Date

DE
State

WAES0709USA04710
Mfr Report Id

Information has been received from a nurse, via company representative, concerning a female patient (age not specified), who on approximately 14-SEP-2007
("two weeks ago") was vaccinated IM with the first dose, 0.5 ml, of Gardasil (lot # not specified). There was no concomitant medication. On the day of
vaccination, the patient called the physician and stated she had a small rash on her chest, about the size of a quarter. Treatment was not specified. At the time
of this report, the outcome of the event was unknown. No further information was available. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298838-1

08-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5938
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
27-Sep-2007
Onset Date Days

07-May-2008
Status Date

CA
State

WAES0709USA04712
Mfr Report Id

Information has been received from a Registered Nurse (R.N.) concerning a female patient who was vaccinated with a dose of Gardasil. The nurse reported
that on 27-SEP-2007 the patient experienced heavy menstrual bleeding. The patient's heavy menstrual bleeding persisted. No further information was
available. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298839-1

08-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Menorrhagia

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5939
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Aug-2007
Vaccine Date

01-Aug-2007
Onset Date

0
Days

07-May-2008
Status Date

--
State

WAES0709USA04736
Mfr Report Id

Information has been received from a 22 year old female patient with penicillin allergy who in August 2007, was vaccinated with a first dose of Gardasil. On 24-
SEP-2007 she received the second dose of Gardasil. Concomitant therapy included ORTHO-NOVUM. The patient called and reported "experiencing redness
and severe pain at the injection site, vomiting, nausea, chills, dehydration and fever after receiving her first and second dose of Gardasil. The adverse
experiences were more severe after the second dose". No further information was available. The patient had not recovered as of this report day. Additional
information will be requested.

Symptom Text:

ORTHO-NOVUMOther Meds:
Lab Data:
History:

Penicillin allergyPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

298840-1

08-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Chills, Dehydration, Injection site erythema, Injection site pain, Nausea, Pyrexia, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5940
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Sep-2007
Vaccine Date

06-Sep-2007
Onset Date

0
Days

07-May-2008
Status Date

--
State

WAES0710USA00004
Mfr Report Id

Information has been received from a health professional concerning a 25 year old female who on 06-SEP-2007 was vaccinated with Gardasil (yeast, lot #
658556/1060U) in her right deltoid. Concomitant therapy included oral contraceptive (therapy unspecified). When the patient received her first dose of Gardasil,
she experienced a rash. The rash was described as a red, blotchy area on her chest that covered an area of approximately 3-5 inches. The rash did not itch or
spread. Medical attention was sought, the patient called the office. As of 27-SEP-2007 the outcome was unknown. Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

298841-1

08-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash erythematous, Rash macular

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1060U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5941
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Aug-2007
Vaccine Date

14-Aug-2007
Onset Date

0
Days

07-May-2008
Status Date

--
State

WAES0710USA00013
Mfr Report Id

Information has been received from a pharmacist, concerning his 16 year old daughter who on 14-AUG-2007 was vaccinated with the first dose of Gardasil (lot
# not provided). There was no concomitant medication. In August 2007, "within the first 14 days" after the vaccination, she experienced diarrhea, that initially
occurred up to 6 times daily. A stool culture was done and was negative (date not specified). At the time of this report, his daughter had not recovered, with
diarrhea continued at up to 3 episodes daily. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

stool culture ?/?/07 negative
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

298842-1

03-Jun-2008
VAX Detail:

Last Edit Date

Seriousness:

 Diarrhoea

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5942
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Aug-2007
Vaccine Date

06-Sep-2007
Onset Date

7
Days

07-May-2008
Status Date

SD
State

WAES0710USA00018
Mfr Report Id

Information has been received from a nurse concerning a 15 year old female who on 30-AUG-2007 was vaccinated with Gardasil (Lot # 657617/0384U). The
nurse reported that the physician had a patient who developed a 6 inch red, swollen area to her left arm below the injection site, after her first immunization with
Gardasil. The site was not painful or warm to the touch. Subsequently, the patient recovered. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

298843-1

08-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0384U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5943
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Jul-2007

Vaccine Date
26-Jul-2007
Onset Date

0
Days

07-May-2008
Status Date

FL
State

WAES0710USA00024
Mfr Report Id

Information has been received from a registered nurse concerning a 19 year old female who on 26-JUL-2007 was vaccinated with Gardasil (lot # 0469U).
Concomitant therapy included LOESTRIN 21). The nurse reported that a patient experienced generalized achiness for 5 days after administration of her first
dose of Gardasil

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

298844-1

08-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pain

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0469U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5944
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
07-May-2008
Status Date

--
State

WAES0710USA00040
Mfr Report Id

Information has been received from a physician's assistant, via a company representative, concerning a 16 year old female patient, who on an unspecified date
was vaccinated with a dose of Gardasil (lot # not specified), and fainted. No further information was available. This is one of two reports received from the same
source (WAES#0710USA00631). Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

298845-1

08-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5945
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jul-2007

Vaccine Date
Unknown

Onset Date Days
07-May-2008
Status Date

PA
State

WAES0710USA00098
Mfr Report Id

Information has been received from a physician concerning a female who in July 2007 received her second dose of Gardasil. The physician reported the
patient experienced swelling in her feet, legs and abdomen which was characterized as "pitting edema." The physician reported the patient's edema was
increasing weekly. The patient also experienced bloating and a decreased appetite. As of 28-SEP-2007, the patient was not recovered. Additional information
has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298846-1

08-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal distension, Decreased appetite, Oedema peripheral, Pitting oedema

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5946
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Sep-2007
Vaccine Date

30-Sep-2007
Onset Date

1
Days

12-Dec-2007
Status Date

--
State

WAES0710USA00112
Mfr Report Id

Information has been received from a physician concerning an 18 year old female who on 29-SEP-2007 was vaccinated with her third dose of Gardasil. On 30-
SEP-2007, the patient developed a fever, vomiting, throat swelling and arthralgias. The physician indicated that the patient had the same non-severe reaction
to the previous two vaccinations (dates unspecified). Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

298847-1

12-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Pharyngeal oedema, Pyrexia, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5947
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Sep-2007
Vaccine Date

10-Sep-2007
Onset Date

0
Days

12-Dec-2007
Status Date

NJ
State

WAES0710USA00134
Mfr Report Id

Information has been received from a physician concerning an 18 year old female with an allergy to sulfa and a history of lightheadedness, nausea, sweating
and headache (but, not related to vaccination), who on 10-SEP-2007 was vaccinated with the first dose of Gardasil (Lot# 658560/1062U) in the left deltoid IM.
Concomitant therapy included meningococcal vaccine (unspecified). Within a minute of the vaccine, the patient experienced lightheadedness, nausea,
sweating and headache. The patient's blood sugar was 101, blood pressure was 110/70 and pulse rate was 64. The patient waited in the office for 20 minutes,
felt better and went home recovered. The patient was seen in the office 2 days later and was fine. Additional information has been requested.

Symptom Text:

meningococcal vaccineOther Meds:
Lab Data:
History:

Sulfonamide allergyPrex Illness:

blood pressure 09/10/07 110/7; blood glucose 09/10/07 101; total heartbeat count 09/10/07 65
Lightheadedness; Nausea; Sweating; Headache

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

298848-1

12-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Headache, Hyperhidrosis, Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1062U Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Aug-2007
Vaccine Date

21-Aug-2007
Onset Date

0
Days

12-Dec-2007
Status Date

--
State

WAES0710USA00171
Mfr Report Id

Information has been received from the mother of an 18 year old female who on 21-DEC-2006 was vaccinated with the first dose of Gardasil, the second dose
on 27-FEB-2007, and the third dose on 19-JUL-2007. On 21-AUG-2007 the patient inadvertently received a fourth dose of Gardasil. After receiving the fourth
dose, the patient developed acne on her face. As of 28-SEP-2007 the patient had not recovered. The patient's twin sister also received 4 doses of Gardasil and
developed acne on her face (WAES0710USA00553). Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

298849-1

12-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Acne, Inappropriate schedule of drug administration

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 3 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Dec-2007
Status Date

KS
State

WAES0710USA00228
Mfr Report Id

Information has been received from a licensed practical nurse concerning a "couple" patients who were vaccinated with the Gardasil. Subsequently, the
patients said that their arms hut when vaccinated with Gardasil. No additional information regarding these other patients was available. The LPN also provided
information regarding another patient's experience with Gardasil (WAES#0709USA01895) and "some" patients' experience with Gardasil
(WAES#0710USA00229). Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298850-1

12-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5950
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Aug-2007
Vaccine Date

01-Sep-2007
Onset Date

4
Days

12-Dec-2007
Status Date

NY
State

WAES0710USA00231
Mfr Report Id

Information has been received from a registered nurse concerning a 13 year old female with no drug allergies and with a history of influenza immunisation on
22-SEP-2007 who on 28-AUG-2007 was vaccinated intramuscularly with a first 0.5 mL dose of Gardasil (Lot # 658556/1060U). "A few days after vaccination",
the patient developed joint pain, headache, numbness in face and malaise. The patient sought unspecified medical attention. No laboratory diagnostic studies
were performed. At the time of this report, the patient had not recovered. No product quality complain was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
influenza immunisation

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

298851-1

12-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Headache, Hypoaesthesia facial, Malaise

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1060U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5951
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Dec-2007
Status Date

--
State

WAES0710USA00362
Mfr Report Id

Information has been received from a medical assistant concerning a patient who was vaccinated with a dose of Gardasil. Subsequently, the patient presented
with a welt at the injection site. At the time of this report, the patient's outcome was unknown. This is one of 2 reports from the same source. Additional
information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298852-1

12-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site urticaria, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5952
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Aug-2007
Vaccine Date

21-Aug-2007
Onset Date

0
Days

12-Dec-2007
Status Date

--
State

WAES0710USA00553
Mfr Report Id

Information has been received from the mother of an 18 year old female who on 21-DEC-2006 was vaccinated with the first dose of Gardasil, the second dose
of Gardasil, the second dose on 27-FEB-2007, and the third dose on 19-JUL-2007. On 21-AUG-2007 the patient inadvertently received a fourth dose of
Gardasil. After receiving the fourth dose, the patient developed acne on her face. As of 28-SEP-2007 the patient had not recovered. The patient's twin sister
also received 4 doses of Gardasil and developed acne on her face (WAES0710USA00171). Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

298854-1

12-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Acne, Inappropriate schedule of drug administration

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 3 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5953
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Dec-2007
Status Date

--
State

WAES0710USA00631
Mfr Report Id

Information has been received from a physician's assistant, via a company representative, concerning a patient (age and gender not specified), who on an
unspecified date was vaccinated with a dose of Gardasil (lot # not specified), and fainted. No further information was available. This is one of two reports
received from the same source (WAES#0710USA00040). Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298855-1

12-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5954
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Dec-2007
Status Date

NY
State

WAES0710USA00703
Mfr Report Id

Information has been received from a licensed practical nurse (LPN) concerning patients who on an unspecified date were vaccinated by injection with the
second dose of Gardasil. The nurse reported that after the patients received the second dose, the patients had experienced burning and muscle tightness. The
burning and muscle tightness lasted for about five minutes and then it went away. There was no redness or swelling. The nurse said that they used a different
arm from the first injection of Gardasil. Attempts are being made to obtain additional identifying information to distinguish the individual patients mentioned in
this report. Additional information will be provided if available. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298856-1

13-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Burning sensation, Muscle tightness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5955
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Dec-2007
Status Date

CA
State

WAES0710USA01035
Mfr Report Id

Information has been received from a physician concerning a female was vaccinated IM with a first dose of Gardasil. The physician mentioned that the patient
fainted after the injection without any complication. Patient decided not to continue with the series. The patient recovered. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298857-1

13-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5956
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Dec-2007
Status Date

--
State

WAES0710USA01073
Mfr Report Id

Information has been received from a nurse practitioner concerning a female (age unknown), who on three unspecified dates was vaccinated with a dose of
Gardasil. Subsequently, after each dose the patient developed deep pigmentation. At the time of the report, the patient's outcome was unknown. This report is
1 of 2 reports received from the same source. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298858-1

12-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pigmentation disorder

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5957
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Dec-2007
Status Date

NY
State

WAES0710USA01089
Mfr Report Id

Information has been received from a physician concerning a patient who was vaccinated with a dose of Gardasil. It was reported that the patient developed a
sore throat. At this reporting time the patient's outcome is unknown.  No further information is available.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298859-1

12-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pharyngolaryngeal pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5958
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
M

Gender
04-Sep-2007
Vaccine Date

07-Sep-2007
Onset Date

3
Days

26-Dec-2007
Status Date

CA
State

WAES0709USA01558
Mfr Report Id

Information has been received from a physician concerning a 23 year old female with a history of being seen in the emergency room with "IUD pregnancy
terminated" on 27-AUG 2007. On 04-SEP-2007, the patient was vaccinated with HPV rL1 6 11 16 18 VLP vaccine (yeast) 0.5ml (# of doses not reported).
Concomitant therapy was unspecified. On 04-SEP-2007, the patient was given a prescription to fill for medroxyprogesterone acetate (PROVERA) and ibuprofen
(MOTRIN) at the same visit that the HPV rL1 6 11 16 18 VLP vaccine (yeast) was administered. It was unknown if the prescriptions were taken by the patient.
On 07-SEP-2007, the patient experienced loss of feelings in her extremities and weakness that progressed until she was examined in the emergency room. On
07-SEP-2007, the patient was hospitalized for possible Guillain-Barre syndrome. The patient had a magnetic resonance imaging performed that was being
evaluated. At the time of reporting the patient had not recovered and was in the intensive care unit. The reporting physician felt that the event was serious
(Other Important Medical Event), immediately life-threatening, required hospitalization and was disabling. Additional information has been requested.  12/18/07-
records received for DOS 9/10-9/28/07- DC DX:  Guillain-Barre syndrome, quadriparesis, improving at time of discharge. Decreased mobility in self care.
pregnancy has resolved. Urinary tract infection. See in ED wit 2 day history of weakness started in fingers/hands and leg pains. Difficulty walking, can not get
up wlk or move legs and arms. Short of breath when she tries to talk.  PE: reflexes absent in both lower and upper extremities.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
12/18/07-records received-Vaginal bleed for 2 weeks after IUD placement. History of diarrhea one week ago which remained for 3 dPrex Illness:

Magnetic resonance 09/07/07 results not reported 12/18/07-records received-Labs: lymphs 51.2, mono 11.6, sed rate 25. Urinalysis WBC 188, RBC 27, e. coli.
Pregnancy test positive. CSF protein 56, culture negative.
Pregnancy termination. 12/18/07-records received-HX cervical cancer 6 years ago.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

298860-1 (S)

26-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Activities of daily living impaired, Areflexia, Dyspnoea, Guillain-Barre syndrome, Hypoaesthesia, Intensive care, Muscular weakness, Quadriplegia, Sensory
loss, Urinary tract infection

 ER VISIT, HOSPITALIZED, LIFE THREATENING, PERMANENT DISABILITY, SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5959
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Dec-2007
Status Date

NY
State

WAES0710USA01090
Mfr Report Id

Information has been received from a physician concerning a patient who was vaccinated with a dose of Gardasil. It was reported that the patient developed an
upper respiratory tract infection. At this reporting time the patient's outcome is unknown. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298861-1

12-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Upper respiratory tract infection

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5960
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Sep-2007
Vaccine Date

05-Sep-2007
Onset Date

0
Days

12-Dec-2007
Status Date

NH
State

WAES0710USA01399
Mfr Report Id

Information has been received from a Registered Nurse (R.N.) concerning a female patient with penicillin allergy who on 05-SEP-2007 was vaccinated IM into
the right arm with a first dose of Gardasil lot #658558/1061U. The nurse reported that post vaccination patient went to the waiting room and fainted. She got
cold compress and they took her blood pressure which was normal. She was monitored in the waiting room for 15 to 20 minutes. The patient recovered. This
report is one of the two reports from the same reporter. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Penicillin allergyPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298862-1

12-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1061U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5961
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Dec-2007
Status Date

IL
State

WAES0710USA02154
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated in the past 3 month with a dose of Gardasil. Subsequently the patient
experienced fainted. Medical attention was sought. The patient's outcome was unknown. Follow up information indicated there were 6 patients who after
vaccination with a dose of Gardasil fainted and none of them needed resuscitation. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298864-1

12-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5962
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Dec-2007
Status Date

IL
State

WAES0710USA02155
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated in the past 3 month with a dose of Gardasil. Subsequently the patient
experienced fainted. Medical attention was sought. The patient's outcome was unknown. Follow up information indicated there were 6 patients who after
vaccination with a dose of Gardasil fainted and none of them needed resuscitation. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298865-1

12-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5963
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Dec-2007
Status Date

IL
State

WAES0710USA02156
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated in the past 3 month with a dose of Gardasil. Subsequently the patient
experienced fainted. Medical attention was sought. The patient's outcome was unknown. Follow up information indicated there were 6 patients who after
vaccination with a dose of Gardasil fainted and none of them needed resuscitation. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298866-1

12-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5964
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Dec-2007
Status Date

IL
State

WAES0710USA02157
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated in the past 3 month with a dose of Gardasil. Subsequently the patient
experienced fainted. Medical attention was sought. The patient's outcome was unknown. Follow up information indicated there were 6 patients who after
vaccination with a dose of Gardasil fainted and none of them needed resuscitation. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298867-1

12-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5965
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Dec-2007
Status Date

IL
State

WAES0710USA02158
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated in the past 3 months with a dose of Gardasil. Subsequently the
patient experienced fainted. Medical attention was sought. The patient's outcome was unknown. Follow up information indicated there were 6 patients who after
vaccination with a dose of Gardasil fainted and none of them needed resuscitation. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298868-1

13-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 5966
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Dec-2007
Status Date

WA
State

WAES0710USA02511
Mfr Report Id

Information has been received from a nurse concerning several (3-4) female patients who on an unspecified date were vaccinated in the first dose of Gardasil
(Lot # not reported). The nurse reported that a few minutes after receiving the vaccination the patients had "near fainting episodes". The patients had recovered
from the events. She stated that she works in a large clinic and they have now made it a policy to observe the patients for 20 to 30 post vaccination. Additional
information has been requested.

Symptom Text:

MenactraOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298869-1

12-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Presyncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5967
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Sep-2007
Vaccine Date

Unknown
Onset Date Days

12-Dec-2007
Status Date

OR
State

WAES0710USA02513
Mfr Report Id

Information has been received from a physician concerning a female who on approximately 13-SEP-2007 was vaccinated with Gardasil (Lot # not reported).
Subsequently post vaccination the patient fainted. Subsequently, the patient recovered after about 20 minutes. Unspecified medical attention was sought.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298870-1

12-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5968
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Sep-2007
Vaccine Date

Unknown
Onset Date Days

12-Dec-2007
Status Date

OR
State

WAES0710USA02514
Mfr Report Id

Information has been received from a physician concerning a female who on approximately 13-SEP-2007 was vaccinated with Gardasil (Lot #not reported).
Subsequently post vaccination the patient fainted. Subsequently, the patient recovered after about 20 minutes. Unspecified medical attention was sought.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298871-1

12-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5969
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
13-Sep-2007
Vaccine Date

Unknown
Onset Date Days

12-Dec-2007
Status Date

--
State

WAES0710USA02515
Mfr Report Id

Information has been received from a physician concerning a female who on approximately 13-SEP-2007 was vaccinated with Gardasil (Lot # not reported).
Subsequently post vaccination the patient fainted. Subsequently, the patient recovered after about 20 minutes. Unspecified medical attention was sought.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

298872-1

12-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Oct-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 5970
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Jul-2007

Vaccine Date
01-Sep-2007
Onset Date

38
Days

17-Dec-2007
Status Date

TN
State Mfr Report Id

Patient reports 3 month history of bilateral eye inflammation and decreased vision of unknown etiology since 9/07. Patient had Gardasil on 7/25/07 and 9/26/07.
Currently, she is off work and unable to drive. She is being followed by a neurologist and opthalmologist. 12/26/07-records received for 11/8/07-Eye
inflammation, off work for 2 months secondary to decreased vision, 1/14/08-records received-DX: papilledema and panuveitis. Began in right eye and then left
eye. C/O progressive vision changes and eye burning.

Symptom Text:

Other Meds:
Lab Data:

History:
NoPrex Illness:

Patient is followed by her neurologist and opthalmologist. I'm unclear as to all the testing she has had by these physicians. 12/26/07-records received-CT scan
and lumbar puncture negative.  1/14/08-records received-Labs: T3 total 209.9,
NKDA. Patient has history of sacroiliatis and dysplasia of cervix

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

298910-1

16-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Activities of daily living impaired, Eye inflammation, Eye irritation, Papilloedema, Uveitis, Visual acuity reduced

 ER VISIT, NOT SERIOUS

Other Vaccine
06-Dec-2007

Received Date

Bilateral eye inflammation~HPV (Gardasil)~2~22~In PatientPrex Vax Illns:

HPV4 MERCK & CO. INC. 0530U 1 Gluteous maxima Intramuscular



10 JUN 2008 06:27Report run on: Page 5971
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Nov-2007
Vaccine Date

20-Nov-2007
Onset Date

0
Days

13-Dec-2007
Status Date

AL
State Mfr Report Id

Patient was given HPV #3.  Right arm today, complained of pain.  Stated she felt dizzy, tried to get patient to lie down.  Stated she felt better, walked out of
room, fell forward, cold, clammy.  Blood pressure 120/80 immediately.  Pox 1007, pulse 103-124.  Stated had headache today.  RBS done 127.  Mother states
patient's blood pressure has been up with headache.  170/95 per mother.  Eye doctor called for visit, stated she got pale and weak on days of appointment.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Headache then nonePrex Illness:

HPV given 1600
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

298923-1

14-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Blood pressure increased, Cold sweat, Dizziness, Fall, Headache, Nasopharyngitis, Pain, Pallor

 ER VISIT, NOT SERIOUS

Other Vaccine
06-Dec-2007

Received Date

Prex Vax Illns:

HPV4HPV4 MERCK & CO. INC. 0384U 2 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 5972
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Nov-2007
Vaccine Date

26-Nov-2007
Onset Date

0
Days

17-Dec-2007
Status Date

AZ
State Mfr Report Id

Syncopal episode, eyes rolled back, 2 tonic clonic jerks and then awake and alert. Episode lasting 30-40 seconds.Symptom Text:

Other Meds:
Lab Data:
History:

Strep pharyngitisPrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

298947-1

17-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Gaze palsy, Syncope, Tonic clonic movements

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
06-Dec-2007

Received Date

Prex Vax Illns:

MNQ
FLU
HPV4

SANOFI PASTEUR
SANOFI PASTEUR
MERCK & CO. INC.

2378BA
U2461DA
0928U

0
3
0

Left arm
Left arm

Right arm

Unknown
Unknown
Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Aug-2007
Vaccine Date

25-Sep-2007
Onset Date

28
Days

13-Dec-2007
Status Date

SC
State Mfr Report Id

9/25/07 - Patient developed falling when walking on left foot.  9/26/07 - Patient saw doctor - diagnosis given foot drop.  9/27/07 - Patient saw doctor - diagnosis
Parsonage Turner Syndrome.  10/17/07 - Patient saw doctor, better but not 100% recovered. 12/18/07-records received for DOS 9/4/07-C/O injury to anke and
tendinitis of her peroneal tendons on the right. Visit 9/26/07-Day prior to visit felt a pop in her foot and since then inabiity to raise the toes, some swelling and
bruising in leg. Numbness down in her foot. DX: Spontaneous peroneal nerve injury left leg. PE: footdrop which is incomplete and partial. Visit 9/28/07-Antalgic
gait consistent with footdroop and 3/5 tenderness and weakness. DX: Viral peroneal nerve-parsonage-turner syndrome. Visit 10/17/07-Regaining full strength.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Right ankle pain, well child visit 12/18/07-ankle injury 9/4/07-Prex Illness:

X-rays

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

298951-1

19-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Contusion, Fall, Gait disturbance, Hypoaesthesia facial, Muscular weakness, Neuralgic amyotrophy, Oedema peripheral, Peroneal nerve injury, Peroneal nerve
palsy, Tendonitis

 ER VISIT, NOT SERIOUS

Other Vaccine
06-Dec-2007

Received Date

Prex Vax Illns:

TDAP
MNQ
HPV4

SANOFI PASTEUR
SANOFI PASTEUR
MERCK & CO. INC.

CZ638AA
U2394BA
0929U

0
0
1

Left arm
Unknown
Right arm

Intramuscular
Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Nov-2007
Vaccine Date

26-Nov-2007
Onset Date

0
Days

17-Dec-2007
Status Date

VT
State Mfr Report Id

stiff neck within 12 hr-redness-swelling-hot itchy x 24 hrSymptom Text:

NoneOther Meds:
Lab Data:
History:

PharyngitisPrex Illness:

None
Bactrim-Rash

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

298953-1

17-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug hypersensitivity, Erythema, Musculoskeletal stiffness, Pruritus, Rash, Skin warm, Swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
06-Dec-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2386BA
0525U

0
0

Left arm
Right arm

Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Nov-2007
Vaccine Date

21-Nov-2007
Onset Date

0
Days

13-Dec-2007
Status Date

OH
State Mfr Report Id

Syncope with questionable brief (seconds) seizure that resolved in 10-15 seconds total. Patient rested in office for 15-20 min and drank some water. Had
normal vital signs after event. She passed out 15 min after injection.

Symptom Text:

MultivitaminOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

298960-1

13-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Loss of consciousness, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
06-Dec-2007

Received Date

Prex Vax Illns:

HPV4
FLUN

MERCK & CO. INC.
MEDIMMUNE VACCINES, INC.

15224
500492P

1
0

Left arm
Unknown

Intramuscular
Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Nov-2007
Vaccine Date

16-Nov-2007
Onset Date

1
Days

13-Dec-2007
Status Date

WI
State Mfr Report Id

11/23 1 wk of itching rash started <24 hours after immunizations, tried Xyzal for itch (papular rash).  11/26 No success with Xyzal, changed to Prednisone 40mg
BID tapered close for 10 days (papular firm rash) not hives.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
NKA

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

298961-1

07-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Induration, Rash papular, Rash pruritic

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
06-Dec-2007

Received Date

Prex Vax Illns:

MNQ
HPV4
FLU

SANOFI PASTEUR
MERCK & CO. INC.
SANOFI PASTEUR

U2426AA
1265U
U2479AA

0
0
0

Right arm
Left arm

Right arm

Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 5977
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Nov-2007
Vaccine Date

02-Dec-2007
Onset Date

2
Days

14-Dec-2007
Status Date

--
State Mfr Report Id

Patient is a 21 yr old hispanic female was given the Gardasil vaccine on Right arm on Friday Nov 30, 2007 at 2:30 p.m. She reports mild fever was given Two
Advils P.O. On Sat Dec 1, 2007, she reports mild headache and mild coughing no meds taken at this point. On Sunday Dec 2, 2007 she reports mild ongoing
coughing with mild rash on body she reports no meds taken. On Monday Dec 3, 2007 she reports swollen hands with lid edema on right leg and a moderate
rash on body. At this point she took Benadryl 2 tablets P.O. every 4 hours, with plenty of liquids.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

none
Hx of smoking, mild social alcohol use, no liver problems, one pregnancy, no children, no known allergies.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

298978-1

14-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cough, Headache, Oedema peripheral, Pyrexia, Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
06-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Dec-2007
Vaccine Date

05-Dec-2007
Onset Date

0
Days

14-Dec-2007
Status Date

PA
State Mfr Report Id

Vasovagal reaction with hypotension and bradycardia and decreased consciousness.Symptom Text:

Synthroid 25mgOther Meds:
Lab Data:
History:

NonePrex Illness:

Monitoring vital signs
Hashimoto Thyroiditis

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

298983-1

14-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Bradycardia, Depressed level of consciousness, Hypotension, Syncope vasovagal

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
06-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1522U 0 Right arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Nov-2007
Vaccine Date

03-Dec-2007
Onset Date

3
Days

14-Dec-2007
Status Date

NJ
State Mfr Report Id

4 cm by 2 cm induration on left upper armSymptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

298986-1

14-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Induration

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
06-Dec-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
HEPA

MERCK & CO. INC.
MERCK & CO. INC.
MERCK & CO. INC.

15064
1266U
1259U

1
0
0

Left arm
Right arm
Right arm

Unknown
Unknown
Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Jul-2007

Vaccine Date
23-Jul-2007
Onset Date

0
Days

10-Dec-2007
Status Date

--
State

WAES0709USA00106
Mfr Report Id

Initial and follow up information has been received via the Merck pregnancy registry, from a physician's assistant (PA), concerning a female patient (birthdate
invalid; age previously reported as age 11), with a drug hypersensitivity to DEPAKOTE and no previous pregnancies, who had her LMP on 19-JUN-2007, and
on 23-JUL-2007 was vaccinated IM with the first dose, 0.5 ml, of Gardasil (Lot # 654885/1424F). Concomitant therapy included ORTHO TRI-CYCLEN.
Following the vaccination (date not specified) the patient had a positive urine pregnancy test confirming that she was pregnant (estimated date of delivery was
25-MAR-2008). Follow up information received from the PA reported that on approximately 13-NOV-2007 ("21 weeks from LMP"), the patient experienced the
death/stillbirth of her fetus (details not provided). It was unknown if the fetus was normal, or if the products of conception were examined. The sex of the fetus
was not reported. The PA noted that the patient had a blood type of Rh negative (type A-), and the paternal blood type was Rh positive. No further details were
provided. The PA added that the patient had married and moved (address not provided). The patient sought unspecified medical attention. Additional
information is not expected.

Symptom Text:

Ortho tri-cyclenOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 6/19/2007); Drug hypersensitivity; Contraception; Rhesus antibodies negativePrex Illness:

urine beta-human - pregnant

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

299028-1

10-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Stillbirth

 ER VISIT, NOT SERIOUS

Other Vaccine
07-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1424F 0 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Oct-2007
Vaccine Date

31-Oct-2007
Onset Date

0
Days

10-Dec-2007
Status Date

IL
State

WAES0711USA06529
Mfr Report Id

Information has been received from a physician and healthcare worker concerning a 23 year old female who on 31-OCT-2007 was vaccinated with a first dose
of Gardasil (Lot #658560/1062U). Concomitant therapy included ORTHO TRI-CYCLEN. On 31-OCT-2007 the patient experienced severe nausea, migraines,
dizziness and "breakthrough bleeding". The physician was going to double the dose of the ORTHO TRI-CYCLEN for 3-4 days. There was no laboratory or
diagnostic tests performed. Subsequently, the patient recovered from severe nausea, migraines and dizziness, but had been spotting for a month. Upon
internal review, nausea, dizziness, breakthrough bleeding and migraines were considered to be other important medical events. Additional information has
been requested.

Symptom Text:

Ortho tri-cyclenOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

299029-1

10-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Metrorrhagia, Migraine, Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
07-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1062U 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
01-Oct-2007
Onset Date Days

10-Dec-2007
Status Date

FR
State

WAES0712AUS00006
Mfr Report Id

Information has been received from a consumer, via CSL as part of a business agreement concerning a 26 year old female who in June or July 2007 was
vaccinated with her first dose of Gardasil. Subsequently, the patient was vaccinated with her second dose of Gardasil (date not reported). Concomitant therapy
included DIANE. In October 2007, the patient experienced pain which began waking her up at night and she was unable to walk. subsequently, an ultrasound
revealed clots, not deep vein clots in her left leg from ankle to groin. The patient was admitted to hospital and treated with CLEXANE and thromboembolic
disease stockings (TEDS). At the time of reporting the patient was on therapy with warfarin. Additional information has been requested.

Symptom Text:

cyproterone acetate/ethinyl estradiol, 2003 - Unk; warfarinOther Meds:
Lab Data:
History:
Prex Illness:

ultrasound 01Oct07 Comment: clots in left leg from groin to ankle
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

299030-1 (S)

10-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abasia, Pain, Sleep disorder, Thrombosis

 HOSPITALIZED, SERIOUS

Other Vaccine
07-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Jul-2007

Vaccine Date
25-Jul-2007
Onset Date

0
Days

10-Dec-2007
Status Date

FR
State

WAES0712AUS00007
Mfr Report Id

Information has been received from a health professional via CSL, as part of a business agreement, concerning a 14 year old female with epilepsy but who was
non-medicated as she has had reactions to various medications, according to her mother. In 2007 the patient was vaccinated with her first dose of Gardasil
[date not reported]. Subsequently the patient experienced a "reaction". On 25-JUL-2007 the patient was vaccinated with her second dose of Gardasil (Lot No.
655743/0313U, Batch No. J1022, expiry date 08-AUG-2009). Four hours after vaccination, the patient developed exacerbation of seizures. No treatment was
required. The patient's reaction after her first dose was described as not being as bad as the second reaction. On 07-AUG2007 the patient was unable to keep
an appointment with her neurologist, as she felt unwell. Upon internal review, exacerbation of seizures was considered to be an other important medical event.
Information was received on 04-DEC-2007 which pertained to events that occurred two weeks following the patient's second vaccination with Gardasil. This
information contained the following adverse experiences: feeling unwell, vomiting, diarrhoea, paralysis of legs (onset date of 07-AUG-2007 for all symptoms).
Additional information is not expected. The records of testing prior to release of the lot in question have been rechecked and found to be satisfactory. The lot
met the requirements and was released by the regulatory agency.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

EpilepsyPrex Illness:

Unknown
Drug hypersensitivity

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

299031-1

10-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Condition aggravated, Convulsion, Diarrhoea, Diplegia, Malaise, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
07-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0313U 1 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Jun-2007
Vaccine Date

07-Oct-2007
Onset Date

110
Days

10-Dec-2007
Status Date

NH
State

WAES0712USA01135
Mfr Report Id

Information has been received from a registered nurse, concerning a 16 year old female patient with hay fever and no other pertinent medical history, who was
vaccinated IM with the first and second dose, 0.5 ml, of Gardasil as follows: on 03-APR-2007 with the first dose (lot #654702/0011U), and on 19-JUN-2007 and
the second dose (lot # 657622/0388U). Concomitant therapy on 03-APR-2007 included diphtheria toxoid (+) pertussis acellular vaccine (unspecified) (+)
tetanus toxoid (manufacturer not specified). Noted therapy initiated on approximately 07-SEP0-2007 ("one month prior" to the event), included MIRCETTE
(dose not reported). On 07-OCT-2007, approximately 4 months after the second vaccination, the patient experienced shortness of breath and chest discomfort.
On 10-OCT-2007, she presented to a walk-in clinic and a diagnostic "blood test" and CAT scan of tee lungs revealed a pulmonary embolus. She was
hospitalized and treated with oxygen and IV heparin LOVENOX. On 15-OCT-2007, she was discharged from the hospital. On an unknown date, enoxaparin
sodium was discontinued and COUMADIN was initiated, and continued. A consultation was planned with a hematologist or oncologist to rule out any blood
dyscrasia. At the time of this report, the patient was recovering. The nurse considered pulmonary embolus to be immediately life-threatening and serious as an
other important medical event. Additional information has been requested. 12/13/07-records received for DOS 10/10-10/15/07-DC DX: Pulmonary embolism.
Presented to ED with shortness of breath.Exertional dyspnea began last Sunday, three days ago.

Symptom Text:

MircetteOther Meds:
Lab Data:

History:
Contraception; Hay feverPrex Illness:

diagnostic laboratory 10/10/07 - pulmonary embolism; chest computed axial 10/10/07 - pulmonary embolism 12/13/07-records received- Diagnosed with
positive D-Dimer 1574 and a CAT scan to have a pulmonary embolism. CT demonstrated multiple m

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

299032-1 (S)

14-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chest discomfort, Dyspnoea, Dyspnoea exertional, Pulmonary embolism, Seasonal allergy

 ER VISIT, HOSPITALIZED, LIFE THREATENING, SERIOUS

Other Vaccine
07-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0388U 1 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-May-2007
Vaccine Date

19-Sep-2007
Onset Date

112
Days

10-Dec-2007
Status Date

FR
State

WAES0712USA01297
Mfr Report Id

Information has been received from a physician, concerning a 15 year old female patient, who in December 2006 was vaccinated with the first dose, in January
2007 with the second dose, and on 30-MAY-2007 with the third dose of Gardasil (lot #654740/0859F; batch NE26610). On 19-SEP-2007, approximately 3 and
1/2 months after the third vaccination, the patient experienced peritonitis, secondary to perforation of the small intestine, and was hospitalized. A diagnosis of
Crohn's disease was determined. The patient had not prior history of related symptoms before the events occurred. At the time of this report, the patient had
not recovered from the events. The reporting physician felt that Crohn's disease was possibly induced by therapy with Gardasil. The physician considered the
events to be immediately life-threatening, and significantly disabling/incapacitating. Other business partner numbers included: E2007-08859.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

299033-1 (S)

10-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Crohns disease, Intestinal perforation, Peritonitis

 HOSPITALIZED, LIFE THREATENING, PERMANENT DISABILITY, SERIOUS

Other Vaccine
07-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Nov-2007
Vaccine Date

02-Dec-2007
Onset Date

2
Days

10-Dec-2007
Status Date

FR
State

WAES0712USA01345
Mfr Report Id

Information has been received from a health professional concerning a female (age not reported) with no medical history who on 30-NOV-2007 was vaccinated
with Gardasil (lot# unknown); route and site of administration were not reported). On 02-DEC-2007 (2 days later) after vaccination the patient experienced a
fever of 39 degrees celcius and abdominal pain in the right flank. The patient went to the hospital. On 02-DEC-2007, tests showed white blood cells at 15000
and serum C-reactive protein test (CRP) was 180. Other results were normal. On 03-DEC-2007, the patient had white blood cells at 12000 and serum C-
reactive protein test (CRP) was 250. Pain in the right flank persisted. The patient had a fever of 38.6 degrees celcius. Surgery was performed, however nothing
was found. The appendix was normal. On 04-DEC-2007, pain and fever had resolved. The patient remained in the hospital at the time of reporting. Additional
information is not expected. Other business partners included are: E2007-08870.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Prex Illness:

diagnostic laboratory test 02Dec07 Comment: other values were normal; appendiceal surgery Comment: normal; WBC count 02Dec07 15000; serum C-
reactive protein 02Dec07 180; WBC count 03Dec07 12000; serum C-reactive protein 03Dec07 250; body te
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

299034-1 (S)

10-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Flank pain, Pyrexia, Surgery

 HOSPITALIZED, SERIOUS

Other Vaccine
07-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Dec-2007
Status Date

--
State

WAES0712USA01357
Mfr Report Id

Information has been received from a registered nurse (RN) concerning a female patient (age not reported), who in approximately 2006 ("about one year ago")
was vaccinated with the first dose of Gardasil (lot # not reported). On the same day, the patient found out she was pregnant. Subsequently the patient
terminated her pregnancy (date not reported). The nurse stated that the pregnancy was not intended, and the "termination had nothing to do with the Gardasil
vaccine." At the time of this report, the outcome of the event was unknown. No additional details were available. Upon internal review, the event of "terminated
her pregnancy" was considered to be serious, as an other significant medical event. No further information is expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = Unknown)Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

299035-1

10-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion induced, Drug exposure during pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
07-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Nov-2007
Vaccine Date

07-Nov-2007
Onset Date

1
Days

13-Dec-2007
Status Date

MO
State Mfr Report Id

facial assymetry, Drooping of unilateral eye/corner of mouth.  Only able to close one eye, other has to be taped shut at night. 12/12/07-records received-
11/9/07-Bell's Palsy-presented with C/O pain left side of mouth and twitching of face. Facial drooping on left began 4 days after vaccination. Unable to close her
left eye. In office no facial twitching noted.

Symptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

none
NKA, Sickle cell trait

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

299046-1

13-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Facial pain, Facial palsy, Ophthalmoplegia, Oral pain

 ER VISIT, NOT SERIOUS

Other Vaccine
07-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 03844 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 5989
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Dec-2007
Vaccine Date

Unknown
Onset Date Days

17-Dec-2007
Status Date

CA
State Mfr Report Id

DTap administered inadvertently as adolescent dose of tetanus/diphtheria/pertussis vaccine (instead of Tdap). No known adverse event associated as of
12/7/2007.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

299055-1

17-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Medication error, Wrong drug administered

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
07-Dec-2007

Received Date

Prex Vax Illns:

HPV4
DTAP
FLU

MERCK & CO. INC.
SANOFI PASTEUR
SANOFI PASTEUR

0927U
C2651AA
U2511AA

0
5
0

Right arm
Left arm

Right arm

Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 5990
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Sep-2007
Vaccine Date

30-Sep-2007
Onset Date

18
Days

17-Dec-2007
Status Date

TN
State Mfr Report Id

I received my first Gardasil vaccine Sept. 12, 2007 and reluctantly received my second one on Nov. 12, 2007. I also had blood work done while I was at the
Dr's. office Sept. 12, 2007 which came back completely normal. On Sept. 30, 2007 I began to have horrible pain in my lower abdomen (mainly my ovaries). I
then began having irregular periods-to every extreme of irregular. The timing is off-way off, the flow is extremely heavy-I have clots in my blood now, the length
of my periods has almost doubled, the pain is so severe-I can not even get out of bed half of the time, I began having nausea and vomiting, headaches, fever,
diarrhea, dizziness, aneamia, weight gain, and major pain in the joint of the middle toe on my left foot. These symptoms have not subsided since Sept. 30th. I
made a visit to my gynecologist  and reported the symptoms and told him that I think it is linked with the vaccine and he said that it was just a coincidence and
acted like it was no big deal. I have had 8 periods from Sept. 30th-Dec. 7th-to me that is a big deal. I had to go to the emergency room Nov. 18th, 2007
because the symptoms and bleeding were so severe-the e.r. doctor did blood work and said my blood count was pretty low and that I was aneamic and told me
to begin iron supplements. He also gave me prescriptions for ibuprofen, provera, and phenergan and told me to see my gyno asap. I did not take the provera. I
got in with my gynecologist two days later and he still acted like it was not a big deal. He did an ultrasound and put me on birth control. Since then I have still
not gotten any relief and I made a call to his office two days ago to let them know and his nurse told me that if it is not better by Mon. (Dec. 10th) to call back. It
is now Friday (Dec. 7th,2007)and my period is just as heavy and painful today as it was last Monday (Dec. 3rd). I have NEVER had ANY health concerns and I
have never been sexually active, I am a virgin-so I thought the vaccine would be beneficial for me. I think I made a major mistake by getting thi

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

Will give upon request-too lengthy
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

299056-1

17-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Adnexa uteri pain, Anaemia, Arthralgia, Diarrhoea, Dizziness, Headache, Menorrhagia, Menstruation irregular, Nausea, Pyrexia, Thrombosis, Vomiting, Weight
increased

 ER VISIT, NOT SERIOUS

Other Vaccine
07-Dec-2007

Received Date

none~ ()~~0~In Patient|none~ ()~~0~In Sibling|none~ ()~~0~In SiblingPrex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Right arm Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Dec-2007
Vaccine Date

05-Dec-2007
Onset Date

1
Days

17-Dec-2007
Status Date

DE
State Mfr Report Id

Violent nausea and Vomiting, Severe Migraine that only lasted 6 hours, and Hindered vision.Symptom Text:

Other Meds:
Lab Data:
History:

nonePrex Illness:

GERDS

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

299064-1

17-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Migraine, Nausea, Visual disturbance, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
07-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 5992
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
01-Oct-2007
Vaccine Date

01-Oct-2007
Onset Date

0
Days

14-Dec-2007
Status Date

CA
State Mfr Report Id

Allergic reaction within 20 minutes went to ER. Treated then back to the ER several times then admitted to the hospital for two days. Treatedd with 125 mg.
Prednisone IV and zantac and bendryl. Ended up back at ER and admitted again for two days Tremors horrible headache treated with antibiotic had spinal tap
done. Still Having allergic reaction 10 weeks later. Still on prednisone bendryl and zantac. Still having allergic reation. Red burning face itching, swollen neck
face and throat. Tremors still, and cant swallow sometimes, blurry vision. I was given the HPV Vaccine by accident then given the flu shot right after. I was
supposed two have the flu shot only.  12/28/07 Reviewed hospital ER medical records of 10/2/2007 which reveal patient experienced facial swelling, redness,
itchy skin, dizziness, anxiety & dyspnea x 1 day.  Tx w/steroids & antihistamine.  Improved & d/c to home. FINAL DX: allergic reaction w/angioedema &
bronchospasm, secondary to drug.

Symptom Text:

Prevacid   30 mg 2x day  Prednisone  6 mg. daily  Clarinex   Metformin 500 mg. 2x daily  Flexeril  10 mg. PRN    Clonazepam 0.5 mg. 2x daily  Neurontin 300
mg  3 x daily Methotrexate   20 mg.   weekly      Zantac  150 mg.  2x

Other Meds:

Lab Data:
History:

Diabetes, Rhuematoid arthritis, Sjogrens, Fibromyalgia, High Blood pressure, acid refux, hital herniaPrex Illness:

lab, spinal tap. X-rays
Diabetes, Rhuematoid arthritis, Sjogrens, Fibromyalgia, High blood pressure, acid reflux, hital hernia. scoliosis, I was getting ready to have neck surgery.
Allergies Iodine, betadine, Sulfa, Augmentin, Keflex, cipro,Glucotrol, Bextra, Plaquenil, Hydrochlorothiazide,Clindomyacin, vancomyacin PMH: HTN. DM,
multiple prior allergic reactions w/hives, angioedema & wheezing secondary t

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
40.0

299078-1 (S)

08-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Angioedema, Anxiety, Bronchospasm, Burning sensation, Dizziness, Dysphagia, Dyspnoea, Erythema, Headache, Hypersensitivity, Local swelling, Pruritus,
Swelling face, Tremor, Vision blurred, Wrong drug administered

 ER VISIT, HOSPITALIZED, SERIOUS

Other Vaccine
10-Dec-2007

Received Date

Prex Vax Illns:

HPV4
FLU

MERCK & CO. INC.
UNKNOWN MANUFACTURER

UNKNOWN
UNKNOWN

1
1

Left arm
Left arm

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 5993
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Oct-2007
Vaccine Date

02-Oct-2007
Onset Date

1
Days

19-Dec-2007
Status Date

CA
State Mfr Report Id

Allergic Reaction red face swollen neck and face tight throat itcing, throat closing, hives. Face turned red and hot next day at work. Three days later throat
closing, face red, couldn't swallow. Went to the ER. Prednisone zantac benadryl. When I went off prednisone I went back into allergy attack, my PA I see put
me back on prednisone. Went to the ER once more. I am still having the same symptoms just not as often. It has been 10 weeks since the injections.

Symptom Text:

clarinex, motrin, zantac, benadrylOther Meds:
Lab Data:
History:

NonePrex Illness:

none treated for reaction
Pennicillin, zithromax, red food dye,

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

299079-1

19-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dysphagia, Erythema, Hypersensitivity, Local swelling, Skin tightness, Skin warm, Swelling, Throat irritation, Throat tightness, Urticaria

 ER VISIT, NOT SERIOUS

Related reports:   299079-2

Other Vaccine
10-Dec-2007

Received Date

Prex Vax Illns:

HPV4
FLU

MERCK & CO. INC.
UNKNOWN MANUFACTURER

UNKNOWN
UNKNOWN

1
1

Right arm
Right arm

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Oct-2007
Vaccine Date

04-Oct-2007
Onset Date

3
Days

08-May-2008
Status Date

CA
State

WAES0710USA01470
Mfr Report Id

Information has been received from a registered nurse concerning a 19 year old female with penicillin allergy and ZITHROMAX allergy who on 01-OCT-2007
was vaccinated IM with a 0.5 ml dose of Gardasil (lot# 657006/0188U).  Concomitant therapy given the same day in a different site included a dose of influenza
virus vaccine (unspecified). CLARINEX and benzoyl peroxide.  On 04-OCT-2007, the patient experienced shortness of breath, generalized itching and facial
redness.  The nurse believed that the patient went to the emergency room but no other details were provided.  At the time of this repot, the patient's outcome
was unknown.  No product quality complaint was involved.  Additional information has been requested.

Symptom Text:

benzoyl peroxide; CLARINEXOther Meds:
Lab Data:
History:

Penicillin allergy; Drug hypersensitivityPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

299079-2

08-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dyspnoea, Erythema, Pruritus generalised

 ER VISIT, NOT SERIOUS

Related reports:   299079-1

Other Vaccine
14-Nov-2007

Received Date

Prex Vax Illns:

HPV4
FLU

MERCK & CO. INC.
UNKNOWN MANUFACTURER

0188U
NULL

Unknown
Unknown

Intramuscular
Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Nov-2007
Vaccine Date

30-Nov-2007
Onset Date

0
Days

14-Dec-2007
Status Date

WV
State Mfr Report Id

Varivax given in right post. arm 11/30/07.  Began with redness and swelling later that continued to progress.  Was seen 12/3/07, area measured 14cm x 15cm,
was red & hot.  Suspected cellulitis.  Started on Duricef 1gm twice daily.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

299099-1

14-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cellulitis, Erythema, Oedema peripheral, Skin warm

 ER VISIT, NOT SERIOUS

Other Vaccine
07-Dec-2007

Received Date

Prex Vax Illns:

VARCEL
MNQ
HPV4

MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.

14654
U2540AA
1522U

1
0
0

Right arm
Unknown
Unknown

Subcutaneously
Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Nov-2007
Vaccine Date

28-Nov-2007
Onset Date

14
Days

14-Dec-2007
Status Date

NH
State Mfr Report Id

Stiff neck Wed 11/28 gradually progressed - required visit to Emergency Room.  Dx Bells Palsy by doctor at hospital - visited 12/1/01. 1/18/08 Reviewed ER
medical records which reveal patient experienced left lateral neck pain, left side of lips numb, left facial droop x 1 day.  Left eye tearing & unable to close left
eye tightly or lift left eyebrow as high as right.  No treatment provided.  Referred to neurologist & opthalmologist for f/u upon d/c from ER w/o any prescriptions.
FINAL DX: Left Bell's palsy.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

tested Lyme disease, awaiting results - blood test
heart murmur

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

299103-1

22-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Eyelid disorder, Facial palsy, Hypoaesthesia oral, Lacrimation increased, Musculoskeletal stiffness, Neck pain

 ER VISIT, NOT SERIOUS

Other Vaccine
07-Dec-2007

Received Date

Prex Vax Illns:

TDAP

HPV4
MNQ

GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
SANOFI PASTEUR

AC25B016BA

0930U
U236BA

0
0

Right arm

Left arm
Right arm

Intramuscular

Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Nov-2007
Vaccine Date

14-Nov-2007
Onset Date

1
Days

14-Dec-2007
Status Date

VT
State Mfr Report Id

Within 24 hours of vaccination, pt developed herpes zoster in same dermatomal area of injection.Symptom Text:

Aroevra; AmitriptylineOther Meds:
Lab Data:
History:

NonePrex Illness:

Benzocaine allergies

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

299109-1

14-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Herpes zoster

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
07-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0525U 0 Left arm Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Jul-2007

Vaccine Date
21-Jul-2007
Onset Date

0
Days

11-Dec-2007
Status Date

FR
State

WAES0712AUS00012
Mfr Report Id

Information has been received from a health professional via CSL, as part of business agreement, concerning an 18 year old female with cardiac murmur
(2003) and a history of mild eczema, generalised syncopal seizure (following a nose piercing), needle phobia and bifrontal headaches accompanied by nausea
and some visual changes and insomnia who on 21-JUL-2007 was vaccinated with the first dose of Gardasil on the right arm (Batch # J1599, Expiry date 11-
FEB-2010). Concomitant therapy included MARVELON and temazepam. On 21-JUL-2007, approximately 5 minutes following vaccination with Gardasil, the
patient started to feel a little dizzy and nauseous. The patient then had a feeling that she was about to faint and subsequently collapsed. Approximately 15
minutes after fainting, the patient developed a widespread raised red itchy rash described as small urticarial lesions initially on the trunk (abdomen). The rash
then spread over her arm and legs. There was no associated lip swelling and there was no difficulty of breathing. Fifteen minutes after, phenergan 25 mg was
administered intramuscularly and the patient began to settle within 5 minutes. The rash resolved after 30 minutes. All symptoms resolved within 24 hours. The
reporter felt that fainting/collapse and urticaria/hives were certainly related to therapy with Gardasil. Follow up consultation was done on 25-SEP2007. On
examination the patient appeared alert and well. There was no evidence of any eczema or rashes. The cranial nerve examination including fundoscopy was
normal. Cardiovascular examination revealed a soft 1/6 systolic murmur loudest at the left sternal edge. There was no associated heave or radiation. The
abdomen was soft and non-tender, with no evidence of organomegaly. In summary, "the patient has had two reactions post immunisation. The first was a
fainting episode followed by a syncopal seizure. She has a past history of similar events. She then developed an urticarial rash, which resolved over 30
minutes. With regard to the urticaria, whilst there

Symptom Text:

MARVELON; temazepamOther Meds:
Lab Data:
History:

Cardiac murmurPrex Illness:

Unknown
Eczema; Syncope; Specific phobia; Insomnia; Generalised convulsion; Headache

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

299132-1

11-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Dizziness, Nausea, Rash, Rash pruritic, Syncope, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
10-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. J1599 0 Right arm Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
11-Dec-2007
Status Date

FR
State

WAES0712AUS00112
Mfr Report Id

Information has been received from a pharmacist via CSL as part of a business agreement concerning a female who was vaccinated with Gardasil.
Subsequently, one week after vaccination with Gardasil, the patient developed seizures. After internal medical review, seizures has been considered an other
important medical event. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

299133-1

11-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
10-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Aug-2007
Vaccine Date

01-Aug-2007
Onset Date

0
Days

11-Dec-2007
Status Date

FR
State

WAES0712AUS00113
Mfr Report Id

Information has been received from a pharmacist via CSL as part of a business agreement concerning a 26 year old female with gastro-esophageal reflux who
in approximately August 2007 (4 months ago) was vaccinated with Gardasil. Concomitant therapy included TAZAC. Subsequently, one week after vaccination
with Gardasil, the patient began feeling extremely lethargic, not feeling herself, was irritable, had poor memory and concentration, had aches and pains all over
her body, myalgia and arthralgia. The patient also reported that the skin on the palms of her hands began peeling off. The patient advised that the extreme
lethargy has persisted and that "it feels like chronic fatigue syndrome". The patient has been unable to perform simple daily tasks like bathing and dressing
herself and is being cared for by her mother. The patient has also been forced to resign from her job. The patient's extreme lethargy, irritability, myalgia,
arthralgia, poor memory and concentration and peeling skin on the palms of her hands have persisted. Lethargy, irritability, myalgia, arthralgia, poor memory
and concentration and peeling skin on the palms of her hands were considered to be disabling by the reporting health professional. Additional information is not
expected.

Symptom Text:

TAZACOther Meds:
Lab Data:
History:

Gastrooesophageal refluxPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

299134-1 (S)

11-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Activities of daily living impaired, Arthralgia, Disturbance in attention, Feeling abnormal, Irritability, Lethargy, Memory impairment, Myalgia, Pain, Skin
exfoliation

 PERMANENT DISABILITY, SERIOUS

Other Vaccine
10-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Nov-2007
Vaccine Date

23-Nov-2007
Onset Date

14
Days

11-Dec-2007
Status Date

FR
State

WAES0711ISR00012
Mfr Report Id

Information has been received from a physician concerning an approximately 12 year old female who on approximately 09-NOV-2007 was vaccinated with
Gardasil, first dose out of three. On 23-NOV-2007 the patient arrived to hospital, she complained of weakness in both legs and disturbances in urinary control
and was hospitalized. In hospital she underwent thorough examinations, blood tests and Magnetic Resonance Imaging (MRI) which indicated that she was
suffering from transverse myelitis. She was treated with IV corticosteroids and was recovering from transverse myelitis. The reporting physician felt that
transverse myelitis was related to therapy with Gardasil. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

magnetic resonance imaging Comment: Transverse Myelitis
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

299135-1 (S)

11-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Muscular weakness, Myelitis transverse, Urinary incontinence

 HOSPITALIZED, SERIOUS

Other Vaccine
10-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6002
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
11-Dec-2007
Status Date

PA
State

WAES0712USA00254
Mfr Report Id

Information has been received from a physician concerning an 18 year old female who was vaccinated with the first dose of Gardasil (Lot # 659437/1266U).
The patient has no previous history of passing out. Subsequently the passed out hit her head on the floor, bit her lip, and bit through her tongue. The patient
was passed out for up to one minute and experienced a brief seizure. The patient was monitored in the office for over one hour and then followed up with the
patient over the next three days. The patient was recovered 3 days after receiving the vaccine and did not require stitches or any additional treatment.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

299136-1

11-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Bite, Convulsion, Head injury, Loss of consciousness, Tongue biting, Tongue injury

 ER VISIT, NOT SERIOUS

Other Vaccine
10-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1266U 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Nov-2007
Vaccine Date

15-Nov-2007
Onset Date

2
Days

11-Dec-2007
Status Date

FR
State

WAES0712USA00604
Mfr Report Id

Information has been received from a HA concerning a 14 year old female who on 13-NOV-2007 was vaccinated IM in the upper arm (site not specified) with
the first dose of HPV rL1 6 11 16 18 VLP vaccine (yeast) (batch#ND46570). Concomitant vaccination included meningococcal ACYW polysaccharide vaccine
(MENCEVAX ACWY). On 15-NOV-2007 the patient developed a fever of 39.3 C and a headache. She had also begun symptoms of a cold (rhinitis and a
cough). She showed meningism and was hospitalized to exclude meningitis. In the CSF 10 cells were present. Serum glucose, protein and lactate were within
normal range. Blood test showed leukocytosis (12.6) and increased CRP (47). The symptoms improved under treatment with ibuprofen and paracetamol. On
18-NOV-2007, she complained again of a headache and it was discovered that she had developed frontal sinusitis on her left side. Treatment with antibiotics
(Unacid; 500mg, BID) was started to be continued until 24-NOV-2007. On 19-NOV-2007 laboratory results revealed leukocytes (6.6) and CRP (20). The patient
was considered to be in good clinical condition and was discharged from the hospital. The situation was considered as a possible meningeal irritation following
meningococcal vaccination with an accompanying infection of the upper respiratory tract. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Prex Illness:

WBC count 15Nov07 12.6; body temp 15Nov07 39.3; serum glucose 15Nov07 normal; total serum protein 15Nov07 normal; total serum protein 15Nov07 47;
cerebrospinal fluid culture 15Nov07 10 cells; serum L-lactate test 15Nov07 normal; WBC 19Nov07
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

299137-1 (S)

11-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cough, Headache, Meningism, Nasopharyngitis, Pyrexia, Rhinitis, Sinusitis, Upper respiratory tract infection

 HOSPITALIZED, SERIOUS

Other Vaccine
10-Dec-2007

Received Date

Prex Vax Illns:

MEN
HPV4

UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
ND46570 0

Unknown
Unknown

Unknown
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Nov-2007
Vaccine Date

30-Nov-2007
Onset Date

0
Days

11-Dec-2007
Status Date

FR
State

WAES0712AUS00003
Mfr Report Id

Information has been received from a physician via CSL as part of a business agreement concerning a female who was initially vaccinated with the first dose of
Gardasil (date unspecified) and tolerated it well. On 30-NOV-2007 the patient was vaccinated with the second dose of Gardasil. The patient felt a little unwell
before the second dose of Gardasil was given. Subsequently she fainted, had a seizure, immediately following that was disorientated for 2-3 minutes and had
to lie down for 2 hours. Upon internal review seizure has been considered an other important medical event. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Feeling unwellPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

299138-1

11-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Disorientation, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
10-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6005
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Jun-2007
Vaccine Date

10-Aug-2007
Onset Date

45
Days

11-Dec-2007
Status Date

FR
State

WAES0712USA00737
Mfr Report Id

Information has been received from an agency concerning a 16 year old female with a familial history of autoimmune thyroiditis for mother and grandmother
who on 24-APR-2007 was vaccinated with her first dose of Gardasil (lot unknown, route and site of administration not reported). On 15-MAY-2007 the patient
experienced urticarial vasculitis (severe) covering more than 70% of the body and fluctuating. On 26-JUN-2007 she received her second dose of Gardasil
(batch, route, and site not reported) and the re-challenge was positive. On 10-AUG-2007, peroxidase antibodies and antithyroglobulin antibodies were 140 and
409 respectively. On 21-SEP-2007 the peroxidase antibodies and  antithyroglobulin antibodies were 94 and 288 respectively. No medication to treat the event
was reported. As of 27-NOV-2007, the patient is recovering. The patient also presented an autoimmune thyroiditis, no onset date and no information was
specified at the date of this report. The events of urticarial vasculitis and autoimmune thyroiditis were considered to be an other important medical events.
Other company number E2007-08782. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Prex Illness:

serum antithyroglobulin antibody 10Aug07 409; serum antithyroid peroxidase antibody 10Aug07 140; serum antithyroglobulin antibody 21Sep07 288; serum
antithyroid peroxidase antibody 21Sep07 94 Comment: "peroxidase antibodies"
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

299139-1

11-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Autoimmune thyroiditis, Leukocytoclastic vasculitis

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
10-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6006
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Nov-2007
Vaccine Date

26-Nov-2007
Onset Date

4
Days

11-Dec-2007
Status Date

FR
State

WAES0712USA01538
Mfr Report Id

Information has been received from a pediatrician, concerning a 12 year old female patient with no relevant history, who on 22-NOV-2007 was vaccinated IM in
the upper arm, with the first dose of Gardasil (lot # not reported). Concomitant suspect therapy included NEISVAC-C (lot # not reported). On 26-NOV-2007 the
patient complained of a headache. On 29-NOV-2007, she developed petechiae of the medial forearms and on the back of both feet, and was admitted to the
hospital. All laboratory values, including a complete blood count, platelets and clotting factors, were normal. The diagnosis of vasculitis was assumed; there
were no therapeutic measures taken. On 30-NOV-2007, she was discharged from the hospital. At the time of this report, the patient had not yet recovered.
Other business partner numbers include: E2007-08769.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

hematology 29Nov07 Comment: clotting normal; platelet estimate 29Nov07 Comment: normal; complete blood cell count 29Nov07 Comment: normal
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

299140-1 (S)

11-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Petechiae, Vasculitis

 HOSPITALIZED, SERIOUS

Other Vaccine
10-Dec-2007

Received Date

Prex Vax Illns:

MEN
HPV4

UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL 0

Unknown
Unknown

Unknown
Intramuscular



10 JUN 2008 06:27Report run on: Page 6007
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Nov-2007
Vaccine Date

14-Nov-2007
Onset Date

1
Days

18-Dec-2007
Status Date

IA
State Mfr Report Id

Pt had hives all over body and throat felt tight-mom gave Benadryl till symptoms resolved with first and second injections.Symptom Text:

Birth ControlOther Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

299180-1

18-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Throat tightness, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
10-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1427F 1 Right arm Unknown



10 JUN 2008 06:27Report run on: Page 6008
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Dec-2007
Vaccine Date

09-Dec-2007
Onset Date

3
Days

18-Dec-2007
Status Date

MI
State Mfr Report Id

Received Gardasil 12/6/07. Woke up 12/9/07 with hand, fingers and toes swollen and itching. Cheek bones itching as well. Symptoms resolving 12/11/07Symptom Text:

DitropanOther Meds:
Lab Data:
History:

NoPrex Illness:

N/A
Sulfa/.Codeine

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

299191-1

18-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Oedema peripheral, Pruritus

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
10-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1266U 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 6009
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Dec-2007
Vaccine Date

06-Dec-2007
Onset Date

1
Days

18-Dec-2007
Status Date

TX
State Mfr Report Id

Cellulitis vs Local Rxn at site of Varicella vaccineSymptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

299223-1

19-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site cellulitis, Local reaction

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
10-Dec-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

1120U
1522U

1
1

Left arm
Left arm

Subcutaneously
Intramuscular



10 JUN 2008 06:27Report run on: Page 6010
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Sep-2007
Vaccine Date

17-Oct-2007
Onset Date

19
Days

12-Dec-2007
Status Date

FR
State

WAES0712BRA00009
Mfr Report Id

Information has been received from a pharmacist concerning a 28 year old female who on 28-SEP-2007 was vaccinated with Gardasil. There was no
concomitant medication. On approximately July 2007 the patient performed pap smear, which revealed ASCUS. On 17-OCT-2007 the patient experienced
severe menstrual cholic and was hospitalized. She was treated with BUSCOPAN and recovered. On 15-NOV-2007 the patient experienced severe menstrual
cholic again and was hospitalized. She received BUSCOPAN IV at hospital and continue to take it for some days at home (BUSCOPAN drops). Subsequently,
the patient recovered from menstrual cholic. The reporter felt that menstrual cholic was related to therapy with Gardasil. Lot number was not informed. No
further information is available.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

cervical smear 28Jul07 ASCUS
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
28.0

299234-1 (S)

12-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cervical dysplasia, Dysmenorrhoea, Inappropriate schedule of drug administration

 HOSPITALIZED, SERIOUS

Other Vaccine
11-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6011
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Dec-2007
Status Date

FR
State

WAES0712USA00605
Mfr Report Id

Information has been received from a physician concerning a 17 year old female who in 2007 was vaccinated with a dose of Gardasil. Subsequently, about 2
weeks post vaccination, the patient experienced polyarthritis, scleroderma like skin alteration and Raynaud's phenomenon. Anti-nuclear antibodies (ANA) and
anti-U1RNP antibodies were positive. Diagnosis of mixed connective tissue syndrome (sharp syndrome) was established. The patient was treated with non-
steroidal anti-inflammatory drugs (NSAID's) and low dose corticosteroids. At the time of the report the patient's outcome was unknown. No further information is
available. Other business partner numbers included E2007-08718.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

ribonucleoprotein antigen antibodies positive, serum ANA positive
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

299241-1

12-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Mixed connective tissue disease, Polyarthritis, Raynauds phenomenon, Scleroderma

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
11-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6012
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Mar-2007
Vaccine Date

01-Apr-2007
Onset Date

3
Days

12-Dec-2007
Status Date

KY
State

WAES0712USA01112
Mfr Report Id

Information has been received from a physician, concerning a 14 year old female patient, with anxiety and depression and no known drug allergies, who was
vaccinated IM with the first, second and third doses of Gardasil, 0.5 ml, as follows: dose one on 29-MAR-2007, (lot #653736/0014U), dose 2 on 04-JUN-2007
(lot #656371/0181U), and dose 3 on 05-OCT-2007 (lot #659435/1265U). Concomitant therapy included sertraline HCl (ZOLOFT), mirtazapine (REMERON) and
topiramate (TOPAMAX). In mid-April, following the first dose, the patient experienced a seizure. The seizures have occurred weekly. The patient was seen in
the emergency room 4 or 5 times, and was examined by a neurologist (details not provided). A 24 hour electroencephalogram showed no epileptic activity, and
imaging of the head showed no mass or tumors. The seizures were further described as tonic clonic, with aura. It was not known if the patient was actually
hospitalized. At the present time, the patient was not being treated with anti-seizure medications, and the source of the seizures had not been identified. At the
time of this report, the seizures were ongoing. The physician considered the events to be serious, as an other important medical event, and as
disabling/incapacitating. Additional information has been requested.

Symptom Text:

Remeron, Zoloft, TopamaxOther Meds:
Lab Data:
History:

Anxiety; DepressionPrex Illness:

electroencephalography no epileptic activity detected, head computed axial no mass or tumors

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

299242-1 (S)

12-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Aura, Grand mal convulsion

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Other Vaccine
11-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0014U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6013
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Mar-2007
Vaccine Date

01-May-2007
Onset Date

35
Days

12-Dec-2007
Status Date

NE
State

WAES0712USA01216
Mfr Report Id

Information has been received through the Merck pregnancy registry through a laboratory technician concerning a 19 year old female with a history of
sulfonamide allergy (BACTRIM) who on 27-MAR-2007 was vaccinated with the first 0.5 ml dose of Gardasil (Lot # 657006/0188U). There was no concomitant
medication. It was reported that on 25-MAY-2007 the patient got a positive pregnancy test through urine HCG test and had a miscarriage on 31-MAY-2007. The
patient recovered around the end of May from the miscarriage. The patient did not report any adverse reaction. The patient completed the Gardasil series and
received the second dose on 19-Jul-2007 and the third dose on 09-Nov-2007. Unknown medical attention was sought. No product quality complaint was
involved. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

urine beta-human 05/25/07 posit; serum beta-human posit
Sulfonamide allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

299243-1

12-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
11-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0188U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6014
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Dec-2007
Vaccine Date

06-Dec-2007
Onset Date

1
Days

19-Dec-2007
Status Date

OH
State Mfr Report Id

One day following administration of Menactra (MCV4) developed some swelling around site. The next day developed erythema 6"x5", induration 3"x4" and
some itching-Ibuprofen-ice

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vantin

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

299275-1

19-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Induration, Injection site swelling, Pruritus

 ER VISIT, NOT SERIOUS

Other Vaccine
11-Dec-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

V2542A
1522U

0
0

Right arm
Left arm

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 6015
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Aug-2007
Vaccine Date

23-Aug-2007
Onset Date

0
Days

19-Dec-2007
Status Date

GA
State Mfr Report Id

Client complains of continuous spotting after receiving 1st dose of Gardasil.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

299278-1

19-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Metrorrhagia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
11-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0522U 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 6016
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Feb-2007
Vaccine Date

27-Mar-2007
Onset Date

29
Days

19-Dec-2007
Status Date

IN
State Mfr Report Id

symmetrical parasthesis in (both) feetSymptom Text:

Aviane birth controlOther Meds:
Lab Data:
History:
Prex Illness:

MRI brain WNL; MRI Thoracic WNL; CBC; Thyroid profile; CMP; B-12; Folate all WNL

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

299280-1

19-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Paraesthesia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
11-Dec-2007

Received Date

allergic reaction~Measles + Mumps + Rubella (no brand name)~1~0~In PatientPrex Vax Illns:

HPV4 MERCK & CO. INC. 0187U 0 Right arm Unknown



10 JUN 2008 06:27Report run on: Page 6017
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Dec-2007
Vaccine Date

03-Dec-2007
Onset Date

0
Days

19-Dec-2007
Status Date

MN
State Mfr Report Id

Received IM injections x2 ambulated out of exam room to front desk, became dizzy and fainted, fell forward to floor in prone position.  Regained consciousness
immediately after hitting floor.  Fainting spell happened 5-10 minutes after injections.  Anxious about injections.

Symptom Text:

Imdepoprovera 150 mg 12-3-07, Adderral 15mg, Omeprazole 20 mgOther Meds:
Lab Data:
History:

Epigastric pain 1-2 weeksPrex Illness:

B/P 114/64, pulse 120 5 min after syncopal episode, pulse 88 10 min after initial pulse check
Allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

299291-1

19-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Fall, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
11-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1266U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6018
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Nov-2007
Vaccine Date

30-Nov-2007
Onset Date

0
Days

19-Dec-2007
Status Date

OR
State Mfr Report Id

Vaccines given Friday at 2:00 pm, that evening feet started swelling, rash on feet and chest, hands - given Benedryl.  Seen in office Sunday, 12/2/07 - Hives,
continue antihistamine.  Recheck 12/4 as fingers, toes painful, throbbing, face puffy but no shortness of breath, no fever or other illness.  Continue
antihistamine.  Improved, still recovering.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

299304-1

19-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Oedema peripheral, Pain, Rash, Swelling face, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
11-Dec-2007

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
MERCK & CO. INC.

1446U
1259U

2
1

Unknown
Unknown

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 6019
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Oct-2007
Vaccine Date

23-Oct-2007
Onset Date

0
Days

19-Dec-2007
Status Date

GA
State

GA07073
Mfr Report Id

10/23/07 Client call to report to nurse that she developed red hard painful bumps over her body after her #2 Gardasil. Went to medical center for exam and
treatment. Given steroids and antihistamines.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

unsure with care Drs office gave her.
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

299312-1

07-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Rash, Skin nodule

 ER VISIT, NOT SERIOUS

Other Vaccine
11-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. M500522U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 6020
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Oct-2007
Vaccine Date

09-Oct-2007
Onset Date

0
Days

19-Dec-2007
Status Date

GA
State

GA07069
Mfr Report Id

Pt. c/o soreness (R) arm, numbness and tingling "down to finger-Headache began within hours has gradually gotten worse-On 10-11-07 began having
nausea/vomiting-had to leave school-Advised see MD. 10/15/07-Flu with mother-did not see Dr. states found out 2 people client was with over weekend had
headache, MV also-mother now feels she had "a bug"

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

299316-1

19-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Hypoaesthesia, Injection site pain, Nausea, Paraesthesia, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
11-Dec-2007

Received Date

Prex Vax Illns:

TDAP
HEPA

HEP
HPV4
MNQ

SANOFI PASTEUR
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
MERCK & CO. INC.
SANOFI PASTEUR

C2771AA
AHAVB163AB

1106F
05224U
U2172AA

0
0

0
0
0

Right arm
Left arm

Left arm
Left arm

Right arm

Intramuscular
Intramuscular

Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 6021
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Nov-2007
Vaccine Date

21-Nov-2007
Onset Date

1
Days

21-Dec-2007
Status Date

MD
State Mfr Report Id

Pt c/o tingling x1day.Symptom Text:

ORAL CONTRACEPTIVESOther Meds:
Lab Data:
History:

TINGLING L ARMPrex Illness:

Pt scheduled f/u with PCM
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

299352-1

21-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Paraesthesia

 ER VISIT, NOT SERIOUS

Other Vaccine
12-Dec-2007

Received Date

Prex Vax Illns:

HPV4
HEPAB

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

0503U
AHABB100AA

0
0

Left arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 6022
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Oct-2007
Vaccine Date

08-Dec-2007
Onset Date

45
Days

14-Dec-2007
Status Date

TN
State Mfr Report Id

My daughter has experienced 2 seizures. This occured 6 weeks after gardisil vaccine.  She has never had any health problems prior to this event. 12/18/07-
records received-for DOS 12/8/07-DC DX: New-onset seizures. Urinary tract infection, on treatment. New-onset seizures twice with postictal confusion and
amnesia. Generalized tonic clonic seizure.

Symptom Text:

BactrimOther Meds:
Lab Data:

History:
12/18/07-records received-urinary tract infectionPrex Illness:

12/18/07-records received-CT head normal. CMP normal. EEG midly abnormal Slightly decreased amplitutde of the discharges out of the left hemisphere
compared to right hemisphere. Can be either from a recent seizure out of one of the hemisphe
Penicillin allergy 12/18/07-records received-Allergic to penicillin and celebrex.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

299366-1 (S)

19-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Amnesia, Convulsion, Grand mal convulsion, Postictal state, Urinary tract infection

 ER VISIT, HOSPITALIZED, SERIOUS

Other Vaccine
12-Dec-2007

Received Date

Prex Vax Illns:

HPV4
HEPA

FLU

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
SANOFI PASTEUR

09274
AMAV8176AA

U2445AA

0
1

0

Left arm
Right arm

Right arm

Unknown
Unknown

Intramuscular



10 JUN 2008 06:27Report run on: Page 6023
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Oct-2007
Vaccine Date

02-Oct-2007
Onset Date

1
Days

21-Dec-2007
Status Date

GA
State Mfr Report Id

Patient reports injection site became red and swollen the day after 2nd dose of HPV vaccine given, and remained swollen and painful for several days. Patient
states the injection site left a "dark spot" on her arm with both the 1st and 2nd doses of the vaccine, but much worse with the 2nd.  None visibly seen by nurse
today.

Symptom Text:

Ortho Tricyclen birth control pills daily and Dailyvite multivitamin dailyOther Meds:
Lab Data:
History:

NonePrex Illness:

None
Allergic to PCN, Hx of gestational diabetes and abnormal PAP tests

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

299367-1

21-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site discolouration, Injection site erythema, Injection site pain, Injection site swelling, Similar reaction on previous exposure to drug

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
12-Dec-2007

Received Date

Prex Vax Illns:

HPV4
HEP

MERCK & CO. INC.
UNKNOWN MANUFACTURER

0522U
AHBVB308AA

1
1

Right arm
Left arm

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Oct-2007
Vaccine Date

25-Nov-2007
Onset Date

36
Days

14-Dec-2007
Status Date

IL
State Mfr Report Id

Multiple blood clots in lungs 4/14/08-records received-Presented to ED on 11/30/07-with C/O SOB/DOE, pleuritic left chest and shoulder pain times 5 days.
Pain began after a 5 hour car ride.

Symptom Text:

Ibuprofen for back pain, vicadin if necessary (but not used), birth control pillsOther Meds:
Lab Data:

History:
none - some back pain and leg numbness which may have been associated with a disk issuePrex Illness:

To be obtained from doctor office.  CT Scan, doplar of legs, ultrasound heard, multiple blood tests, etc. 4/14/08-records received-CT PE protocol found to have
bilateral PEs with some pulmonary infarction. Echocardiogram normal. Venous dup
none 4/14/08-records received-PMH: back pain, bulging disc. Oral contraceptive pills (Sprintec) since age of 16.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

299369-1 (S)

16-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dyspnoea, Dyspnoea exertional, Musculoskeletal pain, Pleuritic pain, Thrombosis

 ER VISIT, HOSPITALIZED, LIFE THREATENING, SERIOUS

Other Vaccine
12-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Sep-2007
Vaccine Date

05-Oct-2007
Onset Date

16
Days

13-Dec-2007
Status Date

FR
State

WAES0712USA01347
Mfr Report Id

Information has been received from a gynecologist concerning a 19 year old female with no previous medical history reported, who on 19-SEP-2007 was
vaccinated (route and site not reported) with the 1st dose of Gardasil (Batch# NF37120, lot#1475F). On the morning of 12-OCT-2007, the patient was found
dead in her bed. One week prior to death the female suffered from diarrhea, treatment without antibiotics. The patient also developed light sensitivity. The
evening before the patient died she was out with a girlfriend until 3:00 am in the morning. The reporting physician excluded any drug misuse, as she knew the
female as a sportive young woman. Contraception was stopped 3 months before vaccination. No reason for the death was detected in autopsy. The only
finding in the autopsy was mild bronchitis and mucus. The reporting physician excluded any connection between vaccination and death. Other business
partners numbers include E2007-08849(0). Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

299377-1 (D)

13-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Bronchitis, Death, Diarrhoea, Photophobia

 DIED, SERIOUS

Other Vaccine
12-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1475F 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Dec-2007
Status Date

NJ
State

WAES0712USA02305
Mfr Report Id

Information has been received from a physician, via a company representative, concerning a 15 year old female student with a history of dizziness and syncope
"in general," who on an unspecified date was vaccinated with the second dose of Gardasil (lot # not provided). Following the vaccination the patient was "fine,"
however, the next day, she had a seizure while at school. The physician reported that the student's condition had improved, though no other details were
provided. Upon internal review, "the next day at school she had a seizure" was considered to be serious as an other important medical event. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Dizziness; Syncope

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

299381-1

13-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
12-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Aug-2007
Vaccine Date

01-Oct-2007
Onset Date

59
Days

13-Dec-2007
Status Date

FR
State

WAES0712USA02198
Mfr Report Id

Information has been received from a pediatrician, concerning a 17 year old non-pregnant female student with no pertinent medical history or allergies, who on
03-AUG-2007 was vaccinated IM with the first dose of Gardasil (lot # not provided). There was no concomitant medication. In early October 2007, two months
later, the patient experienced symptoms that evidenced a neurological disorder. A diagnosis of multiple sclerosis was determined, and the student was
hospitalized (dates and duration not specified). Treatment included corticoids (non specified). Though the physician presumed the outcome of the student's
condition was not recovered, she acknowledged the outcome was unknown. The physician noted that the student would not be receiving future doses of
Gardasil. The reporting physician considered multiple sclerosis to be serious as an other important medical event, as disabling/incapacitating, and as life-
threatening. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

299382-1 (S)

13-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Multiple sclerosis, Nervous system disorder

 HOSPITALIZED, LIFE THREATENING, PERMANENT DISABILITY, SERIOUS

Other Vaccine
12-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-May-2007
Vaccine Date

19-Jun-2007
Onset Date

46
Days

13-Dec-2007
Status Date

IL
State

WAES0712USA02172
Mfr Report Id

Information has been received via the Pregnancy registry, from a registered nurse, concerning a 26 year old female patient with tobacco use, no known
allergies, and a history of cervical dysplasia, who on 04-MAY-2007 was vaccinated with the first dose of Gardasil (lot #657868/0523U). Concomitant therapy
included alprazolam (XANAX) (reported as not used since therapy with Gardasil). On approximately 19-JUN-2007 the patient had her LMP, and subsequently
became pregnant. On 10-JUL-2007, she was vaccinated with the second dose of Gardasil (lot # not provided). On 21-NOV-2007, the patient called the
physician's office to inform them that she was pregnant and being followed another physician (details not provided). The nurse added that the patient was
recently hospitalized (date not specified) for a cervical cerclage procedure, and remained on bedrest. The estimated date of delivery was 27-MAR-2008. At the
time of this report, the outcome of the event was unknown. The nurse stated that the physician who was following the patient, felt that cervical cerclage was not
related to therapy with Gardasil. The reporter considered cervical cerclage to be serious as disabling/incapacitating. Additional information has been requested.

Symptom Text:

XanaxOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP=6/19/2007); SmokerPrex Illness:

Unknown
cervical dysplasia

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

299383-1 (S)

13-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Surgery

 HOSPITALIZED, PERMANENT DISABILITY, SERIOUS

Other Vaccine
12-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0523U 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Aug-2007
Vaccine Date

20-Aug-2007
Onset Date

14
Days

13-Dec-2007
Status Date

FR
State

WAES0712USA01578
Mfr Report Id

Information has been received from a health professional concerning a 20 year old female with hypothyroidism, who on 06-AUG-2007 was vaccinated with a
first dose of Gardasil. The route and site of administration were not reported. Concomitant therapy included levothyroxine Na. Approximately two weeks after
vaccination, the patient experienced the first signs of multiple sclerosis, characterized by tingling. The diagnosis was subsequently confirmed. The neurologist
reported that the patient experienced the first flare of multiple sclerosis in August 2007, characterized by sensory and motor disorder of the right upper limb. A
Gadolinium-enhanced MRI showed over 9 hypersignals with contrast uptake. Lumbar puncture showed an oligoclonal band. The patient experienced a second
flare in October 2007, characterized by paresis and sensory disorder of the left hemicorpus. At the time of the report, the patient had not completely recovered
and slight sensory disorder persisted. The reporter considered multiple sclerosis to be disabling and an other important medical event. Additional information is
not expected.

Symptom Text:

Levothyroxine NaOther Meds:
Lab Data:

History:
HypothyroidismPrex Illness:

magnetic resonance imaging Comment: Gadolinium-enhanced MRI -9 hypersignals without contrast uptake (1st flare); spinal tap Comment: oligoclonal band
(1st flare)

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

299384-1 (S)

13-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Motor dysfunction, Multiple sclerosis, Paraesthesia, Sensory disturbance

 PERMANENT DISABILITY, SERIOUS

Other Vaccine
12-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6030
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Aug-2007
Vaccine Date

12-Sep-2007
Onset Date

42
Days

13-Dec-2007
Status Date

FL
State

WAES0712USA01374
Mfr Report Id

Information has been received from a physician concerning a 27 year old female, who in August 2007, was vaccinated with a 0.5mL first dose of Gardasil.
Subsequently, 6 weeks post vaccination the patient experienced numbness in her feet. The patient went to the hospital and was diagnosed with "acute multiple
sclerosis" and "acute demyelinating encephalomyelitis (ADEM)." The length of the hospitalization was unknown. At the time of the report, the outcome of the
patient was unknown. No product quality complaint was involved. The numbness in her feet and the acute multiple sclerosis were considered to be disabling.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
27.0

299385-1 (S)

13-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Inappropriate schedule of drug administration, Leukoencephalomyelitis, Multiple sclerosis

 ER VISIT, HOSPITALIZED, PERMANENT DISABILITY, SERIOUS

Other Vaccine
12-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Jul-2007

Vaccine Date
19-Jul-2007
Onset Date

0
Days

13-Dec-2007
Status Date

FR
State

WAES0708AUS00160
Mfr Report Id

Information has been received from a health department concerning a 25 year old female who on 19-JUL-2007 was vaccinated with the first dose of Gardasil
(Lot No. 655743/0313U, Batch No. J1021, Expiry date 08-AUG-2009). On 19-JUL-2007, 15 minutes after the vaccination the patient experienced anaphylaxis
described as feeling dizzy, tongue swelling, throat tightening, short of breathiness, palpitations and sweating. The patient was transferred to the emergency
department by an ambulance. She was given adrenaline 0.6 ml with good effect. Her tongue felt better and throat tightness subsided. The treatment
medications included BRICANYL TURBUHALER, DIANE-35 ED tablet, SIGMACORT 1% cream, ZOTON capsule 30 mg BID. The patient became stable and
was discharged 4 hours later on 19-JUL-2007. Prednisone 50 mg was given and the patient was advised to continue it for 2 days. She was advised not to have
further Gardasil injection. Information received on 06-AUG-2007 contained the following adverse experiences: persistent cardiac murmur on cardiac
assessment (onset unknown). Additional information was obtained on request by the Company from the agency via Line Listing and a Public Case Detail form.
It was reported that the patient has a past history of  a local allergic reaction to whooping cough as a child. concomitant therapy included BRICANYL, DIANE 35
ED, and SIGMACORT. On 19-JUL-2007 the patient experienced anaphylactic reaction, dyspnoea, hyperhydrosis, laryngeal oedema, palpitations and tongue
oedema and was hospitalised. On 19-JUL-2007, the patient recovered from anaphylactic reaction, dyspnoea, hyperhidrosis, laryngeal oedema, palpitations and
tongue oedema. The agency considered that anaphylactic reaction, dyspnoea, hyperhidrosis, laryngeal oedema, palpitations and tongue oedema were
possibly related to therapy with Gardasil. The original reporting source was not provided. Additional information is not expected.

Symptom Text:

BRICANYL TURBUHALER; DIANE 35 ED; ZOTON; SIGMACORTOther Meds:
Lab Data:
History:
Prex Illness:

cardiovascular evaluation Comment: persistent cardiac murmur
Whooping cough; Hypersensitivity reaction

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

299386-1 (S)

13-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Anaphylactic reaction, Cardiac murmur, Dizziness, Dyspnoea, Hyperhidrosis, Laryngeal oedema, Palpitations, Swollen tongue, Throat tightness

 HOSPITALIZED, SERIOUS

Other Vaccine
12-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0313U 0 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
20-Dec-2007
Status Date

FL
State Mfr Report Id

Localized inflammatory reaction (R) deltoid 6cm x 4cm, warm and tender, occurred w/in 35 hrs of vaccine.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

299396-1

20-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Inflammation, Local reaction, Skin warm, Tenderness

 ER VISIT, NOT SERIOUS

Other Vaccine
12-Dec-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
HEPA

MERCK & CO. INC.
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

1095U
1063U
B217BA

1
0
0

Right arm
Left arm
Left arm

Subcutaneously
Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Dec-2007
Vaccine Date

13-Dec-2007
Onset Date

0
Days

21-Dec-2007
Status Date

TX
State Mfr Report Id

client was given HPV immunization on right arm, immediately told mother that she felt dizzy and weak- client stood up from chair and gradually slumped down
to floor- martha olide ((vaccine administator, medical aide)supported client's head from hitting floor-no apparent injuries noted-rested and aware of
surroundings-after 45 minutes client left with mother ,ambulating and with instructions of any further episode to go to er- comfort measures explained

Symptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

none
no family physician-no history of illnesses

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
10.0

299496-1

21-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Dizziness, Head injury, Presyncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
13-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. M0929U 1 Right arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Oct-2007
Vaccine Date

29-Oct-2007
Onset Date

0
Days

14-Dec-2007
Status Date

FR
State

WAES0712USA01277
Mfr Report Id

Initial and follow up information has been received from a physician, concerning a 12 year old (previously reported as 13 year old) female patient who on 29-
OCT-2007, was vaccinated IM in the left upper arm with the first dose of Gardasil (lot #1536F; batch NG01520). About 3 minutes after vaccination, she
experienced an orthostatic collapse with a short period of loss of consciousness, as well as decreased blood pressure and unresponsiveness to verbal stimuli
for a few minutes. During this time, she experienced a "generalized convulsion" for about 10 to 20 seconds. Following the convulsion, the patient
hyperventilated (duration not specified). she subsequently recovered, however, she was hospitalized for monitoring. An electroencephalogram (EEG),
electrocardiogram (ECG) and Schellong's test were normal. She was diagnosed with vasovagal syncope and hyperventilation following vaccination. The
hospital stay was without incident, and she was released on the next day, 30-OCT-2007. This file is closed. Other business partner numbers include: E2007-
08576.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Prex Illness:

electroencephalography 29Oct07 Comment: normal; electrocardiogram 29Oct07 Comment: normal; orthostatic hypotension measurement 29Oct07 Comment:
normal
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

299541-1 (S)

14-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure decreased, Convulsion, Grand mal convulsion, Hyperventilation, Loss of consciousness, Syncope, Syncope vasovagal, Unresponsive to stimuli

 HOSPITALIZED, SERIOUS

Other Vaccine
13-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1536F 0 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Nov-2007
Vaccine Date

26-Nov-2007
Onset Date

0
Days

14-Dec-2007
Status Date

--
State

WAES0712USA01692
Mfr Report Id

Information has been received from a physical therapist concerning her daughter with a history of meningitis at the age of 2 and seasonal allergies who on
unspecified date was vaccinated with the first dose of Gardasil (lot # not reported). On 26-NOV-2007 the patient was vaccinated with a second 0.5 mL dose of
Gardasil (lot # not reported). Concomitant therapy included WELLBUTRIN and other "unnamed medications." On 28-NOV-2007 the patient developed hives
over her entire body (also reported as 26-NOV_2007). The patient contacted her gynecologist, who advised her to call her internist. The patient took 4 Benadryl
25 mg as directed. She was slightly better the following morning and called her physician who then started her on Medrol DosePack. On approximately 29-
NOV-2007 the patient experienced horrific muscle pain, she blacked out for a short period, vomitted green bile, was dizzy and had a fever. The doctor
discontinued the Medrol DosePack. Hives returned and she went to the ER on 01-DEC-2007. The patient was given intravenous fluids and was treated with
Motrin and Benadryl which were ineffective. Blood test for Creatine Phosphokinase was normal. The patient then started on another unnamed medication for
hives which was later discontinued. A few hours later, the patient was started on Prednisone. The patient was later released from the emergency room and is
completing therapy with prednisone. The patient was reported as recovering. Hives over her entire body, horrific muscle pain, blacked out for a short period,
vomitted green bile, dizziness and fever were considered to be other important medical events. Additional information has been requested.

Symptom Text:

WELLBUTRIN; MEDROL DOSEPAKOther Meds:
Lab Data:
History:
Prex Illness:

serum creatine kinase - normal
Meningitis; Seasonal allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
28.0

299542-1

04-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Loss of consciousness, Myalgia, Pyrexia, Urticaria, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Nov-2007
Vaccine Date

09-Nov-2007
Onset Date

1
Days

14-Dec-2007
Status Date

MS
State

WAES0712USA00194
Mfr Report Id

Information has been received from a physician concerning a 17 year old female with coeliac disease and no drug allergies and a history of headaches, who,
on 08-NOV-2007 was vaccinated with a first dose of (previously reported as a second dose) on Gardasil. Concomitant suspect therapy included
cyproheptadine hydrochloride (MSD), tablet for the treatment of headache (duration and dose not reported). On 09-NOV-2007 (previously reported as 08-NOV-
2007 later in the day) the patient experienced bilateral calf pain. It was reported that the patient "couldn't walk." On 12-NOV-2007 (also reported as 4 days later)
the patient was seen in the office with bilateral calf pain, marked calf tenderness, and difficulty getting out of bed. There was no treatment prescribed.
Laboratory diagnostics were performed with the following results: complete blood count was normal, sedimentation rate was 3, c-reactive protein was normal,
antinuclear antibodies were less than 80, chemistry profile was normal except serum aspartate aminotransferase which was 75, and creatine phosphokinase
was 2739. A component C3 test was performed with no results provided. On 14-NOV-2007 the patient recovered. No product quality complaint was involved.
The physician considered the bilateral calf pain and difficulty getting out of bed/couldn't walk to be disabling. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Coeliac diseasePrex Illness:

complete blood cell 11/12/07; erythrocyte 11/12/07 3; serum C-reactive 11/12/07 normal; serum ANA 11/12/07 less then 80, blood chemistry 11/12/07 normal-
except serum aspartate aminotransferase; plasma aspartate 11/12/07 75; plasma creatine
Headache; No reaction to previous exposure to drug

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
8.0

299543-1 (S)

07-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Gait disturbance, Hypokinesia, Myalgia, Pain in extremity

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Other Vaccine
13-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Jul-2007

Vaccine Date
30-Jul-2007
Onset Date

0
Days

17-Dec-2007
Status Date

PA
State

WAES0710USA03725
Mfr Report Id

Information has been received from a physician concerning an 18 year old white female, student with no illness at the time of vaccination, whose reported
weight was 131 pounds and whose reported height was 62 inches who on 30-JUL-2007, at 9:15 A.M., was vaccinated into the left arm with the second dose of
HPV rL1 6 11 16 18 VLP vaccine (yeast), (Lot #658222/0927U).  It was reported that on 30-JUL-2007, the patient experienced a hot face for 5-7 minutes, post
injection.  The patient had a brief syncopal episode.  The patient reported that she felt that she blacked out for about 30 seconds.  The patient's blood pressure
reading was 86/50 mmHg.  It was reported that the patient felt well and within normal limits (wnl) after lying down for 15 minutes.  Additional information has
been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

blood pressure, 07/30/07, 86/50 mmHg
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

299561-1

17-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure decreased, Hot flush, Loss of consciousness, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0927U 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6038
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Dec-2007
Status Date

MO
State

WAES0710USA03728
Mfr Report Id

Information has been received from a physician, via a company representative, concerning a 17 year old female patient, who in approximately September 2007
("about a month ago"), was vaccinated at a different facility, with the first dose of HPV rL1 6 11 16 18 VLP vaccine (yeast) (lot # not provided).  The patient
visited the physician to report that since the vaccination, she had arm pain that had not yet resolved.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

299562-1

17-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Aug-2007
Vaccine Date

15-Aug-2007
Onset Date

0
Days

17-Dec-2007
Status Date

--
State

WAES0710USA03737
Mfr Report Id

Information has been received from a physician concerning a 16 year old female with a history of seasonal allergies who on 15-AUG-2007 was vaccinated with
her first dose of HPV rL1 6 11 16 18 VLP vaccine (yeast) IM (Lot #658556/1060U).  Within 10 minutes the patient experienced a tight cough and fainted.
Subsequently, the patient recovered from the tight cough and fainting.  The patient sought medical attention in the office.  Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Seasonal allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

299563-1

17-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cough, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1060U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6040
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Oct-2007
Vaccine Date

17-Oct-2007
Onset Date

2
Days

17-Dec-2007
Status Date

--
State

WAES0710USA03749
Mfr Report Id

Information has been received from a physician concerning a 12 year old female who on 15-OCT-2007 was vaccinated with her first dose of HPV rL1 6 11 16
18 VLP vaccine (yeast) IM.  Concomitant therapy on 15-OCT-2007 included meningococcal ACYW conj vaccine (dip toxoid) (MENACTRA) and diphtheria
toxoid (+) pertussis acellular vaccine (unspecified) (+) tetanus toxoid.  On 17-OCT-2007 the patient experienced hives all over her body.  The patient sought
unspecified medical attention and her outcome is unknown.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

299564-1

17-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, Medication error, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

MNQ
DTAP
HPV4

SANOFI PASTEUR
UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL
NULL 0

Unknown
Unknown
Unknown

Unknown
Unknown

Intramuscular



10 JUN 2008 06:27Report run on: Page 6041
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Jun-2007
Vaccine Date

19-Jun-2007
Onset Date

0
Days

17-Dec-2007
Status Date

KY
State

WAES0710USA03761
Mfr Report Id

Information has been received from a nurse concerning a 16 year old female with allergies to sulfa, erythromycin ethylsuccinate (+) sulfisoxazole acetyl
(PEDIAZOLE) and carbinoxamine maelate (+) pseudoephedrine hydrochloride (RONDEC) who was vaccinated intramuscularly in the deltoid on 19-Apr-2007
with first dose and on 19-Jun-2007 with a second dose of HPV rL1 6 11 16 18 VLP vaccine (yeast). The nurse reported that the patient began experiencing
headache 30 minutes after the second dose of HPV rL1 6 11 16 18 VLP vaccine (yeast) was administered. The headaches were occurring daily for 1 to 2
months after receiving the 2nd dose. The patient's headache still persisted but had tapered somewhat and occurred intermittently. The patient had been
concomitantly treating the headaches with acetaminophen (TYLENLOL), ibuprofen (MOTRIN) and bed rest. The patient did received unspecified medical
attention, per the nurse the patient has not recovered. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None
Drug hypersensitivity

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

299565-1

17-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6042
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Dec-2007
Status Date

VA
State

WAES0710USA03769
Mfr Report Id

Information has been received from a physician concerning a female (age unknown), who on an unspecified date, was vaccinated with a dose of HPV rL1 6 11
16 18 VLP vaccine (yeast). Subsequently, the patient was running late to soccer practice, and when she got to the soccer field she was red and flushed. The
event took place "about an hour after receiving the dose." The patient did not seek medical attention. The patient recovered on an unspecified date. No product
quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

299566-1

17-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Flushing

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6043
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
18-Oct-2007
Onset Date Days

17-Dec-2007
Status Date

GA
State

WAES0710USA03770
Mfr Report Id

Information has been received from a mother concerning her 12 year old daughter with mild allergies who on 13-JUL-2007 was vaccinated with her first dose of
HPV rL1 6 11 16 18 VLP vaccine (yeast). In Oct 2007 the patient was vaccinated with a dose of HPV rL1 6 11 16 18 VLP vaccine (yeast) at the County Health
Department. On 18-Oct-2007, the patient fainted and hit her nose when she fell after receiving the vaccine. The mother stated that the child was lethargic and
wanted to sleep. The mother contacted the County Health Department and it was recommended that she take her daughter to the emergency room. The child
did not have the same experience post vaccination with the first dose. The child did receive unspecified medical attention at the time of incident and per the
mother lethargy and wanted to sleep persist. It was also reported that the child received varicella virus vaccine live (MSD) and hepatitis B vaccine, recomb
(manufacturer unknown) but date that the vaccines were given were not reported at time of this report. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:

UnknownPrex Illness:

None
Hypersensitivity

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

299567-1

17-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Face injury, Fall, Lethargy, Somnolence, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6044
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Dec-2007
Status Date

NY
State

WAES0710USA03781
Mfr Report Id

Information has been received from a nurse concerning a female (age was not reported) who on an unspecified date was vaccinated with HPV rL1 6 11 16 18
VLP vaccine (yeast). Subsequently, immediately after the patient received the vaccine she passed out. The patient woke up about a minute or so after being
vaccinated and was fine prior to leaving the office. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

299568-1

17-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Loss of consciousness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6045
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Dec-2007
Status Date

NJ
State

WAES0710USA03806
Mfr Report Id

Information has been received from a physician concerning an 18 year old female who was vaccinated on an unspecified day with HPV rL1 6 11 16 18 VLP
vaccine (yeast) and diphtheria toxoid (+) pertussis acellular vaccine (unspecified) (+) tetanus toxoid(manufacturer unknown). The patient experienced swollen
glands the day after the vaccination and went to the ER for unspecified medical treatment. Per the doctor the patient recovered. Additional information has
been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

299569-1

17-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, Lymphadenopathy, Medication error

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4
DTAP

MERCK & CO. INC.
UNKNOWN MANUFACTURER

NULL
NULL

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 6046
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Aug-2007
Vaccine Date

01-Aug-2007
Onset Date

0
Days

17-Dec-2007
Status Date

TX
State

WAES0710USA03807
Mfr Report Id

Information has been received from a nurse concerning a 14 year old female who in approximately August 2007, was vaccinated with the 1st dose of Gardasil.
After the vaccination, on the evening of August 2007, the patient experienced neck pain and fever. Unspecified medical attention was received. Per the
patient's mother, the patient recovered. On 18-Oct-2007, in the morning, the patient received the second dose of Gardasil. During the evening of 18-Oct-2007,
the patient experienced neck pain. The nurse reported as of the morning of 19-Oct-2007, the patient was fine. Additional information is expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

299570-1

17-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Neck pain, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6047
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Dec-2007
Status Date

TX
State

WAES0710USA03809
Mfr Report Id

Information has been received from a physician concerning an over 11 year old female who was vaccinated intramuscularly with a dose of HPV rL1 6 11 16 18
VLP vaccine (yeast). Subsequently the patient experienced dizziness. The patient did not seek medical attention. Subsequently, the patient recovered.
Additional informtion has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

299571-1

17-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6048
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Oct-2007
Vaccine Date

04-Oct-2007
Onset Date

0
Days

17-Dec-2007
Status Date

NJ
State

WAES0710USA03817
Mfr Report Id

Information has been received from a physician concerning a 26 year old female with no pertinent medical history who on 04-OCT-2007 in the a.m. was
vaccinated into the left arm with a third dose of HPV rL1 6 11 16 18 VLP (yeast) (Lot #0530U). There was no concomitant medication. On 04-OCT-2007 the
patient developed redness and swelling of the left arm around the injection site. There were no laboratory or diagnostic tests performed. At the time of the
report the patient's outcome was unknown. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

299572-1

17-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0530U 2 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 6049
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Oct-2007
Vaccine Date

15-Oct-2007
Onset Date

0
Days

17-Dec-2007
Status Date

CA
State

WAES0710USA03830
Mfr Report Id

Information has been received from a physician concerning an 18 year old female who on 15-OCT-2007 was vaccinated with the 2nd 0.5ml dose of HPV rL1 6
11 16 18 VLP vaccine (yeast). In October 2007, the patient experienced extreme pain, tenderness, dizziness and nausea. The patient did receive unspecified
medical attention and recovered on 17-Oct-2007. Per the doctor, the patient did not experience any AEs after receiving the 1st dose of HPV rL1 6 11 16 18
VLP vaccine (yeast). Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

299573-1

17-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Nausea, No reaction on previous exposure to drug, Pain, Tenderness

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6050
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Sep-2007
Vaccine Date

01-Oct-2007
Onset Date

3
Days

17-Dec-2007
Status Date

DC
State

WAES0710USA03833
Mfr Report Id

Information has been received concerning a 14 year old female with unspecified allergies who on 28-Sep-2007 was vaccinated with a first dose of HPV rL1 6
11 16 18 VLP vaccine (yeast).  Concomitant therapy included loratadine (Claritin).  Subsequently on 01-Oct-2007 the patient came into the office and reported
that she was experiencing hypersensitivity to her tongue, in terms of feeling of tongue.  Her taste buds were enlarged and she also said she was feeling tired.
The physician also reported that the patient has other allergies and the physician does not know if that was the reason why she was experiencing
hypersensitivity to her tongue.  At the time of the report the patient's outcome was unknown.  Additional information has been requested.

Symptom Text:

ClaritinOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Hypersensitivity

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

299574-1

17-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Fatigue, Hypersensitivity

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6051
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Oct-2007
Vaccine Date

15-Oct-2007
Onset Date

0
Days

17-Dec-2007
Status Date

--
State

WAES0710USA03835
Mfr Report Id

Information has  been received from a consumer concerning a 24 year old daughter with no pertinent medical history who on 15-OCT-2007 was vaccinated with
a second dose of HPV rL1 6 11 16 18 VLP vaccine (yeast). There was no concomitant medication. On 15-OCT-2007 the patient experienced fever and chills.
There were no laboratory or diagnostic tests performed. Unspecified medical attention was sought. On 16-OCT-2007 the patient's condition got better and she
recovered. The patient did not have reaction with the first dose of HPV rL1 6 11 16 18 VLP vaccine (yeast). Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

299575-1

17-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chills, No reaction on previous exposure to drug, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6052
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Dec-2007
Status Date

VA
State

WAES0710USA03839
Mfr Report Id

Information has been received from a nurse concerning a 12 or 13 year old female who in August 2007 (date unknown), was vaccinated with the 1st dose of
HPV rL1 6 11 16 18 VLP vaccine (yeast).  The nurse reported that the patient fainted after receiving the vaccination.  The patient received unspecified medical
attention was monitored and recovered.  The nurse stated that the HPV rL1 6 11 16 18 VLP vaccine (yeast) therapy was not discontinued.  Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

299576-1

17-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6053
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Sep-2007
Vaccine Date

23-Sep-2007
Onset Date

3
Days

17-Dec-2007
Status Date

AZ
State

WAES0710USA03847
Mfr Report Id

Information has been received from a physician concerning a (approximately) 19 year old female who on 20-SEP-2007 was vaccinated with the 1st 0.5ml dose
of HPV rL1 6 11 16 18 VLP vaccine (yeast). On 23-SEP-2007 the patient developed a rash on her neck and arms and led up to her cheeks. The patient
eventually developed the rash all over her body and was referred to a Dermatologist. Patient did receive unspecified medical attention and at the time of this
report the patient's outcome is unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

299577-1

17-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash, Rash generalised

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6054
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Aug-2007
Vaccine Date

17-Aug-2007
Onset Date

0
Days

17-Dec-2007
Status Date

FL
State

WAES0710USA03850
Mfr Report Id

Information has been received from an office manager, concerning a 15 year old female patient, who on 17-AUG-2007 was vaccinated IM with the first dose of
Gardasil (lot #658222/0927U). Following the vaccination, she experienced pain and numbness from the shoulder to the elbow. The outcome of the events were
unknown. On 18-OCT-2007 the patient was vaccinated IM with the second dose of Gardasil (lot # invalid), and again following the vaccination, experienced
pain and numbness from the shoulder to the elbow. Five minutes after the injection, the patient fainted. At the time of this report, the patient had not recovered.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

299580-1

17-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Pain in extremity, Syncope, Vaccine positive rechallenge

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0927U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6055
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Dec-2007
Status Date

--
State

WAES0710USA03855
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with her first dose of HPV rL1 6 11 16 18 VLP vaccine (yeast).
Subsequently the patient experienced break out of acne around the injection site. The patient sought unspecified medical attention and her outcome is
unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

299582-1

17-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Acne, Injection site reaction

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6056
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Dec-2007
Status Date

--
State

WAES0710USA03866
Mfr Report Id

Information has been received via a company representative, from a physician who after completion of the vaccination of a patient with a prefilled syringe of
HPV rL1 6 11 16 18 VLP vaccine (yeast), was pricked in the finger after the syringe "sprung back incorrectly."  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

299584-1

17-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Accidental needle stick, Medical device complication

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6057
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Sep-2007
Vaccine Date

11-Sep-2007
Onset Date

5
Days

17-Dec-2007
Status Date

MD
State

WAES0710USA03886
Mfr Report Id

Information has been received from a physician, concerning a 25 year old female patient with no pertinent medical history and no known allergies, who on 06-
SEP-2007 was vaccinated in the left arm ("in the p.m.") with the first dose of HPV rL1 6 11 16 18 VLP vaccine (yeast) (lot # not known). There was no
concomitant medication; there was no illness at the time of vaccination. On 11-SEP-2007 the patient experienced tenderness around the injection site. On 12-
SEP-2007 the patient developed a "red ring" that continued to grow in size until 14-SEP-2007, when the patient visited the office and treatment with an
antihistamine (unspecified) and antibiotic (unspecified) was initiated. On 17-SEP-2007, the patient had recovered events. Additional information has been
requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

299585-1

17-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6058
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Aug-2007
Vaccine Date

29-Aug-2007
Onset Date

2
Days

17-Dec-2007
Status Date

--
State

WAES0710USA03918
Mfr Report Id

Information has been received from a nurse practitioner concerning an 18 year old female patient with eczema who on 27-Aug-2007, was vaccinated with a first
dose of HPV rL1 6 11 16 18 VLP vaccine (yeast).  On 29-Aug-2007 two days after the vaccination, the patient experienced raised pox marks, dime sized, all
over her body.  She saw her primary care physician and was treated with Exolderm cream which was ineffective.  The pox marks were biopsied with a
diagnosis of eczema.  At the time of this report, the patient's outcome was unknown.  No product quality complaint was involved.  Additional information has
been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Biopsy - pox marks biopsied as eczema.
Eczema

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

299586-1

17-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Condition aggravated

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6059
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Dec-2007
Status Date

MI
State

WAES0710USA03923
Mfr Report Id

Information has been received from a physician concerning a female (age was not reported) who was vaccinated with dose 1 and 2 (dates unknown) of
Gardasil. Subsequently, after dose 2 was given, the patient developed pain at the injection site and fever. The patient did receive unspecified medical treatment
and recovered from the fever and pain at injection site. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

299588-1

17-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6060
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Dec-2007
Vaccine Date

10-Dec-2007
Onset Date

0
Days

20-Dec-2007
Status Date

VA
State Mfr Report Id

Pain, numbness tingling in lower left arm; keeping arm bent as forearm and wrist hurt. Pt guarding arm distal to injection site. No site reaction.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

299589-1

21-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Hypoaesthesia, Pain in extremity, Paraesthesia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
13-Dec-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2277AA
1245U

0
0

Left arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 6061
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Oct-2007
Vaccine Date

Unknown
Onset Date Days

17-Dec-2007
Status Date

DE
State

WAES0710USA03925
Mfr Report Id

Information has been received from a physician concerning a female patient who on approximately 18-OCT-2007 "this week", was vaccinated with a first 0.5ml
dose of Gardasil. Subsequently, the patient fainted. Unspecified medical attention was sought. It was reported that the patient was monitored and recovered.
No product quality complaint was involved. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

299590-1

17-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6062
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
20-Dec-2007
Status Date

--
State Mfr Report Id

Light-headedness, central cyanosis, no loss of consciousness, no local reaction. Same event on previous dose 2 months ago.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

299591-1

21-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cyanosis, Dizziness, Similar reaction on previous exposure to drug

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
13-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0930U 2 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 6063
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Oct-2007
Vaccine Date

18-Oct-2007
Onset Date

2
Days

17-Dec-2007
Status Date

MA
State

WAES0710USA03926
Mfr Report Id

Information has been received from a physician concerning a 17 year old female with an allergy to Carbamazepine-urticaria (1993) and exercise-induced
bronchospasm who on 16-Oct-2007 was vaccinated intramuscularly with a 0.5ml dose of Gardasil (lot#658563/1063U), concomitant therapy included benzoyl
peroxide, clindamycin and adapalene (DIFFERIN). The doctor stated that on 18-OCT-2007 the patient developed hives 36 hours after the vaccination. The
patient received unspecified medical attention and it is unknown at this time if the patient has recovered. Additional information has been requested.

Symptom Text:

Differin; benzoyl peroxide; ClindamycinOther Meds:
Lab Data:
History:

Exercise-induced bronchospasm; Drug hypersensitivityPrex Illness:

None
Urticaria

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

299592-1

17-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1063U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6064
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Dec-2007
Status Date

--
State

WAES0710USA03928
Mfr Report Id

Information has been received from a pharmacy technician concerning a 11 year old daughter of a friend who in January 2007 (exact date unknown), was
vaccinated with HPV rL1 6 11 16 18 VLP vaccine (yeast). In Jan-2007, the patient developed a red, itching vaginitis after receiving the 1st dose of HPV rL1 6
11 16 18 VLP vaccine (yeast). Per the pharmacy technician, the patient's vaginitis persisted throughout the complete HPV rL1 6 11 16 18 VLP vaccine (yeast)
series. The patient did receive unspecified medical attention and tropical creams were used to treat the problem. At the time of this report the patient has not
recovered. Additional information has been requested.

Symptom Text:

unknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

299594-1

17-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Pruritus, Vaginal infection

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6065
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Aug-2007
Vaccine Date

Unknown
Onset Date Days

17-Dec-2007
Status Date

KS
State

WAES0710USA03935
Mfr Report Id

Information has been received from a physician concerning a 14 year old female, who has had her period since the 6th grade was vaccinated on 01-Aug-2007
with the 1st dose of HPV rL1 6 11 16 18 VLP vaccine (yeast).  The doctor stated that the patient has not experienced a period since the time of the vaccination.
 The patient was vaccinated with the 2nd dose of HPV rL1 6 11 16 18 VLP vaccine (yeast) on 05-Oct-2007.  The patient received unspecified medical attention
and at the time of this report the patient had not experienced a period.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

299595-1

17-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Menstruation delayed

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6066
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Aug-2007
Vaccine Date

10-Aug-2007
Onset Date

0
Days

17-Dec-2007
Status Date

KS
State

WAES0710USA03940
Mfr Report Id

Information has been received from a physician concerning a 14 year old female who on 10-AUG-2007 was vaccinated with the 1st dose of Gardasil. The
doctor stated that the patient has not experienced a period time the time of that vaccination. The patient was vaccinated with the 2nd dose of Gardasil on 12-
Oct-2007. The patient received unspecified medical attention and at the time of this report, the patient has not experienced a period. Additional information has
been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

299596-1

17-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Menstruation delayed

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6067
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Dec-2007
Status Date

IL
State

WAES0710USA03942
Mfr Report Id

Information has been received from a physician concerning a female (age not reported) who in September 2007 (exact date unknown), was vaccinated with
HPV rL1 6 11 16 18 VLP vaccine (yeast).  The doctor sated that the patient reported extreme pain in her arm since the vaccination 1 month ago.  The patient
received unspecified medical attention.  The patient's outcome was not reported.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

299597-1

17-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6068
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Dec-2007
Status Date

NY
State

WAES0710USA03967
Mfr Report Id

Information has been received from a physician concerning a 21 year old female patient who was vaccinated with a first dose of Gardasil. Subsequently the
patient experienced patient experience redness and blotchy spots on her chest and arms and thighs. The patient sought unspecified medical attention. The
outcome was unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

299599-1

17-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Rash macular

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6069
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Dec-2007
Status Date

--
State

WAES0710USA03968
Mfr Report Id

Information has been received from a physician concerning a 15 year old female patient who was vaccinated with a dose of HPV rL1 6 11 16 18 VLP vaccine
(yeast). The physician reported that patient developed pelvic inflammatory disease after being vaccinated with a dose of HPV rL1 6 11 16 18 VLP vaccine
(yeast). The patient sought unspecified medical attention. The outcome was unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

299601-1

17-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Pelvic inflammatory disease

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6070
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Dec-2007
Status Date

MD
State

WAES0710USA03984
Mfr Report Id

Information has been received from a licensed practical nurse concerning a female who was vaccinated with a first dose of HPV rL1 6 11 16 18 VLP vaccine
(yeast). Concomitant therapy included hormonal contraceptives (unspecified). Subsequently the patient experienced swelling at the injection site. The patient
called the physician's office. At the time of the report, the patient's outcome was unknown. Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

299602-1

17-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6071
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Dec-2007
Status Date

OH
State

WAES00710USA03988
Mfr Report Id

Information has been received from a physician concerning a female between the ages of 11 and 18 who on an unspecified date was vaccinated IM with the
first dose of Gardasil (Lot# not provided). Subsequently, post vaccination the patient developed hives. The physician referred the patient to an allergist. At the
time of this report it was unknown if the patient had recovered from the hives. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

299603-1

17-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6072
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Dec-2007
Status Date

--
State

WAES0710USA03994
Mfr Report Id

Information has been received from a nurse practitioner concerning a 15 year old female who was the daughter of the nurse practitioners patient. It was
reported that on 02-SEP-2007 the girl was vaccinated (dose not reported) with HPV rL1 6 11 16 18 VLP vaccine (yeast) (Lot# not reported). Subsequently, the
girl experienced that her menstrual period was delayed two weeks post vaccination. Subsequently, she recovered from the delayed menstrual period. It was
also reported that the patients other daughter had the same experience (WAES# 0710USA6260). Additional informtion has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

299605-1

17-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Familial risk factor, Menstruation delayed

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6073
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Sep-2007
Vaccine Date

05-Sep-2007
Onset Date

0
Days

17-Dec-2007
Status Date

--
State

WAES0710USA04003
Mfr Report Id

Information has been received from a physician concerning a 23 year old female who on 05-SEP-2007 was vaccinated with the first dose of HPV rL1 6 11 16
18 VLP vaccine (yeast)  (Lot# not provided). Subsequently for 24 hours post vaccination the patient experienced flu like symptoms and GI upset. Unspecified
medical attention was sought. Subsequently, after 24 hours the patient recovered from the flu like symptoms and GI upset. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

299607-1

17-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal discomfort, Influenza like illness

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6074
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Oct-2007
Vaccine Date

17-Oct-2007
Onset Date

0
Days

17-Dec-2007
Status Date

--
State

WAES0710USA04012
Mfr Report Id

Information has been received from a registered nurse concerning a 21 year old female with no relevant medical history reported who in August 2007, was
vaccinated intramuscularly with a first dose of HPV rL1 6 11 16 18 VLP vaccine (yeast) with no reaction. On17-OCT-2007, the patient was vaccinated
subcutaneously with a 0.5 mL second dose of HPV rL1 6 11 16 18 VLP vaccine (yeast). The patient developed a black and blue mark at the injection site on
the same day of vaccination. The area turned red and swollen within 24 hours. The total area was larger than a 50 cents coin. The patient sought medical
attention from the nurse. At the time of reporting, the patient had not recovered. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

299609-1

17-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site discolouration, Injection site erythema, Injection site swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Subcutaneously



10 JUN 2008 06:27Report run on: Page 6075
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Dec-2007
Status Date

--
State

WAES0710USA04025
Mfr Report Id

Information has been received from a physician concerning a 16 year old female who on an unspecified date was vaccinated with the first dose of HPV rL1 6 11
16 18 VLP vaccine (yeast), injection (form). Concomitant medication was not reported. Subsequently on an unspecified date, the patient experienced local
reaction at injection site where the area was "lumpy" for two weeks after receiving the HPV rL1 6 11 16 18 VLP vaccine (yeast). Unspecified medical attention
was sought. Subsequently on an unspecified date, the patient recovered from local reaction at injection site where the area was "lumpy". No product quality
complaint was involved. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

299611-1

17-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site mass, Injection site reaction

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6076
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Dec-2007
Status Date

OH
State

WAES0710USA04029
Mfr Report Id

Information has been received from a nurse concerning an adolescent female ("older teen") who on an unspecified date was vaccinated with HPV rL1 6 11 16
18  VLP vaccine (yeast) (Lot# not reported). The nurse could not remember if this was the first dose of the vaccine the patient had received. Subsequently, post
vaccination the patient developed localized redness at the injection site which lasted until the next day. Unspecified medical attention was sought. By the next
day the patient was considered to have recovered from localized redness at the injection site. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

299614-1

17-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6077
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Nov-2007
Vaccine Date

21-Nov-2007
Onset Date

0
Days

20-Dec-2007
Status Date

NJ
State Mfr Report Id

Gardasil given 11:45 L.A. Patient instructed to wait 15 minutes to be observed. 1210 Pt slumped over in chair, not responsive to voice. Lowered to floor-eyes
open, pupils dilated, began clonic-tonic movements lasting approximately 10 seconds. Pt awoke immediately; dizziness, nausea, vomiting continued until
transported to ER.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

299615-1

20-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Mydriasis, Nausea, Tonic clonic movements, Unresponsive to stimuli, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1522U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 6078
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Sep-2007
Vaccine Date

29-Sep-2007
Onset Date

27
Days

17-Dec-2007
Status Date

--
State

WAES0710USA04030
Mfr Report Id

Information has been received from a nurse practitioner concerning her daughter, a 16 year old female who on 02-SEP-2007 was vaccinated with HPV rL1 6 11
16 18  VLP vaccine (yeast). The patient was vaccinated concomitantly with varicella virus vaccine live (MMD), meningococcal ACYW conj vaccine (dip toxoid)
(MENACTRA), pertussis vaccine (unspecified), tetanus toxoid and influenza virus vaccine (unspecified). The nurse practitioner reported that the patient started
her menstrual period on 29-SEP-2007 and the period never stopped following the vaccination with HPV rL1 6 11 16 18 VLP vaccine (yeast). It was reported
that the patient was not a patient of the nurse practitioner, but the daughter of the nurse practitioner. The nurse practitioner did not have further information at
the time of the report. Additional information has been requested.

Symptom Text:

influenza virus vaccine, MENACTRA, pertussis vaccine, tetanus toxoidOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

299617-1

18-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Menorrhagia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6079
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Dec-2007
Status Date

MS
State

WAES0710USA04298
Mfr Report Id

Information has been received from a grandmother concerning her 18 year old granddaughter with a history of painful menstruation who in approximately
August 2007, was vaccinated with HPV rL1 6 11 16 18 VLP vaccine (yeast). In approximately August 2007, the grandmother had problems after her first
vaccination of HPV rL1 6 11 16 18 VLP vaccine (yeast). The patient reported the vaccination was very painful. In approximately September 2007 the patient
experienced a very painful menstrual period. On 15-OCT-2007 the patient experienced chest pain for which she saw two physicians (no further specified) The
patient's very painful menstrual period and vaccination and chest pain persisted. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Painful menstrual

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

299620-1

18-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chest pain, Dysmenorrhoea, Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6080
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Aug-2007
Vaccine Date

22-Aug-2007
Onset Date

0
Days

18-Dec-2007
Status Date

TN
State

WAES0710USA04310
Mfr Report Id

Information has been received from a physician concerning a 12 year old female who on 22-AUG-2007 was vaccinated with HPV rL1 6 11 16 18 VLP vaccine
(yeast)., 0.5 ml, intramuscularly. On 22-Aug-2007 the patient experienced headaches. Subsequently the headaches resolved after a short duration. On 22-
OCT-2007 the patient received her second dose of HPV rL1 6 11 16 18 VLP vaccine (yeast), 0.5 ml, intramuscularly and experienced headaches and nausea
within a few hours. As of 22-OCT-2007 the patient's headaches and nausea persisted. The patient sought medical attention via phone. Additional information
has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

299623-1

18-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6081
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Oct-2007
Vaccine Date

08-Oct-2007
Onset Date

0
Days

18-Dec-2007
Status Date

--
State

WAES0710USA04319
Mfr Report Id

Information has been received from the father of a 21 year old female who on 08-OCT-2007 was vaccinated with the second dose of HPV rL1 6 11 16 18 VLP
vaccine (yeast) and, right afterwards, experienced soreness at the injection site which lasted until the time of reporting. There was no concomitant medication.
The patient had not recovered. Additional information is not expected.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

299624-1

18-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6082
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Jul-2007

Vaccine Date
22-Jul-2007
Onset Date

0
Days

18-Dec-2007
Status Date

--
State

WAES0710USA04321
Mfr Report Id

Information has been received from a physician concerning a 12 year old female who, approximately 3 months ago, on approximately 22-JUL-2007, was
vaccinated with a first dose of HPV rL1 6 11 16 18 VLP vaccine (yeast). Concomitant therapy included diphtheria toxoid (+) pertussis acellular vaccine
(unspecified) (+) tetanus toxoid (DTaP). On approximately 22-JUL-2007, after the administration of HPV rL1 6 11 16 18 VLP vaccine (yeast) the patient's heart
rate speeded up, she got shaky and woozy but did not faint. The patient was laid down in the office, lights turned down and was monitored. Subsequently, the
patient fully recovered from heart rate speeded up, got shaky and woozy. Additional information has been requested.

Symptom Text:

diphtheria toxoid (+)Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

299625-1

18-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Heart rate increased, Tremor

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6083
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Dec-2007
Status Date

NY
State

WAES0710USA04337
Mfr Report Id

Information has been received from a licensed practical nurse (LPN) concerning a "staff member" 18 years or older who was vaccinated by injection with the
second dose of HPV rL1 6 11 16 18 VLP vaccine (yeast). The nurse reported that "after the patient received the second dose, the patient had experienced
burning and muscle tightness. The burning and muscle tightness lasted for about five minutes and then it went away. There was no redness or swelling. The
nurse said that they used a different arm from the first injection of HPV rL1 6 11 16 18 VLP vaccine (yeast)". The nurse also reported this same experienced
happened to other patients after their second dose. (WAES # 0710USA00703, 0710USA00703). Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

299627-1

18-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Burning sensation, Muscle tightness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6084
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Dec-2007
Status Date

--
State

WAES0710USA04351
Mfr Report Id

Information has been received from a nurse concerning a "young" female who was vaccinated with HPV rL1 6 11 16 18 VLP vaccine (yeast). "A while ago," the
patient fainted after receiving HPV rL1 6 11 16 18 VLP vaccine. The patient's outcome was not reported. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

299630-1

18-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6085
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Sep-2007
Vaccine Date

24-Sep-2007
Onset Date

0
Days

18-Dec-2007
Status Date

--
State

WAES0710USA04390
Mfr Report Id

Information has been received from a consumer, for the Pregnancy Registry, for HPV rL1 6 11 16 18 VLP vaccine (yeast), concerning her 13 year old daughter
(who is her patient) with no pertinent medical history and with an allergic reaction to nickel who on 24-SEP-20007 was vaccinated with her third dosa of HPV
rL1 6 11 16 18 VLP vaccine (yeast), injection (lot # not reported). There was no concomitant medication. The patient's mother said that on 24-SEP-2007, about
10 minutes after getting the third dosa of HPV rL1 6 11 16 18 VLP vaccine (yeast), her daughter had gotten violently ill. She got sick about five times, real
weak, dizzy for about an hour, and tired. It was reported that it took about three days for her daughter to recover, and she did not go to school. On an
unspecified date a home pregnancy test was performed. On an unspecified date the patient went to the physician's office to get an ultrasound and an
unspecified blood test done (values not provided) (method of confirmation not reported). The patient subsequently found out that she was pregnant (date
unspecified) (last menstrual period 11 weeks and 3 days, 03-Aug-2007). Estimated delivery date is 09-May-2008. The physician was going to treat the
consumer's daughter during her pregnancy. Patient Quality Complaints (PQC) was not involved. Additional information as been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

ultrasound, diagnostic laboratory - results not provided, beta-human chorionic
Pregnancy NOS (LMP = 8/3/2007) Nickel sensitivity

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

299634-1

18-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Dizziness, Drug exposure during pregnancy, Fatigue

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6086
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Dec-2007
Status Date

LA
State

WAES0710USA04400
Mfr Report Id

Information has been received from a physician concerning a 16 year old female who was vaccinated with HPV rL1 6 11 16 18 VLP vaccine (yeast). There was
no illness reported at the time of vaccination. The mother of the patient said that the patient experienced loss of period (amenorrhea) after receiving the first
dose of HPV rL1 6 11 16 18 VLP vaccine (yeast) and the patient sought unspecified medical attention. Subsequently, the patient's period came back (date not
reported). The patient experienced amenorrhea after receiving the second dose of HPV rL1 6 11 16 18 VLP vaccine (yeast) and it subsequently had been
approximately 4 to 5 months and the patient still did not get period. The patient was not pregnant during these times. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

299637-1

18-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Amenorrhoea

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6087
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Aug-2007
Vaccine Date

15-Aug-2007
Onset Date

1
Days

18-Dec-2007
Status Date

MA
State

WAES0710USA04402
Mfr Report Id

Information has been received from a healthcare worker concerning a 21 year old female with no known drug allergies, who on 14-AUG-2007 was vaccinated
with HPV rL1 6 11 16 18 VLP vaccine (yeast). Concomitant therapy included unspecified birth control medication. On 15-AUG-2007 the patient developed an
egg shaped swelling at the injection site that lasted 1 week and dizziness that lasted for 2 days after her first immunization with HPV rL1 6 11 16 18 VLP
vaccine (yeast). There was no illness reported at the time of vaccination. The patient mentioned the adverse event at the next office visit. No
laboratory/diagnostic tests were performed. Subsequently, the patient recovered from an egg shaped swelling at the injection site and dizziness. Additional
information has been requested.

Symptom Text:

(therapy unspecified)Other Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

299638-1

18-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Injection site swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6088
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Oct-2007
Vaccine Date

17-Oct-2007
Onset Date

2
Days

18-Dec-2007
Status Date

--
State

WAES0710USA04418
Mfr Report Id

Information has been received from a physician concerning a 12 year old female with no drug reaction/allergies and no pertinent medical history who on 15-
OCT-2007 was vaccinated with 0.5 mL HPV rL1 6 11 16 18 VLP vaccine (yeast) (lot # 658556/1060U). The patient received a simultaneous injection of
diphtheria toxoid (+) pertussis acellular 3-component vaccine (+) tetanus toxoid (BOOSTRIX) that same day. On 17-OCT-2007 the patient experienced urticaria
(area unspecified) for which the physician prescribed diphenhydramine hydrochloride (BENADRYL). No lab diagnostic studies were performed. Upon
examination on 22-OCT-2007 the urticaria was resolved. No other symptoms or treatment were reported. Additional information has been requested.

Symptom Text:

BOOSTRIXOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

299639-1

18-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1060U Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6089
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Jul-2007

Vaccine Date
Unknown

Onset Date Days
18-Dec-2007
Status Date

--
State

WAES0710USA04432
Mfr Report Id

Information has been received from a health professional concerning a 22 year old female who on 30-JUL-2007 was vaccinated with her first dose of HPV rL1 6
11 16 18 VLP vaccine (yeast) IM (Lot# 657868/0523U). On 06-OCT-2007 the patient was vaccinated with her second dose of HPV rL1 6 11 16 18 VLP vaccine
(yeast) IM (Lot# 658558/1061U). Concomitant therapy included montelukast sodium (SINGULAIR), desogestrel/ethinyl estradiol (KARIVA) and albuterol
(VENTILAN (albuterol)). After the first dose of HPV rL1 6 11 16 18 VLP vaccine (yeast), the patient experienced cramping and bleeding discharge. The patient's
outcome is unknown. After the second dose of HPV rL1 6 11 16 18 VLP vaccine (yeast), the patient experienced cramping and bleeding discharge only it was
worse this time. The patient's cramping and bleeding persisted. The patient was not in her menstrual cycle. Physician performed vaginal screening and results
were normal, sexually transmitted disease screen which was negative and a pelvic ultrasound that was within normal limits. It is also reported that the patient is
experiencing pain during intercourse. The patient sought medical attention in the office. Additional information has been requested.

Symptom Text:

VENTILAN (ALBUTEROL), KARIVA, SINGULAIROther Meds:
Lab Data:
History:
Prex Illness:

gynecological ultrasound - normal, pelvic ultrasound - within normal limits, cervix C. - negative
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

299640-1

18-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Bloody discharge, Dyspareunia, Muscle spasms

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1061U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6090
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Oct-2007
Vaccine Date

20-Oct-2007
Onset Date

0
Days

18-Dec-2007
Status Date

--
State

WAES0710USA04448
Mfr Report Id

Information has been received from a physician concerning a 19 year old female who on 20-OCT-2007 was vaccinated with her first dose of HPV rL1 6 11 16
18 VLP vaccine (yeast) IM (Lot# 658560/1062U). Concomitant therapy included ethinyl estradiol/norgestimate (ORTHO TRI-CYCLEN). On 20-OCT-2007 the
patient experienced syncope and tonic clonic movements ("slumped to the floor" and "flinching" ("seizure like")). Subsequently, the patient recovered from
syncope and tonic clonic movements. The patient was placed into a chair and about 4-5 seconds later, the patient "came out of it." The patient was responsive
to the nurse and other staff. Additional information has been requested.

Symptom Text:

ORTHO TRI_CYCLENOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

299641-1

18-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope, Tonic clonic movements

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1062U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6091
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Sep-2007
Vaccine Date

Unknown
Onset Date Days

18-Dec-2007
Status Date

OR
State

WAES0710USA04449
Mfr Report Id

Information has been received from a physician concerning a 19 year old female with a history of CIN 1 and Benzoyl Peroxide allergy who on 10-SEP-2007 was
vaccinated with HPV rL1 6 11 16 18 VLP vaccine (yeast) IM (Lot# 658556/1030U). Subsequently the patient developed 2 warts on her fingers. The patient's 2
warts on her fingers persisted. The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Prolong 1st stage; Drug hypersensitivity

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

299642-1

18-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Skin papilloma

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1060U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6092
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Oct-2007
Vaccine Date

09-Oct-2007
Onset Date

0
Days

18-Dec-2007
Status Date

HI
State

WAES0710USA04543
Mfr Report Id

Information has been received from a physician concerning a 23 year old white female who on 09-OCT-2007 was vaccinated intramuscularly, into the left
deltoid, with a first dose of HPV rL1 6 11 16 18 VLP vaccine (yeast) (lot #657872/0515U). Illness at the time of vaccination included a urinary tract infection.
Concomitant therapy included nitrofurantoin (MACROBID) and ethinyl estradiol/norgestimate (ORTHO TRI-CYCLEN). On 09-OCT-2007, in th evening, the
patient experienced nausea, left arm pain and weakness. At the time of the report, the patient's outcome was unknown. No further information is available.

Symptom Text:

ORTHO TRI-CYCLEN, MACROBIDOther Meds:
Lab Data:
History:

Urinary tract infectionPrex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

299643-1

18-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Muscular weakness, Nausea, Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0515U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6093
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Aug-2007
Vaccine Date

08-Oct-2007
Onset Date

68
Days

18-Dec-2007
Status Date

PA
State

WAES0710USA04544
Mfr Report Id

Information has been received from a physician concerning a 21 year old female who on 08-OCT-2007 was vaccinated IM with a second dose of HPV rL1 6 11
16 18 VLP vaccine (yeast) (lot# 658558/1061U). There was no concomitant medication. On 09-OCT-2007 the patient's mother called the office to report that
the patient believed that she was having a reaction to the vaccine. The patient was called by the physician. It was reported that the patient woke up through the
night with severe abdominal cramps. She had no nausea, diarrhea or vomiting. She possibly had a fever "I felt warm." The patient stated that she didn't feel
right. She didn't want to eat because her "stomach kind of hurts." The patient was told that if she experienced any signs of wheezing, trouble breathing or
swallowing or if she had a fever she needed to go to the emergency room. The physician reported that this may be influenza type of symptoms but the patient
should call her mother to let the office know how she was feeling. The patient recovered. On 01-AUG-2007 the patient was vaccinated with first dose of HPV
rL1 6 11 16 18 VLP vaccine (yeast) and there were no concerns. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

299644-1

18-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Abdominal pain upper, Feeling hot, Malaise, Sleep disorder

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1061U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6094
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Dec-2007
Status Date

KY
State

WAES0710USA04590
Mfr Report Id

Information has been received from a certified medical assistant (C.M.A.) concerning a female patient age 11-12 years old who "in the last 5 months" (in 2007)
was vaccinated with HPV rL1 6 11 16 18 VLP vaccine (yeast). Subsequently "in the last 5 months" (in 2007) the patient passed out within a moment of being
vaccinated. Medical attention was sought, in th office. She was treated with cool compresses and rest and her blood pressure was monitored. Subsequently,
the patient recovered. She will continue with the vaccination series as scheduled. This is one of four total reports received from the same source. One of the
girls received the third dose of HPV rL1 6 11 16 18 VLP vaccine (yeast) and hepatitis A virus vaccine inactivated (HAVRIX). The other girls were receiving the
first dose of HPV rL1 6 11 16 18 VLP vaccine (yeast). The reporter did not specify which of the four patients was receiving the third dose. Additional information
has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

299645-1

19-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6095
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Oct-2007
Vaccine Date

Unknown
Onset Date Days

18-Dec-2007
Status Date

WI
State

WAES0710USA04601
Mfr Report Id

Information has been received from a nurse concerning a 12 year old female with asthma who on 09-AUG-2007 was vaccinated with HPV rL1 6 11 16 18 VLP
vaccine (yeast), 0.5mL IM. In August 2007, the patient missed her period for the month of August and developed headaches. The patient saught medical
attention. She recovered from the symptoms, date not reported. On 09-OCT-2007 the patient received her second dose of HPV rL1 6 11 16 18 VLP vaccine
(yeast). She again developed headaches and did not have her period for the month of October. The patient still has headaches. No outcome was reported for
missed periods. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

299646-1

19-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Menstrual disorder

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1426F 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6096
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Dec-2007
Status Date

NC
State

WAES0710USA04603
Mfr Report Id

Information has been received from a registered nurse concerning 2 female patients who ere vaccinated with HPV rL1 6 11 16 18 VLP vaccine (yeast).
Subsequently both patients fainted. Medical attention was sought, "they were in the office". Both patients recovered "within a few minutes". Attempts are being
made to obtain additional identifying information to distinguish individual patients mentioned in this report. Additional information will be provided if available.

Symptom Text:

unknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

299647-1

19-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6097
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Dec-2007
Status Date

IN
State

WAES0710USA04606
Mfr Report Id

Information has been received from a consumer concerning a 11 year old female patient with a history of hypersensitivity to illosone who in July 2007, was
vaccinated with her third dose of HPV rL1 6 11 16 18 VLP vaccine (yeast). Since August 2007, the patient experienced severe hives. The patient did not have
any reactions with the first and second doses of HPV rL1 6 11 16 18 VLP vaccine (yeast). The patient has been seen by a dermatologist and a allergist. In
either late August or early September 2007, the patient's hands and feet began to swell requiring a visit to the emergency room. The patient has been on
prednisone (manufacturer unknown), doxeprin (manufacturer unknown), ranitidine (manufacturer unknown), fexofenadine Hcl (ALLERGRA), and cetirizine Hcl
(ZYRTEC). The medications were not helping. The patient did not recover from severe hives nor hands and feet swelling. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Hypersensitivity

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

299648-1

18-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Oedema peripheral, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6098
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Oct-2007
Vaccine Date

23-Oct-2007
Onset Date

1
Days

18-Dec-2007
Status Date

NJ
State

WAES0710USA04614
Mfr Report Id

Information has been received from a healthcare professional concerning a 24 year old female who on 04-APR-2007 was vaccinated with HPV rL1 6 11 16 18
VLP vaccine (yeast) (lot# 658563/1063U), 0.5mL IM for prophylaxis. Concomitant therapy included desogestrel/ethinyl estradiol (MIRCETTE). On an
unspecified date, the patient received her second dose of HPV rL1 6 11 16 18 VLP vaccine (yeast) (lot # not reported). On 22-OCT-2007 the patient received
her third dose of HPV rL1 6 11 16 18 VLP vaccine (yeast) (lot# not reported). On 23-OCT-2007 the patient experienced dizziness and hot and cold sweats.
Medical attention was sought. The patient's dizziness and hot and cold sweats persisted. The product quality complaint unit was not involved. Additional
information has been requested.

Symptom Text:

MIRCETTEOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

299649-1

18-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cold sweat, Dizziness, Feeling hot

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6099
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Dec-2007
Status Date

NC
State

WAES0710USA04624
Mfr Report Id

Information has been received from a health professional concerning a female patient who was vaccinated with first dose of HPV rL1 6 11 16 18 VLP vaccine
(yeast), 0.5mL intramuscularly (IM). The patient was unable to wait in the office for 15 minutes after receiving HPV rL1 6 11 16 18 VLP vaccine (yeast). As the
patient was walking out, she felt faint, fell and bumped her head. Unspecified medical attention was sought. Subsequently, the patient recovered. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

299650-1

19-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Fall, Head injury, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6100
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Dec-2007
Status Date

TX
State

WAES0710USA04632
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated intramuscularly with a first dose of HPV rL1 6 11 16 18 VLP vaccine
(yeast). Subsequently, the patient experienced severe muscle pain that last about 15-20 days after vaccination. Subsequently, the patient recovered. On an
unspecified date, the patient was vaccinated with a second dose of HPV rL1 6 11 16 18 VLP vaccine (yeast). Subsequently, the patient experienced severe
muscle pain that last about 15-20 days after vaccination. Subsequently, the patient recovered. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

299651-1

19-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Myalgia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6101
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Dec-2007
Status Date

--
State

WAES0710USA04642
Mfr Report Id

Information has been received from a Licensed practical nurse concerning 5 female patients aged 14-15 who were vaccinated with HPV rL1 6 11 16 18 VLP
vaccine (yeast). Subsequently the patients fainted, this "happened at all doses not just one particular". Unspecified medical attention was sought. All continued
with the therapy. The patient recovered, "all were ok".

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

299652-1

19-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6102
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Jun-2007
Vaccine Date

28-Jun-2007
Onset Date

0
Days

19-Dec-2007
Status Date

NY
State

WAES0710USA04652
Mfr Report Id

Information has been received from a nurse concerning a 15 year old female with no past medical history and no prior drug reactions who on 26-APR-2007
received her first dose of HPV rL1 6 11 16 18 VLP vaccine (yeast), (lot#  0211U), 0.5mL intramuscularly (IM) for prophylaxis. There were no concomitant
therapies. On 28-JUN-2007 the patient received her second dose of HPV rL1 6 11 16 18 VLP vaccine (yeast), (lot# 0210U) and after a few minutes, fainted.
Medical attention was sought in the office. The patient had no other symptoms and has fully recovered. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

299653-1

19-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0210U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6103
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Aug-2007
Vaccine Date

Unknown
Onset Date Days

19-Dec-2007
Status Date

IN
State

WAES0710USA04671
Mfr Report Id

Information has been received from a certified medical assistant in a physician's office concerning an 18 year old female who on 23-AUG-2007 was vaccinated
with HPV rL1 6 11 16 18 VLP vaccine (yeast). About 24 hours post vaccination the physician treated the patient with cetirizine HCL (ZYRTEC) which helped
clear up the hives. The patient recently discontinued the use of cetirizine HCL (ZYRTEC) and the hives returned. No further information was available.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

299654-1

07-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6104
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Dec-2007
Status Date

WI
State

WAES0710USA04687
Mfr Report Id

Information has been received from a physician concerning a female (age not reported) who in approximately August or September 2007 (exact date not
reported) was vaccinated intramuscularly (site not reported) with the 1st dose of HPV rL1 6 11 16 18 VLP vaccine (yeast) (lot # not reported). Post vaccination
the patient fainted. The patient did received unspecified medical attention and recovered. This is one of several reports from the same source. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

299655-1

19-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6105
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Oct-2007
Vaccine Date

15-Oct-2007
Onset Date

0
Days

19-Dec-2007
Status Date

CA
State

WAES0710USA04690
Mfr Report Id

Information has been received from a health professional concerning an 18 year old white female student (weight 99#, 61.25") who on 15-OCT-2007 at
approximately 11:30 am was vaccinated with the second dose of HPV rL1 6 11 16 18 VLP vaccine (yeast) (lot #655849/0263U), IM in the left deltoid.
Concomitant medication was not reported. On 15-OCT-2007 at 11:30 am, the patient experienced immediate pain, injection site warm to touch, felt clammy like
she was going to "pass out", nausea, dizzy and she was unable to lift her arm. The patient was treated with cold compress to the site and acetaminophen
(TYLENOL). The physicians office called the patient on an unspecified date, the patient reported that she felt better but her arm was very tender. Subsequently
on 16-OCT-2007, the patient recovered from pain, injection site warm to touch, unable to lift arm, nausea, dizzy and felt clammy like she was going to "pass
out". Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

299656-1

19-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cold sweat, Dizziness, Injected limb mobility decreased, Injection site warmth, Limb discomfort, Nausea, Pain, Tenderness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0263U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 6106
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Dec-2006
Vaccine Date

14-Dec-2006
Onset Date

0
Days

19-Dec-2007
Status Date

MN
State

WAES0710USA04716
Mfr Report Id

Information has been received from a certified medical assistant concerning an 11 year old female with asthma and allergy to sulfa who on 14-DEC-2006 was
vaccinated with a first dose of HPV rL1 6 11 16 18 VLP vaccine (yeast). On 14-DEC-2006 the patient experienced fever. The patient outcome was not reported.
On 14-MAR-2007 the patient was vaccinated with a second dose of dose of HPV rL1 6 11 16 18 VLP vaccine (yeast) (lot # 653937/0637F) and experienced
local reaction at the injection site and arm swelling. The patient outcome was not reported. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Asthma; Sulfonamide allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

299657-1

19-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site reaction, Oedema peripheral, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6107
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Jul-2007

Vaccine Date
27-Jul-2007
Onset Date

0
Days

19-Dec-2007
Status Date

OH
State

WAES0710USA04727
Mfr Report Id

Information has been received from a physician concerning a 19 year old female who on 27-JUL-2007 was vaccinated at her family practitioner with the first
dose of HPV rL1 6 11 16 18 VLP vaccine (yeast). Concomitant therapy included ethinyl estradiol/mestranol/norethindron (ORTHO-NOVUM). Immediately after
being vaccinated with the first dose, she experienced headache and blurred vision and did not seek medical attention. The patient "recovered from that" and
was vaccinated with the second dose of HPV rL1 6 11 16 18 VLP vaccine (yeast) on 19-OCT-2007 at her OB/Gyn office (her family doctor ran out of the
vaccine) and was "feeling fine". There was no illness reported at the time of vaccinations. Two days later, on 21-OCT-2007, the patient called her OB/Gyn office
because she was experiencing headache, blurred vision, numbness in her face and bilateral numbness in her lower extremities. No laboratory/diagnostic tests
were performed. The physician reported that they will not administer the third dose. The patient "just didn't feel right" and the patient's headache, blurred vision,
numbness in her face and bilateral numbness in her lower extremities persisted. Additional information has been requested.

Symptom Text:

ORTHO-NOVUMOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

299658-1

19-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Feeling abnormal, Headache, Hypoaesthesia, Hypoaesthesia facial, Vision blurred

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6108
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Oct-2007
Vaccine Date

14-Oct-2007
Onset Date

2
Days

19-Dec-2007
Status Date

--
State

WAES0710USA04735
Mfr Report Id

Information has been received from a nurse midwife concerning a 24 year old female with no pertinent medical history and no drug reactions/allergies who on
12-OCT-2007 was vaccinated with HPV rL1 6 11 16 18 VLP vaccine (yeast). Concomitant therapy included hormonal contraceptives (unspecified). On 14-
OCT_2007 the patient experienced nausea, vomiting and fever on the Sunday and Monday after having received a dose of HPV rL1 6 11 16 18 VLP vaccine on
Friday. The patient called the office on 16-OCT-2007 to report the symptoms and mentioned that she was feeling better. Additional information has been
requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

299659-1

19-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Nausea, Pyrexia, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6109
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Dec-2007
Status Date

GA
State

WAES0710USA04736
Mfr Report Id

Information has been received from a physician concerning an 18 year old female who was vaccinated with first dose of HPV rL1 6 11 16 18 VLP vaccine
(yeast). Concomitant therapy included sertraline HCl (ZOLOFT) and hormonal contraceptives (unspecified). Subsequently, a week after the vaccination, the
patient developed a rash. It was reported that the patient went to the emergency room due to shortness of breath. The patient was not admitted. Subsequently,
the patients symptoms "cleared up." Additional information has been requested.

Symptom Text:

hormonal contraceptives; ZOLOFTOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

299660-1

19-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dyspnoea, Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6110
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Aug-2007
Vaccine Date

22-Aug-2007
Onset Date

0
Days

19-Dec-2007
Status Date

--
State

WAES0710USA04747
Mfr Report Id

Information has been received from a physician concerning a 26 year old female who on 22-AUG-2007 was vaccinated intramuscularly with the first 0.5 mL
dose of HPV rL1 6 11 16 18 VLP vaccine (yeast) (lot # 653650/0696F). There was no concomitant medication. On 22-AUG-2007 the patient experienced
redness, swelling, numbness at the injection site, some fever and chills. Subsequently, on 23-AUG-2007 the patient recovered. There was no product quality
complaint involved. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

299661-1

19-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chills, Injection site anaesthesia, Injection site erythema, Injection site swelling, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0696F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6111
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Oct-2007
Vaccine Date

23-Oct-2007
Onset Date

1
Days

19-Dec-2007
Status Date

MI
State

WAES0710USA04763
Mfr Report Id

Information has been received from a physician concerning a 14 year old female who on 20-AUG-2007 was vaccinated intramuscularly with her first dose of
HPV rL1 6 11 16 18 VLP vaccine (yeast) (lot number 658490/0802U) There was no concomitant medication. On 22-OCT-2007 the patient received her second
dose of HPV rL1 6 11 16 18 VLP vaccine (yeast) (lot number 658563/1063U) intramuscularly. On 23-OCT-2007 the patient experienced a fever of 103.1F,
headache, chills, nausea and fatigue. The patient sought unspecified medical attention. At the time of the report, 23-Oct-2007, the patient still had not
recovered. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

299662-1

19-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chills, Fatigue, Headache, Nausea, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1063U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6112
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Dec-2007
Status Date

--
State

WAES0710USA04783
Mfr Report Id

Information has been received from a physician concerning a female (age not reported) who on an unspecified date was vaccinated with HPV rL1 6 11 16 18
VLP vaccine (yeast). Concomitant medication was not reported. Subsequently within a week, the patient complained of weakness in the body. The reporting
physician felt that complained of weakness in the body was not related to therapy with HPV rL1 6 11 16 18 VLP vaccine (yeast). The outcome of the event was
not reported. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

299663-1

19-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6113
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Oct-2007
Vaccine Date

18-Oct-2007
Onset Date

0
Days

21-Dec-2007
Status Date

NY
State Mfr Report Id

Patient called office on 12/10/07 to cancel 2nd Gardasil vaccine.  Complained of nausea after 1st injection on 10/18/07, on 10/19/07 noted left side of face red
and swollen.  No other symptoms, resolved without any further symptoms.

Symptom Text:

Nuva RingOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

299664-1

21-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Nausea, Swelling face

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
13-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1210U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6114
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Aug-2007
Vaccine Date

22-Aug-2007
Onset Date

0
Days

19-Dec-2007
Status Date

MS
State

WAES0710USA04826
Mfr Report Id

Information has been received from a grandmother concerning her granddaughter who on approximately 22-AUG-2007 was vaccinated with HPV rL1 6 11 16
18 VLP vaccine (yeast). On approximately 22-AUG-2007 the patient experienced injection site pain. No additional problems were reported. This is one of
several reports reported from the same source. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

299672-1

19-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6115
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Oct-2007
Vaccine Date

17-Oct-2007
Onset Date

0
Days

19-Dec-2007
Status Date

NC
State

WAES0710USA04833
Mfr Report Id

Information has been received from a pharmacist concerning a 14 year old female who on 14-OCT-2007 was vaccinated with HPV rL1 6 11 16 18 VLP vaccine
(yeast). Concomitant therapy included influenza virus vaccine (unspecified) and meningococcal ACYW conj vaccine (dip toxoid) (MENACTRA). On 17-OCT-
2007 the patient experienced a minor rash. On 18-OCT-2007 the rash increased to go all over the patient's body and she was given Benadryl. On 19-Oct-2007
the patient was ok, however later that evening the patient got hives and took Benadryl again. The patient was taken to the pediatrician on 20-Oct-2007 and was
told to take Benadryl "around the clock". On 22-OCT-2007 the patient got hives again, and one big hive at the injection site. Additional information has been
requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

299675-1

19-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site urticaria, Rash, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6116
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-Dec-2007
Status Date

MA
State

WAES0710USA04853
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with her first and only dose of HPV rL1 6 11 16 18 VLP vaccine
(yeast). There was no concomitant medication. The following day, the patient developed pimples on her face. The vaccine was given at another physician's
office. The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

299676-1

19-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Acne

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6117
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Oct-2007
Vaccine Date

03-Oct-2007
Onset Date

0
Days

19-Dec-2007
Status Date

TX
State

WAES0710USA04873
Mfr Report Id

Information has been received from physician concerning a 16 year old female with a sore arm to a horse riding internal injury who reported on 24-Oct-2007
that "2-3 weeks ago" she was vaccinated intramuscularly with the first dose of HPV rL1 6 11 16 18 VLP vaccine (yeast). Subsequently, "2-3 weeks ago", the
patient developed little blisters around the injection site. The patient outcome was not reported. The patient did not think she would get the second or third dose
of HPV rL1 6 11 16 18 VLP vaccine (yeast). The patient did not seek medical attention. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Pain in arm

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

299677-1

19-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site vesicles

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6118
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Jul-2007

Vaccine Date
05-Jul-2007
Onset Date

0
Days

19-Dec-2007
Status Date

OH
State

WAES0710USA04882
Mfr Report Id

Information has been received from a physician concerning a 15 year old female who on 05-JUL-2007 was vaccinated with her first dose of HPV rL1 6 11 16 18
VLP vaccine (yeast). Concomitant therapy included hormonal contraceptives (unspecified). On 05-JUL-2007 the patient experienced numbness in her arm and
the patient felt faint. On 08-OCT-2007 the patient was vaccinated with her second dose of HPV rL1 6 11 16 18 VLP vaccine (yeast) and the patient fainted. The
patient sought unspecified medical treatment. Subsequently the patient recovered from numbness in her arm, feeling faint, and fainting on an unspecified date.
Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

299678-1

19-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Hypoaesthesia, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6119
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Oct-2007
Vaccine Date

15-Oct-2007
Onset Date

2
Days

19-Dec-2007
Status Date

MT
State

WAES0710USA04898
Mfr Report Id

Information has been received from a patient services representative at a health clinic concerning a 19 year old female who In the "middle of August" 2007 was
vaccinated with the first dose of HPV rL1 6 11 16 18 VLP vaccine (yeast). Concomitant therapy included "birth control" (therapy unspecified) and cetirizine
hydrochloride (ZYRTEC). On 13-OCT-2007, the patient was vaccinated with the second dose of HPV rL1 6 11 16 18 VLP vaccine (yeast) (Lot #655324/0088U).
On 15-OCT-2007, the patient developed hives on her head from which she was recovering. Additional information has been requested.

Symptom Text:

ZYRTEC; hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

299679-1

19-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0088U 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6120
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
04-Dec-2007
Onset Date Days

17-Dec-2007
Status Date

FR
State

WAES0712TUR00001
Mfr Report Id

Information has been received from a 30 year old female with clavical dislocation and oral contraception and a history of familial mediterranean fever who was
vaccinated with Gardasil. Concomitant therapy included colchicine, drospirenone (+) ethinyl estradiol, pantoprazole and diclofenac Na. on 04-DEC-2007 the
patient experienced shoulder pain. On 05-DEC-2007 the patient experienced shoulder pain. On 05-DEC-2007 the patient experienced arrhythmia. The patient's
shoulder pain persisted. Shoulder pain was considered to be disabling. The patient was advised to attempt physician for further investigation. Additional
information is not expected.

Symptom Text:

colchicine, Unk-Unk; diclofenac Na, Unk-Unk; drospirenone (+) ethinyl estradiol, Unk-Unk; pantoprazole, Unk-UnkOther Meds:
Lab Data:
History:

Clavicle dislocation; Oral contraceptionPrex Illness:

magnetic resonance imaging, pre-existing clavicular dislocation
familial Mediterranean fever

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
30.0

299767-1 (S)

07-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arrhythmia, Musculoskeletal pain

 PERMANENT DISABILITY, SERIOUS

Other Vaccine
14-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6121
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Oct-2007
Vaccine Date

04-Oct-2007
Onset Date

0
Days

17-Dec-2007
Status Date

FR
State

WAES0712AUS00201
Mfr Report Id

Information has been received from a physician via CSL, as part of a business agreement (Manufacturer control no. GARD 2007 12 10 002), concerning a 27
year old female who in 2007 was vaccinated with the first dose of Gardasil. On 04-OCT-2007, the patient was vaccinated with the second dose of Gardasil. On
04-OCT-2007 the patient experienced seizures within a few hours of dosing and was hospitalised. An EEG was performed which showed temporal lobe focus.
There was no prior history of seizures. At the time of reporting on 10-DEC-2007, the patient had partly recovered from the seizures. Additional information is not
expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

electroencephaolography, 04Oct07, temporal lobe focus
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
27.0

299769-1 (S)

07-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion

 HOSPITALIZED, SERIOUS

Other Vaccine
14-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6122
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Oct-2007
Vaccine Date

22-Oct-2007
Onset Date

1
Days

04-Mar-2008
Status Date

NY
State

WAES0710USA07046
Mfr Report Id

Information has been received from a physician concerning a 15 year old female who on an unspecified date was vaccinated with a first dose of HPV rL1 6 11
16 18 VLP vaccine (yeast). In October 2007, "about a week ago", the patient was vaccinated with a second doses of HPV rL1 6 11 16 18 VLP vaccine (yeast)
0.5 ml IM. Concomitant therapy included influenza virus vaccine (unspecified) also given on the same date in October 2007. In October 2007, about 24 hours
after being vaccinated, the patient developed a headache, dizziness, and vomiting and was hospitalized.  At the time of reporting, the patient had not
recovered. The physician felt that the events were disabling. Additional information has been requested.  03/03/2008 MR received for DOS 11/8-11/2007 with
DX: Headache Disorder, Intractable Migraine. Pt presented with 2 1/2 week hx of throbbing headache in the forehead, bitemporal, and occipital areas which
began 1 day s/p flu and Gardasil vax.  H/A associated with nausea, dizziness, light and noise sensitivity.  Occasionally wakes from sleep with pain. Previous ER
visit with normal diagnostics.  PE WNL.

Symptom Text:

Other Meds:
Lab Data:

History:
Prex Illness:

A magnetic resonance imaging (MRI) was performed, results not reported.  Labs and Diagnostics: LP (-), CT WNL, MRI WNL, blood tests all WNL (done at
previous ER visit). Urine Tox screen (-).
Unknown. PMH:  asthma.  NKDA.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

299825-1 (S)

07-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Headache, Migraine, Nausea, Pain, Photophobia, Sleep disorder, Vomiting

 ER VISIT, HOSPITALIZED, PERMANENT DISABILITY, SERIOUS

Other Vaccine
15-Nov-2007

Received Date

Prex Vax Illns:

HPV4
FLU

MERCK & CO. INC.
SANOFI PASTEUR

1266U
02502AA

1
2

Unknown
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 6123
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
M

Gender
11-Dec-2007
Vaccine Date

Unknown
Onset Date Days

21-Dec-2007
Status Date

PA
State Mfr Report Id

Child given wrong vaccines. Given HPV, Fluzone 12/11/07 1140 AM.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
0.8

299887-1

21-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, Wrong drug administered

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-Dec-2007

Received Date

Prex Vax Illns:

HPV4
FLU

MERCK & CO. INC.
SANOFI PASTEUR

0930U
U2524AA

0
0

Left leg
Right leg

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 6124
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Dec-2007
Vaccine Date

11-Dec-2007
Onset Date

1
Days

21-Dec-2007
Status Date

CA
State Mfr Report Id

Parasthesias in right side and then traveled to left side within 30 hours of vaccine being administered. Symptoms lasted for 3+ days. Numbness in the face and
lips as well as tingling in all limbs. Went to the ER and subsequently had a MRI completed to prove that I didn't have MS.

Symptom Text:

birth control, albuterol as neededOther Meds:
Lab Data:
History:

nonePrex Illness:

MRI, Lab results at the ER, physical exam at the ER.
allergies to dander, pollen, dust.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

299907-1

21-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia facial, Hypoaesthesia oral, Paraesthesia

 ER VISIT, NOT SERIOUS

Other Vaccine
14-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6125
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Dec-2007
Vaccine Date

14-Dec-2007
Onset Date

0
Days

21-Dec-2007
Status Date

KS
State Mfr Report Id

Patient felt dizzy and turned white, eyes rolled, decorticate posture, had patient lay down and rise feet for 1/2 hour and monitored BP.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

299921-1

21-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Eye rolling, Pallor, Posture abnormal

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1063U 2 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 6126
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jun-2007
Vaccine Date

01-Jun-2007
Onset Date

0
Days

12-May-2008
Status Date

--
State

WAES0710USA00741
Mfr Report Id

Information has been received from a nurse practitioner concerning a 21 year old female with acne who in June 2007, was vaccinated with the first dose of
Gardasil, 0.5 ml, IM. Concomitant therapy included BENZACLIN. In June 2007, the patient experienced a yellow milky discharge soon after the vaccination on
the injection site. She also developed some very itchy rash on legs two to three weeks later. The patient eventually recovered from these symptoms on an
unspecified date. on 10-SEP-2007, the patient was vaccinated with the second dose of Gardasil (lot# 658560/1062U). On approximately 24-SEP-2007 "two
weeks after the second dose", the patient developed an itchy rash which started on both of her arms and spread to her legs. The patient also had some
pilonidal cysts or skin infections on her body. Unspecified medical attention was sought. On an unspecified date, a complete blood count and serum ICG were
performed which the results were normal. The patient's itchy rash arms and legs and pilonidal cysts or skin infections on her body persisted. No product quality
complaint was involved. Additional information has been requested.

Symptom Text:

BenzaclinOther Meds:
Lab Data:
History:

AcnePrex Illness:

complete blood cell normal; hematology normal serum ICG

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

299931-1

12-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site discharge, Pilonidal cyst, Rash pruritic, Skin infection

 ER VISIT, NOT SERIOUS

Other Vaccine
14-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1062U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6127
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Aug-2007
Vaccine Date

31-Aug-2007
Onset Date

1
Days

14-May-2008
Status Date

PA
State

WAES0710USA00753
Mfr Report Id

Information has been  received from a physician concerning a 23 year old female student with an allergy to CEFZIL who on 30-AUG-2007 was vaccinated IM
with a first dose of GARDASIL at 08:30 am. Concomitant therapy included PROZAC and KARIVA. There was no known illness at the time of vaccination.  On
31-AUG-2007 at 7:00 pm the patient developed swollen eye lids, chills, body aches, temperature of 102.5 a low wbc and a headache. She was seen in the
emergency room and subsequently, she was feeling better and the patient recovered on 20-SEP-2007.  It was reported that her sister had an experience
following vaccination with GARDASIL (WAES # 0711usa01667). Additional information is not expected.

Symptom Text:

KARIVA PROZACOther Meds:
Lab Data:
History:
Prex Illness:

Drug hypersensitivity

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

299932-1

14-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Body temperature increased, Chills, Eyelid oedema, Headache, Pain

 ER VISIT, NOT SERIOUS

Other Vaccine
14-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 654539/0742U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6128
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-May-2008
Status Date

NE
State

WAES0710USA00790
Mfr Report Id

Information has been received from a licensed practical nurse concerning her friend's 17 year old daughter, on an unspecified date, was vaccinated with a
second dose of Gardasil. Subsequently, the patient experienced pain and redness at the injection site. It was reported that "she had a raised area at the
injection site." The patient did not seek medical attention. The patient recovered on an unspecified date. No product quality complaint was involved. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

299933-1

12-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site pain, Injection site swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6129
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-May-2007
Vaccine Date

Unknown
Onset Date Days

12-May-2008
Status Date

KY
State

WAES0710USA00793
Mfr Report Id

Information has been received from a physician concerning his 21 year old daughter, who in MAY-2007 was vaccinated with a first dose of Gardasil.
Subsequently, the patient developed "dark discoloration" or "bruising" to her ankles and the bottom of her feet. The discoloration was most prominent during
June and July 2007. On an unspecified date, the patient received her second dose of Gardasil. The patient was evaluated by her family physician. At the time
of the report, the patient was recovering. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

299934-1

12-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Contusion, Skin disorder

 ER VISIT, NOT SERIOUS

Other Vaccine
14-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6130
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-May-2008
Status Date

NY
State

WAES0710USA00798
Mfr Report Id

Information has been received from a physician concerning her 13 year old daughter, who, on an unspecified date, was vaccinated with a second dose of
Gardasil. Subsequently, the patient experienced a headache, and "heavy limbs" whereby it "hurt to move legs." The patient recovered on an unspecified date.
No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

299935-1

12-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Pain, Sensation of heaviness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6131
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Apr-2007
Vaccine Date

03-Oct-2007
Onset Date

180
Days

12-May-2008
Status Date

SC
State

WAES0710USA00808
Mfr Report Id

Information has been received from a physician concerning a non-sexually active female who on 06-APR-2007 was vaccinated with a third dose of Gardasil. On
13-APR-2007 the patient had her first sexual experience. On approximately 26-SEP-2007 the patient underwent a routine Papanicolaou test. On 03-OCT-2007
the results revealed positive for a high-grade squamous intraepithelial lesion. The patient received unspecified follow-up monitoring. At the time of the report
the patient's outcome was unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Pap test 09/26/07 positive for high-grade squamous intrepithelial lesion
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

299936-1

12-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Cervical dysplasia

 ER VISIT, NOT SERIOUS

Other Vaccine
14-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6132
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-May-2008
Status Date

KY
State

WAES0710USA00809
Mfr Report Id

Information has been received from a physician's assistant concerning a female who was vaccinated with a second dose of Gardasil. Subsequently the patient
fainted in the office. Subsequently, the patient recovered. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

299937-1

12-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
14-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6133
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Oct-2007
Vaccine Date

04-Oct-2007
Onset Date

1
Days

14-May-2008
Status Date

--
State

WAES0710USA00826
Mfr Report Id

Information has been received from a mother concerning her 23 year old daughter with no pertinent medical history who on 03-OCT-2007 was vaccinated
intramuscularly with a 0.5 ml first dose of GARDASIL. Concomitant therapy included "birth control pills" (manufacturer unknown). On 04-OCT-2007 the patient
woke up in the morning with a severe headache. There were no laboratory or diagnostic test performed. The patient did not seek medical attention. At the time
of the report the patient had not recovered. Additional information is not expected.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

299938-1

14-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Headache

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6134
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-May-2008
Status Date

--
State

WAES0710USA00832
Mfr Report Id

Information has been received from a pharmacist concerning a 40 year old female with a shellfish allergy who was vaccinated with a dose of Gardasil. The
patient was scheduled to be administered another unspecified vaccination. Subsequently the patient developed an unspecified allergic reaction. The patient
was examined at the local emergency room, At the time of the report the patient's outcome was unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Shellfish allergyPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
40.0

299939-1

12-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hypersensitivity, Inappropriate schedule of drug administration

 ER VISIT, NOT SERIOUS

Other Vaccine
14-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6135
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Sep-2007
Vaccine Date

10-Sep-2007
Onset Date

0
Days

12-May-2008
Status Date

TN
State

WAES0710USA00835
Mfr Report Id

Information has been received from a nurse concerning a 25 year old female with a penicillin and BENADRYL hypersensitivity who on 10-SEP-2007 was
vaccinated intramuscularly into the right hip with a 0.5 ml first dose of Gardasil (Lot #658558/1061U). There was no concomitant medication. On 10-SEP-2007
at 11:48 the patient experienced an allergic reaction with generalized pruritus for 2 weeks. The patient went to the emergency room and she was treated with
an unspecified shot to help and released that day. The patient mentioned that she had also switched her laundry detergent around the same time of
vaccination, but had switched back, and the itching persisted. There were no laboratory or diagnostic tests performed. On 24-SEP-2007 the patient had
recovered. Additional information is not expected.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Drug hypersensitivity; Penicillin allergyPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

299940-1

12-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hypersensitivity, Pruritus, Pruritus generalised, Wrong technique in drug usage process

 ER VISIT, NOT SERIOUS

Other Vaccine
14-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1061U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6136
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-May-2008
Status Date

--
State

WAES0710USA00847
Mfr Report Id

Information has been received from a registered nurse concerning her 16 year old daughter, who, on an unspecified date, was vaccinated with a first dose of
Gardasil. Subsequently, the patient fainted while she was walking down the hallway. The patient was in the physician's office during this event. The patient
recovered on an unspecified date. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

299941-1

12-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
14-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6137
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Sep-2007
Vaccine Date

21-Sep-2007
Onset Date

0
Days

14-May-2008
Status Date

IN
State

WAES0710USA00903
Mfr Report Id

Information has been received from a nurse concerning a 21 year old female patient who on 21-SEP-2007 was vaccinated with a dose of GARDASIL. Within on
 hour of vaccination the patient had nausea and dizziness. The patient had hand tingling and feet tingling as well as general malaise. The patient then
progressed to neck pain and had swollen glands. The patient went to ER and had a CT scan and MRI done. The patient was not admitted to the hospital The
patient's outcome was unknown.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

299942-1

14-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Lymphadenopathy, Malaise, Nausea, Neck pain, Paraesthesia

 ER VISIT, NOT SERIOUS

Other Vaccine
14-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1063U Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6138
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Aug-2007
Vaccine Date

28-Aug-2007
Onset Date

0
Days

12-May-2008
Status Date

--
State

WAES0710USA00870
Mfr Report Id

Information has been received from a Physician Assistant (P.A.) that a consumer's mother reported concerning her 13 year old daughter who on 28-AUG-2007
was vaccinated IM with a first dose of Gardasil. The reporter indicated that on 28-AUG-2007 the patient experienced headache, fainting, legs and hands pain
and numbness on half of her face after getting Gardasil. No further information was provided. The patient had not recovered. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

299943-1

12-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Hypoaesthesia facial, Pain in extremity, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
14-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6139
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Sep-2007
Vaccine Date

26-Sep-2007
Onset Date

0
Days

12-May-2008
Status Date

CA
State

WAES0710USA00912
Mfr Report Id

Information has been received from a registered nurse concerning a 15 year old female who on approximately 26-SEP-2007, was vaccinated with a dose of
Gardasil. It was reported that in approximately 26-SEP-2007, the patient experienced injection site tenderness. The patient contacted the physician by phone
but no treatment was recommended. At the time of the report, the patient's injection site tenderness persisted. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

299944-1

12-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
14-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6140
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Sep-2007
Vaccine Date

Unknown
Onset Date Days

12-May-2008
Status Date

AR
State

WAES0710USA00939
Mfr Report Id

Information has been received from a physician concerning a female who on approximately 06-SEP-2007 was vaccinated with a 0.5 ml second dose of
Gardasil. Subsequently the patient experienced hives and unspecified burning sensation. The patient called the physician. At the time of the report the patient's
outcome was unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

299945-1

12-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Burning sensation, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
14-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6141
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-May-2008
Status Date

NY
State

WAES0710USA00942
Mfr Report Id

Information has been received from a physician, via a company representative, concerning an 11 year old female patient, with a history of cancer (in remission
for 5 years) , who on an unknown date was vaccinated with a dose of GARDASIL. Subsequently the patient developed a drop in her blood platelet levels to
below 200 (units not specified). At the time of this report, the outcome of the event was unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

platelet estimate <200
Cancer

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

299946-1

14-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Platelet count decreased

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6142
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Sep-2007
Vaccine Date

20-Sep-2007
Onset Date

2
Days

12-May-2008
Status Date

MN
State

WAES0710USA00944
Mfr Report Id

Information and follow up information has been received from a nurse practitioner, concerning a 19 year old female student with no pertinent medical history
and no known allergies, who on 18-SEP-2007 at 1:00 p.m., was vaccinated IM in the deltoid, with the first dose of Gardasil (lot #658560/1062U). There was no
concomitant medication. There was no illness at the time of vaccination. On 18-SEP-2007, following the vaccination, she developed red patches with itching all
over her body. On 03-OCT-2007, the patient returned to the office, and treatment with CLARITIN was prescribed. At the time of this report, the patient had not
recovered from the events. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

299947-1

12-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus generalised, Rash erythematous

 ER VISIT, NOT SERIOUS

Other Vaccine
14-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1062U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6143
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-May-2008
Status Date

OH
State

WAES0710USA00946
Mfr Report Id

Information has been received from a physician, via a company representative, concerning a female patient (age not reported) who on an unknown date was
vaccinated with a dose of GARDASIL. Following the vaccination, the patient fainted. She was evaluated by healthcare professionals. Subsequently, the patient
recovered (duration not specified).

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

299948-1

14-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
14-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6144
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-May-2008
Status Date

OH
State

WAES0710USA00958
Mfr Report Id

Information has been received from a registered nurse concerning a "teenaged" female with pertinent medical history and drug reactions/allergies not specified
who on an unspecified date was vaccinated with the first dose of GARDASIL. Concomitant suspect therapy included VARIVAX. Other concomitant therapy
included HAVRIX, MENACTRA, TDAP.  Subsequently on an unspecified date, the patient experienced dizziness and almost fainted while on GARDASIL.
Laboratory/diagnostic studies were reported as none. Unspecified medical attention was sought. ON a n unspecified date, the patient was recovering from the
dizziness and almost fainted. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

299951-1

14-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Presyncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-Nov-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 6145
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Sep-2007
Vaccine Date

25-Sep-2007
Onset Date

1
Days

12-May-2008
Status Date

TX
State

WAES0710USA01029
Mfr Report Id

Information has been received from a physician concerning a 14 year old female who on 24-SEP-2007 was vaccinated with Gardasil (lot# 1061U). On 25-SEP-
2007 the patient experienced nausea, dizziness, headache, hot flashes and shoulder pain. Subsequently, the patient recovered from nausea, dizziness,
headache, hot flashes and shoulder pain on 26-SEP-2007. The patient sought medical attention by calling the physicians office. Additional information has
been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

299952-1

12-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Headache, Hot flush, Musculoskeletal pain, Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
14-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1061U Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6146
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Sep-2007
Vaccine Date

26-Sep-2007
Onset Date

0
Days

12-May-2008
Status Date

OH
State

WAES0710USA01055
Mfr Report Id

Information has been received from a health professional concerning a 17 year old female who on 26-SEP-2007 was vaccinated with the second dose of
Gardasil intramuscularly in the glute. On 27-SEP-2007 the patient experienced a macular papular rash on both cheecks of the face. Subsequently, the patient
recovered on 27-SEP-2007 from macular papular rash on both cheeks of the face. The patient sought unspecified medical attention when her mother called the
office. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

299953-1

12-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug administered at inappropriate site, Rash maculo-papular

 ER VISIT, NOT SERIOUS

Other Vaccine
14-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6147
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Apr-2007
Vaccine Date

Unknown
Onset Date Days

14-May-2008
Status Date

NY
State

WAES0710USA01128
Mfr Report Id

Information has been received from a nurse concerning a 14 year old female patient who on 09-APR-2007 was vaccinated with a first dose of GARDASIL. On
18-JUN-2007 the patient was vaccinated with a second dose of GARDASIL (lot# 657868/0523U). Subsequently the patient experienced leukoplakia.The dentist
made the diagnosis and contacted the physician.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

299954-1

03-Jun-2008
VAX Detail:

Last Edit Date

Seriousness:

 Leukoplakia oral

 ER VISIT, NOT SERIOUS

Other Vaccine
14-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6148
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Oct-2007
Vaccine Date

02-Oct-2007
Onset Date

0
Days

12-May-2008
Status Date

GA
State

WAES0710USA01140
Mfr Report Id

Information has been received from a physician concerning a 14 year old female with a history of recurrent urticaria who on 02-OCT-2007 was vaccinated with
her first dose of Gardasil (lot# 657737/0522U). Within three hours of receiving the dose the patient experienced dizziness, headache and fever. On 03-OCT-
2007 the patient experienced nausea, vomiting and abdominal pain. The patient's dizziness, headache, fever, nausea, vomiting and abdominal pain persisted.
The patient sought unspecified medical attention by the physician. Concomitant therapy included CLARINEX. Additional information has been requested.

Symptom Text:

CLARINEXOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Urticaria recurrent

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

299955-1

12-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Dizziness, Headache, Nausea, Pyrexia, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
14-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0522U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6149
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-May-2008
Status Date

MN
State

WAES0710USA01142
Mfr Report Id

Information has been received from a physician concerning a 14 year old female with immunocompromised and a history of heart transplant who was
vaccinated with a dose of GARDASIL. Concomitant therapy included varicella virus live, for the treatment of prophylaxis. Other concomitant therapy included
HAVRIX. Ten days after the vaccination, the patient experienced cellulitis. Medical attention was sought. The patient's outcome was unknown. No product
quality complaint was involved. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Heart transplant, Immune system disorder

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

299956-1

03-Jun-2008
VAX Detail:

Last Edit Date

Seriousness:

 Cellulitis

 ER VISIT, NOT SERIOUS

Other Vaccine
14-Nov-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 6150
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Oct-2007
Vaccine Date

03-Oct-2007
Onset Date

1
Days

14-May-2008
Status Date

MN
State

WAES0710USA01163
Mfr Report Id

Information has been received form a physician concerning a 12 year old female who on 02-OCT-2007 was vaccinated with a third dose of GARDASIL. On 03-
OCT-2007 the patient experienced red blotchy rash, red pauples on her forehead and cheeks with a facial swelling. On 04-OCT-2007 seen in the physician's
office. Treated with BENADRYL. No adverse experiences noted from the first two doses. The patient's outcome was unknown. NO product quality complaint
was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

299957-1

14-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash macular, Rash papular, Swelling face

 ER VISIT, NOT SERIOUS

Other Vaccine
14-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6151
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-May-2008
Status Date

OH
State

WAES0710USA01186
Mfr Report Id

Information has been received from a physician, via a company representative, concerning a female patient (age not reported) who on an unknown date was
vaccinated with a dose of GARDASIL. Following the vaccination, the patient had redness at the injection site. She was evaluated by healthcare professionals.
Subsequently, the patient recovered (duration not specified). This is one of two reports received from the same source (WAES #0710USA00946).

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

299958-1

14-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema

 ER VISIT, NOT SERIOUS

Other Vaccine
14-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6152
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jul-2007

Vaccine Date
Unknown

Onset Date Days
14-May-2008
Status Date

--
State

WAES0710USA01229
Mfr Report Id

Information has been received from a physician concerning a 13 year old female who on 18-JUL-2007 was vaccinated with the first 0.5 mL dose of GARDASIL.
On 26-SEP-2007, after the patient was vaccinated with the second dose of GARDASIL she experienced swelling and soreness in the arm. The patient also
experienced fatigue and lymphadenopathy in her neck. The patient sought unspecified medical attention. The patient status was reported as not recovered.
There was no product quality complaint involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

299959-1

14-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Fatigue, Lymphadenopathy, Oedema peripheral, Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
14-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6153
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jan-2007
Vaccine Date

01-Jan-2007
Onset Date

0
Days

14-May-2008
Status Date

MA
State

WAES0710USA01407
Mfr Report Id

Information has been received from a mother regarding her 20 year old daughter with a history of feeling sick after a tetanus shot who in approximately 2007
was vaccinated with a second 0.5 ml dose of GARDASIL. Concomitant therapy included hormonal contraceptives (unspecified). Subsequently she developed a
rash. It was unknown if the patient recovered. On 04-OCT-2007 she Received a third 0.5 ml dose of GARDASIL. On 04-OCT-2007 the patient developed
vomiting, nausea and a rough, blistery patch near injection site (but not at the injection site). As of 05-OCT-2007 she was recovering. The patient sought
unspecified medical attention. Additional information has been requested.

Symptom Text:

hormonal contraceptiveOther Meds:
Lab Data:
History:
Prex Illness:

Medical History: Sickness

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

299960-1

14-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Blister, Dry skin, Nausea, Rash, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
14-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6154
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Mar-2007
Vaccine Date

01-Apr-2007
Onset Date

31
Days

14-May-2008
Status Date

--
State

WAES0710USA01409
Mfr Report Id

Information has been received from a 27 female with no pertinent medical history who in March 2007, was vaccinated intramuscularly with a 0.5 ml first dose of
GARDASIL. Concomitant therapy included "birth control pills" (manufacturer unknown). In April 2007 one month after vaccination the patient broke out into
hives. There was no laboratory or diagnostic tests performed. Unspecified medical attention was sought. At the time of the report the patient had not recovered.
No further information is available.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
27.0

299961-1

14-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
14-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6155
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Sep-2007
Vaccine Date

08-Sep-2007
Onset Date

1
Days

14-May-2008
Status Date

FL
State

WAES0710USA01411
Mfr Report Id

Information has been received from a physician concerning an 18 year old female patient who on 07-SEP-2007, was vaccinated with a first 0.5 ml dose of
GARDASIL. Within 24 hours, the patient developed a high fever of 103F and vomiting. Unspecified medical attention was sought. The patient was instructed to
take MOTRIN as needed. Subsequently, the patient's symptoms resolved and "is fine now." No product quality complaint was involved. Additional information
has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

body temp - 103F
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

299962-1

14-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pyrexia, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Subcutaneously



10 JUN 2008 06:27Report run on: Page 6156
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
05-Oct-2007
Onset Date Days

15-May-2008
Status Date

MA
State

WAES0710USA01429
Mfr Report Id

Information has been received from an office nurse manager concerning a female patient "in her twenties" who was vaccinated with a third dose of GARDASIL.
On 05-OCT-2007 the patient experienced vomiting. Treatment was unspecified. At the time of the report the patient's outcome was unknown. The office
manager reported that the patient felt that the patient's vomiting was related to GARDASIL.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

299963-1

03-Jun-2008
VAX Detail:

Last Edit Date

Seriousness:

 Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
14-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6157
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-May-2008
Status Date

NY
State

WAES0710USA01444
Mfr Report Id

Information has been received from a physician concerning a female (age not reported) who on an unspecified date was vaccinated with a first dose of
GARDASIL. On an unspecified date, the patient was vaccinated with a second dose of GARDASIL.  Subsequently, the patient experienced hives after the
second dose. The patient sought medical attention. At the time of reporting, the patient's hives persisted. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

299964-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
14-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6158
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Oct-2007
Vaccine Date

04-Jan-2007
Onset Date

-273
Days

15-May-2008
Status Date

MI
State

WAES0710USA01446
Mfr Report Id

Information has been received from a registered nurse concerning a 20 year old female who on 04-OCT-2007 was vaccinated with a first dose of GARDASIL
0.5 ml IM. Concomitant therapy also given on 04-OCT-2007 included TDAP. On 04-OCT-2007, the patient experienced a migraine and dizziness. The patient
sought medical attention by calling the nurse. At the time of reporting, the patient's migraine and dizziness persisted. Additional information has been
requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

299965-1

03-Jun-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Migraine

 ER VISIT, NOT SERIOUS

Other Vaccine
14-Nov-2007

Received Date

Prex Vax Illns:

TDAP
HPV4

UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
0962F

Unknown
Unknown

Unknown
Intramuscular



10 JUN 2008 06:27Report run on: Page 6159
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-May-2008
Status Date

--
State

WAES0710USA1464
Mfr Report Id

Information has been received from a registered nurse concerning her 17 year old niece who on an unspecified date was vaccinated intramuscularly with a 0.5
ml second dose of GARDASIL. The nurse reported that her niece experienced nausea, vomiting, loss of appetite, fatigue and depression after the 2nd
immunization. The patient did not seek medical attention for her experience. The patient's outcome was not reported. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

299966-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anorexia, Depression, Fatigue, Nausea, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6160
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Aug-2007
Vaccine Date

24-Aug-2007
Onset Date

2
Days

15-May-2008
Status Date

CO
State

WAES0710USA01467
Mfr Report Id

Information has been received from a physician concerning a 15 year old white female with no illness at time of vaccination, who on 22-AUG-2007 was
vaccinated intramuscularly in the right deltoid muscle with a 0.5 ml dose of GARDASIL and concomitantly vaccinated on the same day with a dose of
MENACTRA at separate injection sites. On 24-AUG-2007, post vaccination, the patient experienced intermittent bouts/episodes (1/day to 3/week) of vomiting,
nausea and diarrhea which resulted in the patient missing school. Per the reporting physician, symptoms persisted for approximately 6 weeks. The patient
received unspecified medical attention. Per the doctor, at the time of this report it is unknown if the patient had recovered. Reporting physician did not associate
patient's illness with vaccine. On 24-SEP-2007, laboratory evaluations revealed comprehensive panel within normal limits and serum thyroid stimulating
hormone 1.72. Complete blood count revealed white blood cell count was 6.7 1000/mm3, red distribution with 12.3 (L) and monocytes 7% (H). No additional
information expected

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

WBC count 09/24/07 6.7 4.5 - 13.0; serum TSH 09/24/07 1.72 .47 - 4.68; monocyte count 09/24/07 0 - 5; RDW 09/24/07 L 12.5 - 14.9
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

299967-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Activities of daily living impaired, Diarrhoea, Nausea, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
14-Nov-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
0188U 0

Unknown
Right arm

Unknown
Intramuscular



10 JUN 2008 06:27Report run on: Page 6161
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-May-2008
Status Date

--
State

WAES0710USA01501
Mfr Report Id

Information has been received from a physician concerning a 12 year old female who on an unspecified date was vaccinated with a dose of GARDASIL, 0.5 ml,
IM. Concomitant medication was not reported. Subsequently on an unspecified date, two days post vaccination, the patient "Broke out with the herpes"
(unspecified). The outcome of the event was not reported. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

299968-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Herpes virus infection

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6162
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Oct-2006
Vaccine Date

01-Oct-2006
Onset Date

0
Days

15-May-2008
Status Date

--
State

WAES0710USA01503
Mfr Report Id

Information has been received from a nurse practitioner concerning a female coworker with no medical history and a latex allergy who in October 2006 was
vaccinated with a first dose of GARDASIL. Subsequently, the patient experienced a sore throat with white bumps on the back of her throat and headache. After
the second dose of the vaccine, the patient experienced a fever, vomiting, diarrhea, blurry vision, headache and dizziness. Subsequently, the patient
recovered. It was reported that the nurse practitioner is not the coworker's healthcare professional and does not want to be contacted. No product quality
complaint was involved. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Latex allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

299969-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Diarrhoea, Dizziness, Headache, Pharyngolaryngeal pain, Pyrexia, Throat lesion, Vision blurred, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-Nov-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6163
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Nov-2007
Vaccine Date

27-Nov-2007
Onset Date

1
Days

21-Dec-2007
Status Date

--
State Mfr Report Id

Papular urticaria.  Patient presented to office on 12/17/07 with onset of rash on 11/27/07 - still with diffuse, pruritic papular urticaria.  Had been self-treated with
Benadryl.  Today started on Prednisone and Xyzal.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

300055-1

21-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Rash papular, Rash pruritic, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Dec-2007

Received Date

Prex Vax Illns:

FLUHPV4 MERCK & CO. INC. 1522U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6164
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Nov-2007
Vaccine Date

Unknown
Onset Date Days

18-Dec-2007
Status Date

TX
State

WAES0712USA02658
Mfr Report Id

Information has been received from a physician concerning a large female who received one dose of Gardasil. Subsequently, the patient was found dead in her
truck from a blood clot that traveled from her legs to her lungs. The cause of death was reported to be a blood clot. Additional information has been requested.
 3/5/08 Autopsy states COD as pulmonary thromboembolus w/deep vein thrombosis of right leg & obesity as contributing factor.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

ObesityPrex Illness:

Unknown
Asthma, morbid obesity, smoker, occasional ETOH.  OCP unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

300066-1 (D)

06-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Death, Deep vein thrombosis, Obesity, Pulmonary embolism

 DIED, SERIOUS

Other Vaccine
17-Dec-2007

Received Date

Prex Vax Illns:

HPV4HPV4 MERCK & CO. INC. 0106U 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6165
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Dec-2007
Status Date

FR
State

WAES0712USA02216
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with a dose of Gardasil. Subsequently, 3 weeks post vaccination, the
patient experienced severe angina tonsillaris and developed an abscess in the course. The patient recovered within an unspecified time. The physician
considered angina tonsillaris to be a serious event and an other important medical event. No further information is available. Other business partner numbers
included E2007-08920.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

300067-1

18-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abscess, Acute tonsillitis

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6166
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Dec-2007
Status Date

CA
State

WAES0712USA01162
Mfr Report Id

Information has been received from a registered nurse concerning an 18 year old female who was vaccinated with a third dose of Gardasil. Subsequently, three
minutes later she passed out and stopped breathing for short period of time. Unspecified medical attention was sought. At the time of the report the patient had
recovered. It was unknown whether or not she had the same experience with the first and second dose of Gardasil. Upon internal review, stopped breathing for
a short period of time was considered to be an other important medical event. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

300068-1

18-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness, Respiratory arrest

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6167
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Dec-2007
Status Date

FR
State

WAES0712AUS00122
Mfr Report Id

Information was obtained on request by the Company from the agency via a Case Line Listing concerning a 12 year old female who was vaccinated with
Gardasil. Subsequently, after vaccination the patient experienced monoparesis, skin discolouration, oedema and injection site reaction. At the time of reporting
to the agency on 10-AUG-2007 the outcome of monoparesis, skin discolouration, oedema and injection site reaction was unknown. The agency considered that
monoparesis, skin discolouration, oedema and injection site reaction were related to therapy with Gardasil. The original reporting source was not provided.
Upon internal medical review monoparesis was considered an other important medical event. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

300069-1

18-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site reaction, Monoparesis, Oedema, Paresis, Skin discolouration

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6168
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Aug-2007
Vaccine Date

31-Aug-2007
Onset Date

1
Days

18-Dec-2007
Status Date

FR
State

WAES0712AUS00124
Mfr Report Id

Information was obtained on request by the Company from the agency via a Public Case Detail Form and a Case Line Listing concerning a 16 year old female
who on 30-AUG-2007 was vaccinated with Gardasil. On 31-AUG-2007, after vaccination the patient experienced bronchospasm, angioedema, dizziness,
dyspepsia, emotional distress, face oedema, nausea and urticaria and was hospitalised. It was also described that the patient experienced wheeze and
shortness of breath. The patient was treated in Accident/Emergency Department. On 31-AUG-2007, the patient recovered from bronchospasm, angioedema,
dizziness, dyspepsia, emotional distress, face oedema, nausea and urticaria. The agency considered that bronchospasm, angioedema, dizziness, dyspepsia,
emotional distress, face oedema, nausea and urticaria were possibly related to therapy with Gardasil. The original reporting source was not provided. Additional
information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

300070-1 (S)

18-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Angioedema, Bronchospasm, Dizziness, Dyspepsia, Dyspnoea, Emotional distress, Face oedema, Nausea, Urticaria, Wheezing

 HOSPITALIZED, SERIOUS

Other Vaccine
17-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6169
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Jun-2007
Vaccine Date

24-Jun-2007
Onset Date

2
Days

18-Dec-2007
Status Date

FR
State

WAES0712AUS00121
Mfr Report Id

Information was obtained on request by the Company from the agency via a Public Case Detail Form and Case Line Listing concerning a 16 year old female
who on 22-JUN-2007 was vaccinated with the second dose of Gardasil (Batch # J0800, Lot # 655742/0138U, Expiry date 07-Aug-2009). It was described that
the vaccine was difficult to inject as the female patient was very tense. On 24-Jun-2007, 2 days after vaccination with Gardasil the patient developed injection
site pain and pain in extremity and was hospitalized. It was described as the arm becoming very painful with pain extending from elbow to shoulder with
difficulty of moving the arm. At the time of reporting to the agency on 14-AUG-2007 the patient's injection site pain and pain in extremity persisted. The agency
considered that injection site pain and pain in extremity were probably related to therapy with Gardasil. The original reporting source was not provided.
Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

300071-1 (S)

18-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injected limb mobility decreased, Injection site pain, Pain in extremity

 HOSPITALIZED, SERIOUS

Other Vaccine
17-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0138U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6170
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Dec-2007
Status Date

FR
State

WAES0712AUS00119
Mfr Report Id

Information was obtained on request by the Company from the agency via a Case Line Listing concerning a 13 year old female who was vaccinated with
Gardasil. Other suspect therapy included H-B-VAX II (dose, duration and indication not reported). Subsequently after vaccination with Gardasil and hepatitis B
vaccine, recomb, the patient experienced convulsion. At the time of reporting to the agency on 28-AUG-2007 the patient had not yet recovered from the
convulsion. The agency considered that convulsion was related to therapy with Gardasil and hepatitis B vaccine, recomb. The original reporting source was not
provided. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

300072-1

18-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6171
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-May-2007
Vaccine Date

12-Jun-2007
Onset Date

14
Days

18-Dec-2007
Status Date

FR
State

WAES0712AUS00116
Mfr Report Id

Information was obtained on request by the Company from the agency via a Public Case Detail Form and Case Line Listing concerning a 14 year old female
who on 29-MAY-2007 was vaccinated with Gardasil. On 12-JUN-2007, 14 days after vaccination with Gardasil, the patient developed nephrotic syndrome and
haematuria and was hospitalized. At the time of reporting to the agency on 22-AUG-2007, the patient had recovered from the nephrotic syndrome and
haematuria. The agency considered that nephrotic syndrome and haematuria were possibly related to therapy with Gardasil. The original reporting source was
not provided. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

300073-1 (S)

18-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Haematuria, Nephrotic syndrome

 HOSPITALIZED, SERIOUS

Other Vaccine
17-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6172
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-May-2007
Vaccine Date

02-May-2007
Onset Date

0
Days

18-Dec-2007
Status Date

FR
State

WAES0712AUS00118
Mfr Report Id

Information was obtained on request by the Company from the agency via a Public Case Detail Form and Case Line Listing concerning a 15 year old female
who on 02-MAY-2007 was vaccinated with Gardasil (Batch # J0798, Lot # 655742/0138U, Expiry date 07-AUG-2009). On 02-MAY-2007 after vaccination with
Gardasil, the patient experienced dizziness, dyspnoea, headache, nausea, throat tightness and tremor and was hospitalized. On 02-MAY-2007 the patient
recovered from the dizziness, dyspnoea, headache, nausea, throat tightness and tremor. The agency considered that dizziness, dyspnoea, headache, nausea,
throat tightness and tremor. The agency considered that dizziness, dyspnoea, headache, nausea, throat tightness and tremor were probably related to therapy
with Gardasil. The original reporting source was not provided. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

300074-1 (S)

18-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Dyspnoea, Headache, Nausea, Throat tightness, Tremor

 HOSPITALIZED, SERIOUS

Other Vaccine
17-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0138U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6173
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Dec-2006
Vaccine Date

11-Jan-2007
Onset Date

20
Days

18-Dec-2007
Status Date

--
State

WAES0705USA00809
Mfr Report Id

Initial and follow up information has been received via the Merck pregnancy registry, from a consumer concerning her 16 year old daughter who on 22-DEC-
2006 was vaccinated with the first dose Gardasil (Lot #654885/1424F). Concomitant therapy included PROZAC. The date of the patient's LMP was
approximately 11-JAN-2007 ("approximately 16 weeks pregnant"), though the patient was not aware that she was pregnant, and on 28-FEB-2007, she was
vaccinated with the second dose of Gardasil. The estimated date of delivery was 18-OCT-2007. Follow up information from a healthcare professional (HCP),
indicated that on 12-JUN-2007, an ultrasound was performed and was normal. The HCP noted that during the pregnancy, the patient had experienced multiple
urinary tract infections that were treated with MACROBID (12-JUL-2007 and 04-OCT-2007), as well as preeclampsia (details not provided). On 03-AUG-2007,
therapy with ZOLOFT was initiated for depression. On 27-OCT-2007, at 39 weeks after the LMP, a normal, female infant (weight not provided) was born.
Following the delivery (time duration not specified), the infant had a seizure, and was sent to tertiary care center to evaluate if she had a seizure disorder. No
etiology was found, and the infant had no recurrence of symptoms. No treatment was required. Upon internal review, seizure was considered to be serious as
an other important medical event. Additional information is not expected.

Symptom Text:

ProzacOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 1/11/2007)Prex Illness:

ultrasound 06/12/07 - normal; beta-human chorionic 04/28?/07 - pregnant

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

300075-1

18-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Depression, Drug exposure during pregnancy, Pre-eclampsia, Urinary tract infection

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1424F 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6174
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Dec-2007
Vaccine Date

Unknown
Onset Date Days

27-Dec-2007
Status Date

TX
State Mfr Report Id

Client received mcv and hpv immunizations at approximately 11:20 am-stated did not have breakfast nor anything to eat-during 15 minute waiting period both
mother and client returned to vaccination room, stating client was nausaeous and feeling weak.  client was laid down to rest for approximately 20 minutes after
which she stated she was feeling better-no injuries were noted.  Client left ambulating with mother and comfort measures were reinforced,to seek er attention if
furthur episode.

Symptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

n/a
none known

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

300243-1

27-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

n/a~ ()~NULL~~In PatientPrex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2407AA
M0929U

0
0

Right arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 6175
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Dec-2007
Vaccine Date

07-Dec-2007
Onset Date

0
Days

27-Dec-2007
Status Date

AR
State Mfr Report Id

Patient complained of getting "knot" and red itchy area down left arm.  This started on Friday, 12-7-07.  Patient was given Benadryl 25mg  and PO OTCq 4
hours for itching and Dexamethasone 4mg IM to right UOQG was given.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

300279-1

27-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Pruritus, Skin nodule

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4
FLU

MERCK & CO. INC.
SANOFI PASTEUR

0802U
U2514AA 7

Unknown
Unknown

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 6176
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Nov-2007
Vaccine Date

27-Nov-2007
Onset Date

1
Days

27-Dec-2007
Status Date

MI
State Mfr Report Id

Hep A, MCV-4 & HPV-4 given together (sep injections) 11-26-07.  Parent called 11-28-07 to report patient experienced headache, neck pain on Rt side of neck,
nausea, dizziness, aches & generalized body pain.  "Anything that touches me hurts me".  She missed 2 days of school.  Temp approx 100 degrees.  She did
recover.

Symptom Text:

Other Meds:
Lab Data:
History:

NoPrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

300282-1

27-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Body temperature increased, Dizziness, Headache, Nausea, Neck pain, Pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

MNQ
HEPA

HPV4

SANOFI PASTEUR
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

U2417AA
AHAVB213AA

1061U

0
0

2

Right arm
Right arm

Left arm

Intramuscular
Intramuscular

Intramuscular



10 JUN 2008 06:27Report run on: Page 6177
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Dec-2007
Vaccine Date

18-Dec-2007
Onset Date

0
Days

27-Dec-2007
Status Date

MD
State Mfr Report Id

2nd dose of Gardasil administered on 12/18/07.  Patient experienced syncope after 1 minute.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

300297-1

27-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1287U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 6178
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Dec-2007
Vaccine Date

03-Dec-2007
Onset Date

0
Days

27-Dec-2007
Status Date

--
State Mfr Report Id

Patient stating sore throat with cold symptoms at night after #2 and #3 Gardasil vaccinations.  #2 given 7-26-07 and #3 given 12-03-07.Symptom Text:

Zovia OCAOther Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

300320-1

27-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Nasopharyngitis, Pharyngolaryngeal pain, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1209U 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6179
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Dec-2007
Vaccine Date

10-Dec-2007
Onset Date

0
Days

20-Dec-2007
Status Date

FR
State

WAES0712USA04302
Mfr Report Id

Information has been received from a pediatrician concerning a 17 year old female with hypothyroidism who on 10-DEC-2007 was vaccinated with a first dose
of Gardasil (lot# 1518F; batch # NF27880) IM into the deltoid muscle. There was no concomitant medication. On 10-DEC-2007, a few minutes post-vaccination,
the patient began to shiver and experience a syncope. She experienced "mild signs of convulsion" with a tongue bite. The patient recovered within a short time.
Blood pressure was low (80/40 mg/Hg) and only improved after i.v. volume substitution within 1 hour. The patient was admitted to the hospital for monitoring
and clarification the same day. Additional information is not expected. Other business partners include are: E2007-09086.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

HypothyroidismPrex Illness:

blood pressure measurement 10Dec07 80/40 mm/Hg

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

300365-1 (S)

20-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Chills, Convulsion, Immediate post-injection reaction, Syncope, Tongue biting

 HOSPITALIZED, SERIOUS

Other Vaccine
19-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1518F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6180
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Nov-2007
Vaccine Date

02-Nov-2007
Onset Date

0
Days

20-Dec-2007
Status Date

FR
State

WAES0712USA04173
Mfr Report Id

Information has been received from a gynaecologist concerning a 14 year old female who on 02-NOV-2007 was vaccinated with a first dose of Gardasil (lot#
0253U; batch # NF58540) IM into the upper arm. There was no concomitant medication. On 02-NOV-2007, the same day exact onset was not reported, the
patient felt dizzy. She experienced syncope with loss of consciousness and cramps in both hands ("obstetricians hands"). Convulsion was suspected, no
further details were reported. Blood pressure measurement was 80/60 mm/Hg, pulse rate 60/min. After Trendelburg positioning and administration of Effortil
(etilefrin) the patient recovered completely within about 10 minutes. Exact duration of each event was not reported. File closed. Additional information is not
expected. Other business included are: E2007-09063.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

blood pressure measurement 02Nov07 80/60 mm/Hg; respiratory rate measurement 02Nov07 60/min
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

300366-1

07-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Dizziness, Loss of consciousness, Muscle spasms, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0253U 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Oct-2007
Vaccine Date

23-Oct-2007
Onset Date

1
Days

20-Dec-2007
Status Date

FR
State

WAES0712USA03919
Mfr Report Id

Information has been received from a health professional concerning a 16 year old female with a history of psoriasis and anxiety who on 22-OCT-2007 was
vaccinated with a first dose of Gardasil (lot# unknown) IM in the left deltoid. Concomitant therapy included ADEPAL. On 23-OCT-2007, the day after vaccination
the patient developed oedema and pain at the site of injection. Subsequently oedema extended to the whole left arm and hand and was associated with
complete functional impairment. The event was complicated by cervicobrachial neuralgia that was induced, according to the physician, by the vicious position
caused by pain. The patient was treated with immobilisation of the left arm. The patient recovered from oedema and injection site pain after 15 days. At the time
of reporting, the patient had not recovered from cervicobrachial neuralgia. The reporter considered the event as serious. Additional information is not expected.
Other business partners included are: E2007-09130.

Symptom Text:

ADEPALOther Meds:
Lab Data:
History:
Prex Illness:

None
Psoriasis; Anxiety

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

300367-1 (S)

20-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Cervical root pain, Injected limb mobility decreased, Injection site oedema, Injection site pain, Injection site swelling

 PERMANENT DISABILITY, SERIOUS

Other Vaccine
19-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6182
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Sep-2007
Vaccine Date

01-Oct-2007
Onset Date

12
Days

20-Dec-2007
Status Date

FR
State

WAES0712USA03494
Mfr Report Id

Information has been received from a physician concerning a 12 year old female who on 19-SEP-2007 was vaccinated with her first dose of Gardasil (Lot
#1437F/Batch #NF46730) intramuscularly in the upper left arm. There was no concomitant medication. Three to four weeks post vaccination the patient
experienced pain in both knees. MRI of both knees was normal, as well as a rheumatological examination. Lab findings showed CRP elevation on 16-NOV-
2007 of 11.8 mg/L. A diagnosis of arthralgia of unknown origin was established. The patient was improving but still limping. Arthralgia and gait disturbance were
considered to be an other important medical event. Other business partner numbers include E200709037. Additional information is not expected.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

magnetic resonance imaging Comment: MRI of both knees - normal; serum C-reactive protein 16Nov07 11.8 mg/L
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

300368-1

20-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Gait disturbance

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1473F 0 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Oct-2007
Vaccine Date

20-Oct-2007
Onset Date

2
Days

20-Dec-2007
Status Date

FR
State

WAES0711USA02401
Mfr Report Id

Information and follow-up information has been received from an internist, concerning a 15 year old female patient with no relevant medical history and no
reaction on previous exposure to the vaccine, who on 18-OCT-2007 (previously reported as 10-OCT-2007) was vaccinated IM in the left upper arm with a dose
of Gardasil (lot # 1536F; batch # NG01520), and with a dose, IM in the right arm, of MMR ("TRIPLOVAX") (lot # NF00900). On 20-OCT-2007, she experienced
a severe headache. Exhaustive neurological examinations, as well as a cranial magnetic resonance imaging (MRI) were performed, with normal results.
Treatment included "novaminsulfat" and aspirin, and resulted in only slight and temporary improvement of the headache. The internist indicated the intent to
admit the patient to the hospital Follow up information indicated that the patient had not been hospitalized up to the time of this report. Additional tests included
BSR and CRP, with leukocytes within normal range. At the time of this report, the symptoms were ongoing. Additional follow up information from the internist,
indicated that the patient no longer presented to their practice. A relative of the patient had informed the practice that an ophthalmologic examination showed
there was "something wrong with the girl's eyes," and possibly the headaches were related to this condition. At the time of this report, the outcome of the events
was unknown, and medical confirmation was being sought. The reporter considered the event to be serious as an other important medical event. Other
business partner numbers include: E2007-07774.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Prex Illness:

neurological examination ??Oct07 Comment: normal; magnetic resonance imaging ??Oct07 Comment: normal; hematology ??Oct07 Comment: normal; serum
C-reactive protein ??Oct07 Comment: normal
No reaction on previous exposure to vaccine.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

300369-1

20-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Eye disorder, Headache

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Dec-2007

Received Date

Prex Vax Illns:

MMR
HPV4

UNKNOWN MANUFACTURER
MERCK & CO. INC.

NF00900
1536F

Unknown
Unknown

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Oct-2007
Vaccine Date

07-Nov-2007
Onset Date

34
Days

20-Dec-2007
Status Date

MI
State

WAES0710USA06218
Mfr Report Id

Information has been received from a physician concerning a 16 year old female with asthma who on 02-AUG-2007 was vaccinated intramuscularly with her
first dose of Gardasil. On 04-OCT-2007 she received her second dose of Gardasil intramuscularly. Concomitant therapy included VENTILAN. The patient was
determined to be pregnant on 11-Oct-2007 with a pregnancy test. The patient sought unspecified medical attention in the office. Subsequently the patient
experienced vaccine exposure during pregnancy. No problems reported. No further details available. Additional information has been requested. Follow up
information received on 11-Dec-2007 from the physician stated that the patient had a spontaneous abortion on 07-Nov-2007, approximately 8 weeks from LMP.
The products of conception were examined and described as hemorrhagic necrotic dicidua few syncytiotrophoblastic cells involutengehorioric villi.

Symptom Text:

Ventilan (albuterol)Other Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 09/15/5007); AsthmaPrex Illness:

beta-human chorionic 10/11/07 - positive

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

300370-1

20-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy, Pregnancy test positive

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6185
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
20-Dec-2007
Status Date

--
State

WAES0712USA02631
Mfr Report Id

Information has been received from a pharmacist concerning a 14 year old female who was vaccinated with a second dose of Gardasil. Subsequently the
patient was diagnosed with Hodgkin's disease during Gardasil series. It was unclear if the diagnosis was before or "around the time of" the 2nd dose. The
patient will be undergoing unspecified chemotherapy. Unspecified medical attention was sought. At the time of the report the patient had not recovered. The
pharmacist was not linking the Hodgkin's to therapy with Gardasil. The pharmacist considered the Hodgkin's disease was an other important medical event as
the patient will require chemotherapy. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

300379-1

20-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Hodgkins disease

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Aug-2007
Vaccine Date

Unknown
Onset Date Days

20-Dec-2007
Status Date

FR
State

WAES0712USA05426
Mfr Report Id

Information has been received from a health authority (reference# 26441) concerning a 14 year old female with no medical history reported who on 28-AUG-
2007 was vaccinated with a first dose of Gardasil (Lot#, route and site not reported). Subsequently, on an unspecified date after vaccination, the patient
experienced amenorrhea, although she has had her menstrual bleeding since two years regularly. The patient's amenorrhea persisted. The reporter and health
authority considered the patient's amenorrhea to be medically significant. No further information is available. Other business partner numbers included E2007-
09022.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

300385-1

20-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Amenorrhoea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
03-Jan-2008
Status Date

NC
State

200704032
Mfr Report Id

A female patient (age not known) had received an injection of Menactra, lot number unknown; and a second dose injection of Gardasil, lot number unknown; on
an unknown date. At an unknown onset post-vaccination, the patient developed a rash. She had not developed a rash following the first vaccination with
Gardasil. At the time of this report, recovery status was unknown.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Illness at the time of vaccination, other medications, and past medical history were unknown.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

300425-1

04-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
10-Dec-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Dec-2007
Vaccine Date

19-Dec-2007
Onset Date

0
Days

27-Dec-2007
Status Date

CA
State Mfr Report Id

VASOVAGAL SYNCOPE EPISODE LASTED FOR AT LEAST 5 SECONDS. PATIENT TRANSPORTED VIA WHEELCHAIR IN THE TREATMENT WITH MOM.
VITAL SIGNS TAKEN (BP80/50;PR 82;RR12;T 97.1;O2SAT 94%. APPLIED ICE PACK ON BACK OF NECK AND FOREHEAD. NO DIZZINESS,
N/V,SOB/DYSPNEA, CHEST PAIN, DENIES WEAKNESS, NO COLD CLAMMY SKIN, NO LABORED BREATHING. NO HIVES. NO OTHER SXS
NOTED/REPORTED. OFFERED SIPS OF WATER WHICH PATIENT TOLERATED. STAYED WITH PATIENT FOR 20 MINUTES RECHECKED VITAL SIGNS
STABLE ( BP 90/56;PR86;RR16;O2SAT 100%). SKIN LOOKS NORMAL AND PATIENT STATES FEELS MUCH BETTER. ASKED TO SIT UP PATIENT
TOLERATED AND ABLE TO AMBULATE WITH MOM. REVIEWED WITH MOM THE VISs AND TO SEEK ER CARE/CALL CLINIC IMMEDIATELY IF PATIENT
HAVING SERIOUS ALLERGIC REACTION.

Symptom Text:

Other Meds:
Lab Data:
History:

NONEPrex Illness:

NOT APPLICABLE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

300433-1

27-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Syncope vasovagal

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Dec-2007

Received Date

Prex Vax Illns:

VARCEL
MNQ
HEPA
FLU
HPV4
TDAP

MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.
SANOFI PASTEUR

1054F
U2383BA
1258U
U2506AA
0755U
C2690AA

1

0

Left arm
Left arm

Right arm
Left arm

Right arm
Right arm

Subcutaneously
Intramuscular
Intramuscular
Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 6189
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Dec-2007
Vaccine Date

19-Dec-2007
Onset Date

1
Days

27-Dec-2007
Status Date

CA
State Mfr Report Id

Patient has a possible local reaction at the injection site. Patient has a red swollwen bump at the injection site on the Right arm.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Provider gave antibiotic.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

300434-1

27-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site nodule, Injection site reaction, Injection site swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Dec-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2539AA
0924U

0
0

Left arm
Right arm

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Nov-2007
Vaccine Date

05-Nov-2007
Onset Date

3
Days

28-Dec-2007
Status Date

MT
State Mfr Report Id

Swollen lymph nodes on neck, under chin, back of head, and in shoulder are. Entire arm very sore when she bends it - mostly joint pain.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

X-ray for broken foot in Aug 08.
Allergy to Aleve, All Narcotics

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

300461-1

28-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Lymphadenopathy, Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0927U 1 Left arm Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Nov-2007
Vaccine Date

28-Nov-2007
Onset Date

0
Days

28-Dec-2007
Status Date

WV
State

WV0737
Mfr Report Id

c/o sudden onset nausea, cramping 15 hours post vaccine.  BP 120/74, T 99.5, P 72 regular, no clamminess, no paleness.  Advised contact physician if any
breathing difficulty or new symptoms.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

BP 120/74, T 99.5, P 72 regular
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

300462-1

28-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Heart rate, Muscle spasms, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Dec-2007

Received Date

vomiting~Vaccine not specified (no brand name)~UN~0~In PatientPrex Vax Illns:

VARCEL
HPV4
TDAP
MNQ

MERCK & CO. INC.
MERCK & CO. INC.
SANOFI PASTEUR
SANOFI PASTEUR

M1346U
0929U
C2771AA
U2425AA

Unknown
Left arm

Right arm
Left arm

Subcutaneously
Intramuscular
Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Mar-2007
Vaccine Date

02-Mar-2007
Onset Date

0
Days

16-Jan-2008
Status Date

--
State

WAES0711USA04059
Mfr Report Id

Information has been received from a consumer concerning her 18 year old daughter with a sulfonamide allergy (BACTRIM), who in January 2007, was
vaccinated with the first dose of Gardasil, and on 02-MAR-2007 with the second dose of Gardasil (lot # not reported). "Within a couple of minutes" after the
second vaccination, she experienced pain. The pain resolved within hours. On 26-SEP-2007, her daughter was vaccinated with the third dose of Gardasil (lot #
not reported). About 6 hours later, she experienced stomach pain and could not sleep. At approximately 3:00 a.m. (27-SEP-2007), she visited the student
health center, and was sent to the emergency room. A magnetic resonance imaging (MRI) and a computed tomography (CT) were performed, and she was
diagnosed with appendicitis. That night, 27-SEP-2007, emergency surgery was performed, and she remained hospitalized for 2 nights. On 25-OCT-2007, her
daughter returned to the surgeon, and "was cleared." Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Sulfonamide allergyPrex Illness:

magnetic resonance 09/27?/07 - appendicitis; computed axial 09/27?/07 - appendicitis

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

300491-1 (S)

16-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain upper, Appendicitis, Pain, Sleep disorder, Surgery

 ER VISIT, HOSPITALIZED, SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Oct-2007
Vaccine Date

06-Oct-2007
Onset Date

0
Days

16-Jan-2008
Status Date

--
State

WAES0711USA03179
Mfr Report Id

Information has been received from a registered nurse concerning her daughter in her early twenties, who was diagnosed with Guillain-Barre syndrome at the
age of 7. On 20-JUN-2007 the patient had her first dose of Gardasil (Lot #657868/0523U) intramuscularly, and on 06-OCT-2007 was vaccinated with her
second dose of Gardasil (Lot #658560/1062U). Concomitant therapy included meningococcal vaccine (unspecified) which was also received on 06-OCT-2007.
Shortly after her second dose of Gardasil her daughter displayed signs of Guillain-Barre syndrome, specifically "back pain". The patient's second dose of
Gardasil was administered 4 months after her first dose. No further information was provided. Upon medical review Guillain-Barre syndrome was considered to
be an other important medical event. Additional information has been requested.  12/28/07 Follow up initiated at request of CDC.  T/C to provider who stated
patient did not have final dx of GBS.  Had history of GBS at 8 yrs old.  Was not hospitalized in 2007.  12/28/07 Received vax record & office record.  Gardasil
#1 given 6/20/07 lot 0523U.  Menactra given 6/20/07 lot# U2231AA.  Gardasil #2 given 10/6/07 lot # 1062U.  Office vs of 10/6 was for shot only, no med record.
 Next visit 10/19/07 w/neck, shoulder & back pain, since 10/6/07. Exam revealed sniffles & post nasal drip.  Week before, patient reported dysphagia which had
resolved.  Dx w/viral illness & reflux.  Tx w/benadryl & prilosec.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Guillain-Barre syndrome

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

300492-1

17-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Back pain, Dysphagia, Gastrooesophageal reflux disease, Musculoskeletal pain, Nasal congestion, Neck pain, Postnasal drip, Viral infection

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1062U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6194
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Mar-2007
Vaccine Date

27-Mar-2007
Onset Date

5
Days

16-Jan-2008
Status Date

--
State

WAES0711USA02944
Mfr Report Id

Information has been received from a pediatrician concerning a 17 year old female who on 22-MAR-2007 was vaccinated with a first dose of Gardasil co
administered with therapy included MENACTRA on a different arm. On 27-MAR-2007 the patient complained of pain in the thigh and a "creepy, crawly, tingling
feeling". She went to the local emergency room (ER). She was admitted to the hospital on 29-MAR-2007. According to the pediatrician all diagnostics came
back clear (not further specified). She underwent an ultrasound (results not reported). The patient was seen by a neurologist who hinted a touch of Guillain-
Barre. All conditions resolved by early May. The patient did not continue with the series of Gardasil. The pediatrician considered Guillain-Barre to be disabling.
Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory, 03/29?/07, clear; ultrasound, results not reported
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

300493-1 (S)

16-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Formication, Guillain-Barre syndrome, Pain in extremity, Paraesthesia

 HOSPITALIZED, PERMANENT DISABILITY, SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Unknown
Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Jan-2008
Status Date

PA
State

WAES0711USA01724
Mfr Report Id

Information has been received from a physician concerning a 11 year old female patient who was vaccinated with a dose of Gardasil. Concomitant therapy
included varicella virus vaccine live. Concomitant therapy included MENACTRA and BOOSTRIX. The physician reported that the patient developed nausea,
vomiting and severe headache. She was taken to the emergency room (ER) and admitted in the adult "hospital where she was given intravenous (IV) fluids and
meperidine hydrochloride ("DEMEROL")". Later she was transferred to the children's hospital where she was given IV fluids again and "TRUODOL". She was
admitted overnight. No further information was provided. The patient was released the next day and was recovered. The reporter indicated that the patient
getting intravenous (IV) fluids was to prevent a serious criteria and it was reported as an other medical event. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:

UnknownPrex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

300494-1 (S)

16-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Nausea, Vomiting

 ER VISIT, HOSPITALIZED, SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

TDAP

HPV4
MNQ

GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
SANOFI PASTEUR

NULL

NULL
NULL

0

Unknown

Unknown
Unknown

Unknown

Unknown
Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Nov-2007
Vaccine Date

20-Nov-2007
Onset Date

1
Days

16-Jan-2008
Status Date

NJ
State

WAES0711USA04407
Mfr Report Id

Information has been received from a physician concerning a 17 year old female who on approximately 19-Nov-2007 was vaccinated with the second dose of
Gardasil.  On 20-Nov-2007, within 24 hours of receiving the vaccine, the patient experienced dizziness.  The patient was subsequently admitted to the hospital,
however the length of stay was unknown.  The reporting physician that had heard of this event is not this patient's physician.  At the time of this report, the
outcome of the event was unknown.  No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

300496-1 (S)

16-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 ER VISIT, HOSPITALIZED, SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6197
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Oct-2007
Vaccine Date

21-Oct-2007
Onset Date

10
Days

16-Jan-2008
Status Date

VA
State

WAES0711USA04684
Mfr Report Id

Information has been received from a pharmacist concerning her 15 year old daughter who plays sports, with a penicillin allergy and sulfonamide allergy and no
pertinent medical history who in August 2007, was vaccinated with her first dose of Gardasil. On 11-OCT-2007 the patient received her second dose of
Gardasil. On 21-OCT-2007, ten days after receiving her second dose, the patient developed myalgia. The patient had unexplained muscle pain which started
from her shoulder and traveled to her back and then to her chest. This event was considered to be a significant disability, as she was not able to play
basketball. Laboratory tests included: complete blood count, sedimentation rate, lyme disease titer, and a rheumatoid arthritis test (results not reported). The
patient's myalgia persisted. Medical attention was sought, the patient saw the physician. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Penicillin allergy; Sulfonamide allergyPrex Illness:

complete blood cell - no provided; erythrocyte - not provided; Lyme disease assay - not provided; serum rheumatoid factor - not provided

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

300497-1 (S)

16-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Activities of daily living impaired, Back pain, Chest pain, Musculoskeletal pain, Myalgia

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6198
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Nov-2007
Vaccine Date

Unknown
Onset Date Days

15-Jan-2008
Status Date

KY
State

WAES0712USA00223
Mfr Report Id

Information has been received from a certified medical assistant, concerning her 25 year old daughter, with a sulfonamide allergy, who on 30-AUG-2007 was
vaccinated IM, with the first dose, 0.5 ml, of HPV vaccine (lot 3658558/1061U), and on 27-NOV-2007, was vaccinated IM, with the second dose, 0.5 ml, of HPV
vaccine (lot #659435/1265U).  Concomitant therapy included hormonal contraceptives (unspecified).  In November 2007, following the second vaccination, her
daughter developed an itchy rash to her torso and the back of her arm.  Treatment included diphenhydramine (Benadryl) and hydrocortisone cream
(manufacturer unspecified).  At the time of this report, the outcome of the event was not recovered.  Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:

sulfonamide allergyPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

300498-1

15-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash, Rash pruritic

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1265U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6199
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-Jan-2008
Status Date

CT
State

WAES0712USA00241
Mfr Report Id

Information has been received from a physician, via a company representative, concerning a female patient (age not reported), who on an unspecified date was
vaccinated with a dose of Gardasil (lot # not reported).  The physician stated that "about" two weeks after the vaccination, the patient "had a lot of soreness in
her arm."  At the time of this report, the outcome of the event was unknown.  The patient did not require medical attention for the event.  Additional information
has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

300499-1

15-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6200
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-Jan-2008
Status Date

--
State

WAES0712USA00247
Mfr Report Id

Information has been received from a pharmacist, concerning her 20 year old daughter, who in November 2007 ("about 2 weeks ago"), was vaccinated with the
first dose of HPV vaccine (lot #not reported).  Concomitant therapy included fexofenadine hydrochloride (Allegra).  In November 2007, following the vaccination
(duration onset not reported), her daughter developed a case of mild shingles, and was seen by the college physician.  At the time of this report, the patient
was recovering from the event.  Additional information has been requested.

Symptom Text:

AllegraOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

300501-1

15-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Herpes zoster

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6201
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Oct-2007
Vaccine Date

12-Nov-2007
Onset Date

18
Days

15-Jan-2008
Status Date

--
State

WAES0712USA00253
Mfr Report Id

Information has been received from a physician, via a company representative, concerning a 23 year old female patient, who on 25-Oct-2007 was vaccinated
with the third dose of Gardasil (lot # not reported).  Concomitant therapy included hormonal contraceptives (unspecified).  On 12-Nov-2007, the patient visited
her physician with swollen inguinal lymph nodes, and was sent to the emergency room (ER).  The ER sent the patient to surgery, as they considered that she
had a hernia, however, it was then confirmed that the patient did not have a hernia but only the swollen inguinal lymph nodes.  It was unclear if the patient had
surgery.  At the time of this report, the outcome of the event was unknown.  The physician considered swollen inguinal lymph nodes to be serious as an other
important medical event (intervention required).  Additional information has been requested.

Symptom Text:

Hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

300502-1

15-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Lymphadenopathy

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6202
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Oct-2007
Vaccine Date

30-Nov-2007
Onset Date

49
Days

15-Jan-2008
Status Date

IL
State

WAES0712USA00310
Mfr Report Id

Information has been received from a physician concerning an 18 year old female with a history of drug hypersensitivity to Cefaclor who on 10-AUG-2007 was
vaccinated with her first dose of Gardasil (Lot #658222/0927U).  On 12-Oct-2007 the patient was vaccinated with the second dose of Gardasil (Lot
#659435/1265U).  Concomitant therapy included influenza virus vaccine (unspecified) (influenza virus vaccine USP) on 20-Nov-2007 and ethinyl
estradiol/norgestimate (Ortho Tri-Cyclen).  On 30-Nov-2007 the patient experienced a rash all over her body.  The patient sought unspecified medical
treatment.  No labs or diagnostic studies were performed regarding the rash.  At the time of this report, the patient still had not recovered.  Additional
information has been requested.

Symptom Text:

Ortho Tri-CyclenOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Drug hypersensitivity

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

300504-1

15-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash generalised

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1265U 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6203
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Mar-2007
Vaccine Date

23-Mar-2007
Onset Date

0
Days

15-Jan-2008
Status Date

WI
State

WAES0704USA01541
Mfr Report Id

Information has been received from a registered nurse through the Merck pregnancy registry concerning a 21 year old hispanic female patient with a history of
cervical dysplasia and headaches with no allergies who on 23-Mar-2007, was vaccinated with a first dose of Gardasil (Lot #656049/0187U).  Concomitant
therapy included acetaminophen as needed.  The nurse reported that the patient had a blood pregnancy test on 02-Apr-2007 and was confirmed to be
pregnant.  Her last menstrual period was 24-Feb-2007 and her estimated due date was 01-Dec-2007.  It was reported that her pregnancy was normal to date.
On 11-May-2007, cetirizine hydrochloride (Zyrtec) 10 mg as needed was prescribed for nausea.  On 05-Jul-2007, the patient had an ultrasound for a fetal
survey.  The results of the test were within normal limits; fetal growth was appropriate.  On 30-Aug-2007, iron (unspecified) 65mg daily, was prescribed for
anemia.  On 02-Nov-2007, a second ultrasound was performed for a fetal survey and the result of this test was low amniotic fluid or oligohydramnios.  On 12-
Nov-2007, a biophysical profile test was performed.  On 25-Nov-2007, the patient delivered a female baby weighing 6 pounds 6 ounces and measuring 19
inches in length.  The patient was reported to be 39 weeks from her last menstrual period.  The infant was reported to be normal with no congenital anomalies
or other complications.  At the time of this report, the patient's outcome was unknown.  Additional  information is not expected.

Symptom Text:

AcetaminophenOther Meds:
Lab Data:

History:
Prex Illness:

Ultrasound - 07/05/07 - within normal limits, fetal growth appropriate Ultrasound - 11/02/07 - decreased amniotic fluid Diagnostic laboratory - 11/12/07 -
biophysical profile Serum beta-human - 04/02/07 - pregnant
Cervical dysplasia; headache

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

300506-1

15-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anaemia, Drug exposure during pregnancy, Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0187U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6204
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Jun-2007
Vaccine Date

13-Jun-2007
Onset Date

0
Days

15-Jan-2008
Status Date

WA
State

WAES0706USA05171
Mfr Report Id

Information has been received via the Merck pregnancy registry, from a physician concerning a 15 year old female patient, who on 13-JUN-2007 was
vaccinated with the first dose of Gardasil (Lot #655620/0171U).  There was no concomitant medication.  After receiving the vaccination (date not reported), the
patient learned that she was pregnant (date of LMP and estimated date of delivery not reported).  Follow up information received from the physician, via a
company representative, indicated that the pregnancy resulted in a premature birth (date and gestational week not provided).  The infant (gender not specified),
also was "a low birth weight baby" (weight not specified).  At the time of this report, the outcome and details of premature birth and low birth weight baby were
unknown.  No further details were provided.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP=unknown)Prex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

300508-1

15-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Premature baby, Small for dates baby

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0171U Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6205
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-Jan-2008
Status Date

CT
State

WAES0708USA03795
Mfr Report Id

Initial and follow-up information has been received from a registered nurse concerning several females who were vaccinated with 0.5 ml doses of Gardasil.
Subsequently the nurse reported that the needle is "dull after withdrawing the medication from the vial and is causing the patients extreme pain".  The office
was replacing the needle on the syringe in order to lessen the pain.  Unspecified medical attention was sought.  At the time of the report the patients' outcomes
were unknown.  Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

300510-1

15-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6206
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Aug-2007
Vaccine Date

01-Aug-2007
Onset Date

0
Days

16-Jan-2008
Status Date

OK
State

WAES0709USA00284
Mfr Report Id

Information has been received from a physician concerning a patient (age and gender not reported) who was vaccinated with a "3rd dose" of Gardasil (lot # not
reported) two weeks after the second dose was administered.  The patient's status was not reported.  There was no product quality complaint involved.  Follow-
up information was received.  The patient had received a first dose of Gardasil on 01-Aug-2007 IM in the left arm at 9:00AM.  On 01-Aug-2007, at 9:30 AM the
patient broke out in a rash all over the body, a temperature was developed and redness around the injection site.  Medical attention was sought.  The patient
came back 2 days later.  There was no temperature and the patient still had a rash.  On an unspecified date the patient recovered.  Additional information is not
expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

300511-1

16-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Body temperature increased, Erythema, Rash generalised

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6207
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Jul-2007

Vaccine Date
10-Jul-2007
Onset Date

0
Days

15-Jan-2008
Status Date

MA
State

WAES0710USA03251
Mfr Report Id

Information has been received from a health care professional concerning a female who on 10-Jul-2007 (previously reported as approximately August 2007)
was vaccinated with the first dose of Gardasil (lot #658100/0525U).  There was no concomitant medication.  The patient experienced headache and flu-like
symptoms 15 to 30 minutes after vaccination.  Subsequently, the patient recovered the day after vaccination.  The patient sought unspecified medical attention
by calling the physician's office.  Additional information has been requested.  Follow up information was received on 14-Nov-2007 which stated that the patient
had hives from head to toe and felt like her skin was on fire after receiving the second dose in July 2007.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

300512-1

15-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Influenza like illness, Skin burning sensation, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0525U 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6208
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Oct-2007
Vaccine Date

17-Oct-2007
Onset Date

0
Days

16-Jan-2008
Status Date

NJ
State

WAES0710USA03914
Mfr Report Id

Information has been received from a licensed practical nurse concerning 4 females (age not reported) with no pertinent medical history or drug
reactions/allergies who on an unspecified date were vaccinated with Gardasil (lot # unknown).  There was no concomitant medication.  The nurse reported that
4 patients received Gardasil due to a nursing error.  Each patient received 0.25 mL dose of Gardasil given subcutaneously near the wrist on 17-Oct-2007.  The
person who administered the doses split a 0.5 mL dose of Gardasil equally among the 4 patients.  They were supposed to receive a tuberculin test.  The day
after administration, each patient developed an injection site reaction right above the wrist.  The injection site was red, hard to the touch and painful.  One of
these patients was seen by the nurse and the other 3 patients called her office.  Medical attention was sought.  At the time of reporting the patient had not
recovered.  Follow-up information was received.  A 25 year old white female patient who on 17-Oct-2007 was vaccinated with Gardasil (lot #658282/1263U).
On 18-Oct-2007 the patient was given a 1/4 dose of Gardasil by mistake.  The patient was to receive a tuberculin test instead.  On an unspecified date one
week later the patient recovered.  Follow-up information was received from a licensed practical nurse.  The LPN reported that one vial of purified protein
derivative (PPD) was delivered to one office one day.  On the following day one vial of Gardasil was delivered to the same office.  The medical assistant who
was located in the office, in error drew the medication that would be used for the PPD test from the Gardasil vial instead of the prescribed PPD vial.  The LPN
stated that the error was not due to Product Confusion.  As a result of this error, the Gardasil vaccination would only be administered at another office and not
in the current office to assure that this error would not occur again.  The patient that received Gardasil was treated with cold/warm compresses and recovered.
Addition

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

300513-1

16-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Incorrect route of drug administration, Injection site reaction, Pain, Wrong drug administered

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1263U 0 Unknown Subcutaneously



10 JUN 2008 06:27Report run on: Page 6209
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-Jan-2008
Status Date

--
State

WAES0710USA04711
Mfr Report Id

Information has been received from a registered nurse concerning about 12 female patients between 11-15 years old with no pertinent medical history and no
drug reactions/allergies who were vaccinated with 0.5 ml of Gardasil (657736/0389U).  There was no concomitant medication.  The nurse stated that she
noticed a trend with Gardasil (657736/0389U) in about 12 patients who complained of the arm numbness within seconds after receiving Gardasil.  No lab
diagnostic studies were performed.  The patients were observed after the injection and all recovered before leaving the office.  No other symptoms were
reported.  Attempts are being made to obtain additional identifying information to distinguish the individual patients in this report.  Additional information will be
provided if available.  A standard lot check investigation was performed.  All in process quality checks for the lot number in question were satisfactory.  In
addition, an expanded lot check investigation was performed.  The testing performed on the batch prior to release met all release specifications.  The lot met
the requirements of the center and was released.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

300514-1

15-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Immediate post-injection reaction

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0389U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6210
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Oct-2007
Vaccine Date

31-Oct-2007
Onset Date

1
Days

16-Jan-2008
Status Date

--
State

WAES0711USA00341
Mfr Report Id

Information has been received from a health professional concerning a 17 year old female with a history of chronic abdominal issues, polycystic ovaries and
drug hypersensitivity to penicillin who on 30-OCT-2007 was vaccinated intramuscularly in the left deltoid with her second (previously reported as third dose)
dose of Gardasil (lot #657006/0188U). There was no concomitant medication. On 31-OCT-2007 the patient experienced tingling and numbness in all 4
extremities (hands and feet) (previously reported as numbness in legs and arms) within 12 hours of receiving her second dose. The patient's tingling and
numbness in hands and feet persisted. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
Chronic abdominal pain; polycystic ovaries; Drug hypersensitivity

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

300516-1

16-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Paraesthesia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0188U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6211
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Jan-2008
Status Date

--
State

WAES0711USA00356
Mfr Report Id

Information has been received from a health professional concerning a female who was vaccinated intramuscularly with the first two doses of Gardasil. There
was no concomitant medication. Subsequently the patient has not menstruated for 3 months. Physician decided to stop the third dose. Patient sought
unspecified medical attention. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

300517-1

16-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Menstruation delayed

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6212
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Oct-2007
Vaccine Date

22-Oct-2007
Onset Date

0
Days

16-Jan-2008
Status Date

--
State

WAES0711USA00393
Mfr Report Id

Information has been received from a female registered nurse concerning a 25 year old female patient with no known allergies and no reported medical history
who on 22-OCT-2007 was vaccinated with Gardasil (Lot #658560/1062U) 0.5 ml intramuscularly in the right deltoid. There was no concomitant medication. On
22-OCT-2007, the same day after receiving the first injection, the patient developed nausea, vomiting and fever, on 23-OCT-2007 the patient notified the
physician via telephone after the adverse symptoms were resolved. No treatment was rendered and no other information is available. Additional information
has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

300518-1

16-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Nausea, Pyrexia, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1062U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6213
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Sep-2007
Vaccine Date

Unknown
Onset Date Days

16-Jan-2008
Status Date

--
State

WAES0711USA00415
Mfr Report Id

Information has been received from a female registered nurse concerning a 22 year old female who on 10-SEP-2007 was vaccinated with her first 0.5 ml dose
of Gardasil (Lot #658556/1060U) intramuscularly in the left arm. The patient developed a 2 inch by 2 inch area at injection site which remains hypopigmented.
On 24-OCT-2007 patient was seen in the doctors office and hypopigmentation continued on the left arm. Patient has not been wearing a bandaid or sun
tanning. No additional information is available at this time. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

300519-1

16-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site discolouration

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1060U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6214
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Jan-2008
Status Date

IL
State

WAES0711USA00416
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with Gardasil (lot # not reported), 0.5mL, intramuscularly.
Concomitant therapy included Menactra.  The patient fainted after receiving her Gardasil injection, date not reported.  No laboratory studies were performed.
The patient recovered on the "same day the vaccine was given".  Unspecified medical attention was sought.  Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

300520-1

16-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Unknown
Intramuscular



10 JUN 2008 06:27Report run on: Page 6215
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Jan-2008
Status Date

GA
State

WAES0711USA00453
Mfr Report Id

Information has been received from a physician concerning a female who in October 2007, "about two weeks ago" was vaccinated with the first intramuscular
dose of Gardasil (lot # not reported).  In October 2007, "around two weeks ago" the patient fainted and became nauseous.  Subsequently, the patient
recovered, on an unknown date.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

300521-1

16-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Nausea, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6216
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Jan-2008
Status Date

NJ
State

WAES0711USA00459
Mfr Report Id

Information has been received from a registered nurse concerning a 14 year old female with no pertinent medical history or drug reactions/allergies who in April
2007, was vaccinated with the first dose of Gardasil (lot # not reported), 0.5mL, intramuscularly in the deltoid.  In "early" June 2007, the patient received her
second dose of Gardasil.  There were no concomitant medication.  In "late or early" July 2007, the patient became sick.  She had an increase in her liver
enzymes during her illness.  As of 01-Nov-2007 the patient had not recovered.  The patient is under the care of the practice.  Additional information has been
requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Hepatic function tests - elevated
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

300522-1

16-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hepatic enzyme increased, Malaise

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6217
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Jun-2007
Vaccine Date

01-Jul-2007
Onset Date

23
Days

17-Jan-2008
Status Date

MD
State

WAES0711USA00572
Mfr Report Id

Information has been received from a nurse concerning a female with no pertinent medical history or prior drug reactions/ allergies who on 08-JUN-2007 was
vaccinated with the first dose of Gardasil (lot #653735/0668F), 0.5ml intramuscularly. The patient's last menstrual period occurred during the last week of June
2007. On 09-AUG-2007 the patient received her second dose of Gardasil (lot# 655617/1447F). On 01-NOV-2007 the patient reported that "recent" laboratory
test included a pregnancy test with a negative result. No other symptoms were reported. Unspecified medical attention was sought. Additional information has
been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Beta-human chorionic - negative
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

300523-1

17-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Amenorrhoea

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0688F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6218
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Sep-2007
Vaccine Date

23-Sep-2007
Onset Date

3
Days

17-Jan-2008
Status Date

--
State

WAES0711USA00580
Mfr Report Id

Information has been received from a 26 year old female Pharmacy student who on 15-MAR-2007 was vaccinated intramuscularly with a 0.5 ml dose of
Gardasil. Concomitant therapy included ethinyl estradiol/norgestimate (ORTHO TRI-CYCLEN LO). On 20-SEP-2007 the patient was vaccinated with third dose
of Gardasil. On 23-SEP-2007 the patient developed a small bubble under the skin at the injection site. This bubble lasted for a couple of months. On 01-NOV-
2007, the bubble got "hug", red, swollen and painful. "It looked like a bite." At the time of the report the patient's outcome was reported as not recovered.
Additional information has been requested.

Symptom Text:

ORTHO TRI-CYCLEN LOOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

300524-1

17-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Injection site abscess, Pain, Swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6219
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Jul-2007

Vaccine Date
Unknown

Onset Date Days
14-Jan-2008
Status Date

NJ
State

200702697
Mfr Report Id

Initial report received from the patient's parent on 01 August 2007.  A 14-year-old female with a history of seasonal allergies had received vaccinations with
Menactra (Lot number U2227AA), varicella (manufactured by Merck, Lot number 0606U), and Gardasil (manufactured by Merck, Lot number not provided) on
12 July 2007 and two days later developed white spots on her throat.  The patient had no illness at the time of vaccination and the only reported concomitant
medication was Zyrtec, taken daily.  The patient was seen in the hospital emergency room and was given Nystatin and unspecified antibiotics.  Blood work,
throat cultures and an HIV test were performed.  Diagnosis was "thrush".  Patient outcome was not reported.  No additional information had been provided at
the time of this report.  Follow-up information received on 21 September 2007 from a health care professional, the patient's treating physician; Menactra was
given intramuscular, into the left arm.  Varicella was given subcutaneous into the left arm and Gardasil (lot #0525U) was given intramuscular into the right arm.
The final diagnosis was candidal pharyngitis (thrush).  Extensive work-up performed in the emergency room (ER) (on 17 July 2007) with multiple cultures.  The
patient was given 1 dose of IM Ceftriaxone.  Then results of bacterial cultures came back all negative.  The only positive culture was fungal culture positive for
candida.  Further evaluation for immunodeficiency performed as out patient.  All labs were okay, including negative HIV.  No etiology determined for candidal
pharyngitis, which, per reporter was unusual in immunocompetent adolescents.  As of last contact with the parent, the patient was still using Nystatin, which
was the final treatment.  Concomitant medications (per patient's records) included also Flonase.  Current status was unknown.  Documents held by the sender:
ER and office visits and labs.

Symptom Text:

Zyrtec, FlonaseOther Meds:
Lab Data:

History:
The patient had no illness at the time of vaccination.Prex Illness:

Results of bacterial cultures came back all negative.  The only positive culture was fungal culture positive for candida.  Further evaluation for immunodeficiency
performed as out patient.  All labs were okay, including negative HIV.
The patient has a history of seasonal allergies (pollen).

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

300525-1

14-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Candidiasis, Throat irritation

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Dec-2007

Received Date

Prex Vax Illns:

VARCEL
HPV4
MNQ

MERCK & CO. INC.
MERCK & CO. INC.
SANOFI PASTEUR

0606U
0525U
U2227A

1
1
1

Left arm
Right arm
Left arm

Subcutaneously
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 6220
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
02-Nov-2007
Vaccine Date

02-Nov-2007
Onset Date

0
Days

16-Jan-2008
Status Date

NC
State

WAES0711USA00584
Mfr Report Id

Initial and follow up information has been received from a medical assistant concerning a patient who on 29-AUG-2007 was vaccinated with a first dose of
Gardasil (lot # unknown).  On 29-AUG-2007 the patient's arm was sore from the vaccination.  On 02-NOV-2007 the patient was vaccinated at the physician's
office with a second dose of Gardasil.  The patient did not receive the full second dose of Gardasil.  As the vaccine was being administered some of the dose
leaked from the syringe where the needle was attached.  The syringe was not a pre-filled Gardasil syringe; the dose was drawn up with a syringe from a single
dose vial.  The patient is not experiencing any known symptoms.  Follow-up information was received and the patient's arm was sore from the second
vaccination.  At the time of reporting it was unknown if the patient had recovered.  No further information was available.  Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

On 29-AUG-2007 was vaccinated with a first dose of Gardasil (lot # unknown).  On 29-AUG-2007 the patient's arm was sore from the vaccination.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

300526-1

16-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Device leakage, Pain in extremity, Underdose

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6221
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Jan-2008
Status Date

--
State

WAES0711USA00600
Mfr Report Id

Information has been received from a company representative concerning a female who was vaccinated with Gardasil. there was no concomitant medication.
Subsequently the patient fainted. No additional information provided. No lot number provided. Physician's name was not specified by Representative. Additional
information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

300527-1

16-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6222
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Oct-2007
Vaccine Date

29-Oct-2007
Onset Date

0
Days

17-Jan-2008
Status Date

--
State

WAES0711USA00609
Mfr Report Id

Information has been received from a female nurse practitioner concerning a 15 year old female with no known allergies, who is in recovery from substance
abuse. On 29-OCT-2007 the patient was vaccinated with Gardasil (Lot # 658490/0802U). Concomitant therapy included levonorgestrel (Plan B) that was
administered on the same day as Gardasil. On 29-OCT-2007, 12 hours after receiving the vaccine, the patient developed body aches, diffuse chest pain, pain
at the injection site, and experienced weakness (was not able to or had difficulty lifting arm). On 30-OCT-2007 she sought medical attention. She had a
complete blood count done which found RDW out of range and hemoglobin at 11.8. Additional information was received from the nurse practitioner on 08-NOV-
2007. The nurse practitioner reported that the patient also experienced pain at the injection site. The patient had a complete blood count with normal
hemoglobin, hematocrit and white blood cell count, some levels such as MCV were a bit off (specifics unknown). The HCP reported that it did not appear the
patient had an infection. She was able to attend school on 30-OCT-2007 and 31-OCT-2007 but missed school on 01-NOV-2007. She had gotten better but as
of 2-NOV-2007 still felt tired and weak. The outcome of the pain at the injection site was not reported.

Symptom Text:

Plan BOther Meds:
Lab Data:
History:
Prex Illness:

complete blood cell - MCV were a bit off (specifics unknown); hemoglobin 11.8 - hemoglobin 11.8; complete blood cell - RDW was out of range
Substance abuse

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

300528-1

17-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Chest pain, Fatigue, Injected limb mobility decreased, Injection site pain, Pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0802U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6223
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Nov-2007
Vaccine Date

01-Nov-2007
Onset Date

0
Days

16-Jan-2008
Status Date

PA
State

WAES0711USA00617
Mfr Report Id

Information has been received from a nurse practitioner concerning a 22 year old female with no pertinent medical history and a drug hypersensitivity to
clindamycin who on 01-NOV-2007 was vaccinated with a first dose of Gardasil (lot #659435/1265U).  There was no concomitant therapy.  On 01-NOV-2007
while the patient was checking out of the office she became dizzy and light headed.  Medical attention was sought.  The patient rested in the office for 30
minutes and then left.  The patient called the office 02-NOV-2007 and reported that she felt queasy and light headed.  The patient was told to drink fluids and
rest.  At the time of the report the patient had not recovered.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Allergic reaction to antibioticsPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

300529-1

16-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1265U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6224
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Aug-2007
Vaccine Date

20-Aug-2007
Onset Date

0
Days

16-Jan-2008
Status Date

--
State

WAES0711USA00628
Mfr Report Id

Information has been received from a female licensed practical nurse concerning a 15 year old female patient with no medical history who on 20-Aug-2007 was
vaccinated with her first 0.5 ml dose of Gardasil (Lot #654741/1208F) intramuscularly.  There was no concomitant medication.  On 01-Nov-2007 the patient was
in the doctor's office to receive her second dose of Gardasil but did not want to receive it at that time.  She stated that within a few hours after receiving the first
dose on 20-Aug-2007 she developed hives on her torso but not at the injection site.  She took Benadryl and her symptoms resolved within a day.  The second
dose of Gardasil was not administered.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

300530-1

16-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1208F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6225
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Jan-2008
Status Date

--
State

WAES0711USA00629
Mfr Report Id

Information has been received from a registered nurse, via a company representative, concerning a female patient (age not specified) who in October 2007
("last week"), was vaccinated IM with a 0.5 ml dose of Gardasil.  Following the vaccination, the patient fainted, and received unspecified treatment in the office.
At the time of this report, the patient had recovered from the event (duration not specified).  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

300532-1

16-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6226
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Oct-2007
Vaccine Date

12-Oct-2007
Onset Date

0
Days

16-Jan-2008
Status Date

PA
State

WAES0711USA00643
Mfr Report Id

Information has been received from a registered nurse concerning a 15 year old female with penicillin allergy who on 26-JUL-2007 was vaccinated with the first
dose of Gardasil (Lot #658094/0524U).  On 12-OCT-2007, she was vaccinated intramuscularly in unspecified deltoid muscle with the second dose of Gardasil
(Lot #659435/1265U).  Concomitant therapy included influenza virus vaccine (unspecified).  On 12-OCT-2007, the patient fainted after receiving the second
Gardasil vaccine.  On 30-OCT-2007, the patient was examined by the physician because of four more episodes of fainting (no previous history of fainting
before the 12-OCT-2007 episode).  Laboratory work on 30-OCT-2007 for a complete blood count, iron level and a metabolic panel was within normal limits
(levels unspecified).  An electrocardiogram did not show any abnormalities.  The patient's experience persisted.  Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:

History:
Penicillin allergyPrex Illness:

diagnostic laboratory, 10/30/07, WNL, metabolic panel; electrocardiogram, 10/30/07, no abnormalities; complete blood cell, 10/30/07, WNL; serum iron assay,
10/30/07, WNL

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

300533-1

16-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4
FLU

MERCK & CO. INC.
UNKNOWN MANUFACTURER

1265U
NULL

1 Unknown
Unknown

Intramuscular
Unknown



10 JUN 2008 06:27Report run on: Page 6227
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Oct-2007
Vaccine Date

25-Oct-2007
Onset Date

0
Days

16-Jan-2008
Status Date

NV
State

WAES0711USA00646
Mfr Report Id

Information has been received from a healthcare worker concerning a 16 year old female with no known allergies who on 14-Aug-2007 was vaccinated with the
first dose of Gardasil.  On 25-Oct-2007, she was vaccinated intramuscularly in the right deltoid muscle with the second dose of Gardasil.  On 25-Oct-2007, the
patient experienced painful injection site which had gotten progressively more painful, starting after vaccination with Gardasil.  The patient had difficulty moving
the arm because it was "very painful".  The pain in the arm was in an area 2 inches around the injection site and the area was not red or swollen.  The patient's
painful injection site persisted.  The patient sought medical attention by calling the physician's office.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

300534-1

16-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site movement impairment, Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6228
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Jan-2008
Status Date

MA
State

WAES0711USA00649
Mfr Report Id

Information has been received from a nurse concerning a female who was vaccinated with Gardasil (lot# not reported), injection. Subsequently the patient
experienced numbness in her arm and legs. The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

300535-1

17-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6229
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Jul-2007

Vaccine Date
04-Aug-2007
Onset Date

5
Days

14-Jan-2008
Status Date

PA
State

200702732
Mfr Report Id

Follow up information received from a health care provider on 11 September 2007.  A 16-year-old female patient with a medical history of depression and
attention deficit disorder, had received a left arm injection of Menactra (route not reported), lot number U2233C, and a right arm injection of Gardasil (route not
reported), lot number U2233CA (lot number reported is consistent with Menactra) on 30 July 2007, and five days later, she complained of a headache and
stomach ache.  A strep test was performed (date not provided) and the results were negative.  The patient had been taking Zoloft and Concerta at the time of
vaccination.  Corrective treatment for the event consisted of Tylenol and ibuprofen.  The patient was not ill at the time of vaccination and they had not received
any vaccines during the four weeks prior to receipt of Menactra.  The duration for the event was not indicated and the patient had been listed as recovered at
the time of the report.  No further information was provided.

Symptom Text:

Concerta, ZoloftOther Meds:
Lab Data:
History:

The patient had not been ill at the time of vaccination.Prex Illness:

Strep test-negative
The patient had a history of depression and attention deficit disorder.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

300536-1

14-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain upper, Headache

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Dec-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2233C
U2233CA

0
0

Left arm
Right arm

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 6230
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Jan-2008
Status Date

--
State

WAES0711USA00656
Mfr Report Id

Information has been received from a 27 year old female who was vaccinated three times with Gardasil.  Subsequently, the patient experienced arm pain with
all 3 doses and after the third dose, broke out with a rash on the arm that she had received the vaccine.  The patient outcome was not reported.  No further
information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
27.0

300537-1

04-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pain in extremity, Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Nov-2007
Vaccine Date

01-Nov-2007
Onset Date

0
Days

16-Jan-2008
Status Date

KS
State

WAES0711USA00717
Mfr Report Id

Information has been received from a health professional concerning a 16 year old white female student with syncope after receiving kindergarten shots et
zoole flu vaccine, and no known allergies, who on 01-Nov-2007 was vaccinated IM in the left deltoid, with the second dose of Gardasil (lot #658560/1062U).
There was no concomitant medication.  The patient had no adverse event after the first dose of Gardasil.  On 01-Nov-2007, three seconds after the second
dose the patient fainted on exam table.  Unknown medical attention was sought.  She was sitting and lied down.  She was very pale and wasn't breathing for 5
seconds.  She came out of it, got her color back and was fine afterwards.  No product quality complaint was involved.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

SyncopePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

300538-1

16-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Pallor, Respiratory arrest, Respiratory rate decreased, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1062U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6232
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Jan-2008
Status Date

--
State

WAES0711USA00745
Mfr Report Id

Information has been received from a registered nurse, via a company representative, concerning a female patient (age not specified) who in October 2007
("last week"), was vaccinated IM with a 0.5 ml dose of Gardasil.  Following the vaccination, the patient fainted, and received unspecified treatment in the office.
At the time of this report, the patient had recovered from the event (duration not specified).  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

300539-1

16-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6233
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Sep-2007
Vaccine Date

06-Sep-2007
Onset Date

1
Days

16-Jan-2008
Status Date

--
State

WAES0711USA00824
Mfr Report Id

Information has been received from a consumer concerning her daughter, a 20 year old female with a history of severe reaction to wasp stings who on 05-SEP-
2007 was vaccinated with her first dose of Gardasil.  There was not concomitant medication.  The patient woke up the next morning on 06-SEP-2007 with hives
on her torso and knees.  She was treated with an intramuscular shot of an unspecified antihistamine and a prescription for oral steroids.  Additional information
has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
Allergic reaction to bee sting

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

300540-1

16-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6234
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Nov-2007
Vaccine Date

29-Nov-2007
Onset Date

2
Days

16-Jan-2008
Status Date

CA
State

WAES0712USA01171
Mfr Report Id

Information has been received from a physician, via a company representative, concerning a 13 year old female patient, who on 27-Nov-2007 was vaccinated
with a dose of Gardasil (lot #657736/0389U).  Concomitant vaccine therapy included diphtheria toxoid (+) pertussis acellular vaccine (manufacturer
unspecified) (+) Menactra.  On 29-Nov-2007 the patient reported lower back pain.  At the time of this report, the patient had not recovered.  Additional
information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

300541-1

05-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Back pain

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

MNQ
DTAP
HPV4

SANOFI PASTEUR
UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL
0389U

Unknown
Unknown
Unknown

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 6235
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Aug-2007
Vaccine Date

13-Aug-2007
Onset Date

12
Days

21-Dec-2007
Status Date

NJ
State

WAES0709USA04214
Mfr Report Id

Information has been received through the pregnancy registry through a nurse concerning a 19 year old female with a history of social smoking, penicillin
allergy, and with two previous pregnancies (two elective abortions) who on 01-AUG-2007 was vaccinated intramuscularly with her first dose of Gardasil (Lot #
0469U). There was no concomitant medication. The patient had a blood pregnancy test (date unspecified) which was positive (LMP=13-AUG-2007). The
patient sought unspecified medical attention in the office. No symptoms were reported. On 23-OCT-2007 and 30-OCT-2007, the patient had an ultrasound due
to elevated beta levels. The ultrasounds showed an empty sac. The reporter indicated that there was a question as to whether there was missed antibodies vs.
an ectopic pregnancy, but it was probably missed antibodies. On an unspecified date, the patient had a spontaneous abortion, no further details were provided.
Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 8/13/2007); Penicillin allergy; SmokerPrex Illness:

ultrasound 10/23/07 empty sac; elevated beta; ultrasound 10/30/07 elevated beta;empty sac; serum beta-human positive

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

300551-1

21-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Blood human chorionic gonadotropin increased, Drug exposure during pregnancy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0469U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6236
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Oct-2007
Vaccine Date

01-Nov-2007
Onset Date

1
Days

21-Dec-2007
Status Date

FR
State

WAES0712USA02061
Mfr Report Id

Information has been received from a health authority agency concerning an 18 year old female who on 31-OCT-2007 was vaccinated with her third dose of
Gardasil (lot not reported). Concomitant therapy included hormonal contraceptives (unspecified). On 01-NOV-2007 the patient felt ill and complained about
upper abdominal pain, nausea, repeated vomiting and slight fever. She was hospitalized on the same day and treated with antiemetics, analgesics, and
abstinence from food. A gastroscopy on 05-NOV-2007 showed a slight erythema at antral mucous membrane. Antral and corpus biopsies were carried out (no
findings reported). Laboratory findings (unknown date, normal value were not provided) showed Leukocytes at 10600/mm3 and CRP 0.28 mg%, the patient
recovered after 5 days (date not reported). Previous vaccinations with Gardasil were tolerated well. Other business partner numbers include PEI2007011046
and E200708883. Additional information is not expected.

Symptom Text:

hormonal contraceptives (unspecified)Other Meds:
Lab Data:

History:
Prex Illness:

gastroscopy 05Nov07 slight erythema at antral mucous membrane; biopsy antral and corpus biopsy-no findings reported; WBC count 05Nov07 10600 mm3;
serum C-reactive protein 0.28%
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

300552-1 (S)

21-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Erythema, Malaise, Nausea, Pyrexia, Vomiting

 HOSPITALIZED, SERIOUS

Other Vaccine
20-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6237
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Nov-2007
Vaccine Date

04-Dec-2007
Onset Date

7
Days

21-Dec-2007
Status Date

FR
State

WAES0712USA05357
Mfr Report Id

Information has been received from a physician concerning a 15 year old female who on 27-NOV-2007 was vaccinated with a first dose of Gardasil (route and
lot# not reported). On 04-DEC-2007 ("one week post-vaccination"), the patient experienced meningism, headache, dizziness and nausea and was hospitalized
on 07-DEC-2007. CSF and blood samples were taken (results not reported). Meningitis was ruled out. The patient was discharged on 10-DEC-2007, recovered
from meningism, nausea, and dizziness but with persisting headache. This was considered to be due to "post-puncture syndrome". Additional information has
been requested. Other business partner numbers included E2007-09129.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory test 07Dec07 Comment: result not available yet; cerebrospinal fluid culture 07Dec07 Comment: result not available yet
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

300553-1 (S)

21-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Headache, Meningism, Nausea

 HOSPITALIZED, SERIOUS

Other Vaccine
20-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6238
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Oct-2007
Vaccine Date

11-Oct-2007
Onset Date

0
Days

14-Jan-2008
Status Date

NJ
State

200703448
Mfr Report Id

This case was reported by a health professional on 12 October 2007.  A 17-year-old female patient, with a history of chondromalacia of the knee and allergies
to morphine and aspirin, received an intramuscular right deltoid injection of Menactra (lot number U2428AA) and an intramuscular left deltoid injection of
Gardasil (Merck, lot number 1265U) on 11 October 2007.  Approximately eight hours later, she developed a low grade fever and pain at the back of the neck,
which traveled down her spine.  Her mother took her to the emergency room, where she was seen and sent home.  Per the reporter, no tests were performed,
and the symptoms recovered completely by noon on 12 October 2007.  Concomitant medication included Wellbutrin daily.

Symptom Text:

WellbutrinOther Meds:
Lab Data:
History:

No illness at time of vaccination.Prex Illness:

Allergic to ASA and morphine, chondromalacia of knee

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

300566-1

14-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Back pain, Neck pain, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Dec-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2428A
1265U

0
0

Right arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 6239
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Jan-2008
Status Date

--
State

WAES0711USA00836
Mfr Report Id

Information has been received concerning a female who was vaccinated with the second dose of Gardasil.  Subsequently, the patient experienced dizziness,
fatigue and tiredness.  The patient did not have any AE after the first dose.  It was unknown whether medical attention was sought.  The patient's dizziness and
fatigue persisted.  No product quality complaint was involved.  Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
The patient did not have any AE after the first dose.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

300600-1

16-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Fatigue

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6240
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Nov-2007
Vaccine Date

02-Nov-2007
Onset Date

0
Days

16-Jan-2008
Status Date

NC
State

WAES0711USA00907
Mfr Report Id

Information has been received from a physician concerning a 14 year old female who on 02-Nov-2007 was vaccinated IM in right deltoid with a 0.5 ml of first
dose of Gardasil (lot #1266U).  There was no concomitant medication.  On 02-Nov-2007 the patient experienced urticaria on her chin and cheeks.  Unknown
medical attention was sought.  The patient's urticaria on her chin and cheeks persisted.  No product quality complaint was involved.  Additional information has
been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

300601-1

16-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6241
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Jan-2008
Status Date

--
State

WAES0711USA00910
Mfr Report Id

Information has been received from a nurse practitioner concerning a 12 year old female who in October 2007, was vaccinated with Gardasil (lot # not
reported).  In October 2007, two days after she was given Gardasil the patient presented with a swollen thigh.  The patient then progressed to
lymphadenopathy.  As of 05-Nov-2007, the patient's swollen thigh and lymphadenopathy persisted.  Unspecified medical attention was sought.  Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

300602-1

16-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Lymphadenopathy, Oedema peripheral

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6242
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
16-Oct-2007
Onset Date Days

16-Jan-2008
Status Date

--
State

WAES0711USA00957
Mfr Report Id

Information has been received from a physician concerning a 14 year old female who was vaccinated with a 0.5 mL dose of Gardasil.  Suspect vaccination
included Menactra and influenza virus vaccine (unspecified) given on the same date as Gardasil.  On 16-Oct-2007 the patient fainted.  On approximately 18-
Oct-2007 "couple days later" the patient's mother reported that her daughter experienced "bilateral knee pain."  The patient's outcome was not reported.  There
was no product quality complaint.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

300603-1

16-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

MNQ
FLU
HPV4

SANOFI PASTEUR
UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL
NULL

Unknown
Unknown
Unknown

Unknown
Unknown

Intramuscular



10 JUN 2008 06:27Report run on: Page 6243
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Nov-2007
Vaccine Date

30-Nov-2007
Onset Date

0
Days

21-Dec-2007
Status Date

MA
State Mfr Report Id

Patient had a viral infection earlier that week.  Received her HPV Vaccine on Friday 11/30/07 at 4:25 p.m. Pt was feeling fine ,until 8:30p.m.. Complained of hip
pain. By 9:30, pt was in horrible bilateral hip pain over the greater trochanters. Given motrin 400mg by mother and a warm bath,  no relief. Called pediatrian,  no
noted side effects.  Wnt to the emergency department.  Temperature 102,  WBC 17 sed rate 5 & C-reactive protein 1.5. Pt.  also developed bilteral knee pain.
Pt was given torodolwhich brought the pain down from 10/10 to 5/10. Pt the was given a percocet for the pain bring the pain down to a 2/10.  Sent home.
Called back for + blood culture on Sunday .  Back to the emergency department for I.V. antibiotics.  WBC 9,C- reactive protein was 41.5. Pt. was admitted to
the hospital.  Diagnosis: acute tendonitis of the hips & knees. 2/7/08-records received for DOS 12/2-12/5/07-DC DX: Polyarticular arthritis. Presented with
bilateral knee and hip pain times 3 days after symptoms of viral syndrome. Six days prior to admission developed sore throat, headache, vomiting and
abdominal pain that lasted 3 days. On 11/30/07 febrile to 102,  Post infectious arthritis.  Developed red man syndrome to vancomycin.

Symptom Text:

cONCERTA 36MG PO QDOther Meds:
Lab Data:

History:
recovered from a viral infection earlier that weekPrex Illness:

Pelvic x-ray, Lab work (see above)MRI of right hip 2/7/08-records received-WBC elevated 16.6 with 78% polys. Blood cultures no growth. LFTs, Chem 7,  ESR
and CRP WNL.
ADD

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

300616-1 (S)

07-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Body temperature increased, Juvenile arthritis, Pyrexia, Red man syndrome, Tendonitis

 ER VISIT, HOSPITALIZED, SERIOUS

Other Vaccine
20-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1522U 2 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 6244
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Dec-2007
Vaccine Date

14-Dec-2007
Onset Date

3
Days

28-Dec-2007
Status Date

CA
State Mfr Report Id

Redness/swelling of left upper arm at injection site.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

300638-1

28-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Dec-2007

Received Date

Prex Vax Illns:

TDAP
MNQ
HEPA

FLU
HPV4

SANOFI PASTEUR
SANOFI PASTEUR
GLAXOSMITHKLINE
BIOLOGICALS
SANOFI PASTEUR
MERCK & CO. INC.

C2731AA
U2383BA
AHAVB213AA

U2502AA
0927U

0
0
1

0

Left arm
Left arm

Right arm

Left arm
Right arm

Intramuscular
Intramuscular
Intramuscular

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 6245
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Dec-2007
Vaccine Date

19-Dec-2007
Onset Date

0
Days

31-Dec-2007
Status Date

MA
State Mfr Report Id

Syncopal episode aprox 5 min after receive HPV.Symptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

History of syncope. Hot showers in AM x2 over past 6 month.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

300657-1

31-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1063U 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 6246
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Jan-2008
Status Date

NC
State

WAES0711USA00977
Mfr Report Id

Information has been received from a physician a female who was vaccinated with GARDASIL. Subsequently the patient experienced erythma, multiforme.
Therapy with human papillomavirus vaccine was discontinued. The patient sought unspecified medical attention and her out come was unknown. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

300658-1

17-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema multiforme

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6247
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Aug-2007
Vaccine Date

05-Sep-2007
Onset Date

20
Days

16-Jan-2008
Status Date

IN
State

WAES0711USA01232
Mfr Report Id

Information has been received from a health professional concerning a 14 year old white female (115.4 pounds, 63 inches) with seasonal allergies who on 16-
Aug-2007 was vaccinated IM with Gardasil (lot #658490/0802U).  On 05-Sep-2007 the patient visited the physician's office with a fever, sore back, headache,
vomiting and joint discomfort.  ANA, ASO, urine "C and S" were negative (not further specified).  The patient had her second IM injection, in the left arm, of
Gardasil (lot #659435/1265U) on 24-Oct-2007 and on 28-Oct-2007 began to experience the same symptoms except without vomiting.  Subsequently she
recovered.  Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Seasonal allergyPrex Illness:

Diagnostic laboratory - 09/06/07 - urine C & S, negative Serum ANA - 09/06/07 Serum antistreptolysin - 09/06/07 - <25 (value), IU/L (unit), 0-250 (normal
range) Urine culture - 09/07/07 - e. coli - amp/sulbactam (c) 16/8, ampicillin > 16

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

300662-1

16-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Antinuclear antibody negative, Arthralgia, Headache, Musculoskeletal discomfort, Pyrexia, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0802U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6248
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Jan-2008
Status Date

--
State

WAES07711USA01272
Mfr Report Id

Information has been received from a physician assistant (P.A.) concerning a female who was vaccinated with GARDASIL (lot# not reported). Concomitant
therapy included MENACTRA, administered the same day. The injections were given in the same arm. Subsequently the patient experienced considerable
fever (temperature not reported) and a "welt type reaction" in her arm. It was not known if the patient required hospitalization or other treatment. Outcome was
not reported. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

300665-1

17-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pyrexia, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 6249
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Oct-2007
Vaccine Date

23-Oct-2007
Onset Date

0
Days

17-Jan-2008
Status Date

--
State

WAES0711USA01326
Mfr Report Id

Information has been received from a registered nurse concerning a female patient who on approximately 23-OCT-2007 about 2 weeks ago, was vaccinated IM
with a second 0.5mL dose of GARDASIL. On approximately 23-OCT-2007, the patient fainted after receiving the vaccine. Unspecified medical attention was
sought. Within minutes and without any intervention at the office, the patient recovered. It was reported that the patient did not experience any events after her
first dose of the vaccine. No product quality was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

300666-1

17-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 No reaction on previous exposure to drug, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6250
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Jul-2007

Vaccine Date
26-Jul-2007
Onset Date

0
Days

16-Jan-2008
Status Date

NY
State

WAES0711USA01336
Mfr Report Id

Information has been received from a health professional concerning a 20 year old female with a history of drug hypersensitivity to Erythromycin who on 26-
JUL-2007 was vaccinated intramuscularly with her first dose of Gardasil (Lot #657006/0188U).  Concomitant therapy included influenza virus vaccine
(unspecified), venlafaxine HCl (Effexor) and ethinyl estradiol/norgestimate (Ortho Tri-Cyclen).  On 26-JUL-2007 the patient experienced pain at injection site.
The patient sought unspecified medical treatment while at the office.  On 06-NOV-2007 the patient was intramuscularly vaccinated with the second dose of
Gardasil (Lot #659437/1266U) and experienced pain at the injection site.  Subsequently, the patient recovered from the pain at the injection site.  Additional
information has been requested.  This is one of several reports received from the same source.

Symptom Text:

Ortho Tri-Cyclen, EffexorOther Meds:
Lab Data:
History:
Prex Illness:

None
Drug hypersensitivity

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

300667-1

16-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4
FLU

MERCK & CO. INC.
UNKNOWN MANUFACTURER

0188U
NULL

0 Unknown
Unknown

Intramuscular
Unknown



10 JUN 2008 06:27Report run on: Page 6251
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Jan-2008
Status Date

KY
State

WAES0711USA01338
Mfr Report Id

Information has been received from a female pharmacist who in August 2007, was vaccinated intramuscularly in right deltoid with the first dose of GARDASIL.
In October 2007 she received her second dose of 0.5mL dose intramuscularly of GARDASIL. There was no concomitant medication. Subsequently the patient
experienced pain at the injection site for both injections, however she reported no problems after the vaccinations. The pharmacist stated that they loaded
syringe "hurt" when it is administered, both doses hurt while being administered. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

300668-1

17-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6252
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Jan-2008
Status Date

--
State

WAES0711USA01345
Mfr Report Id

Information has been received from a pharmacist (PHARM D) concerning a 21 year old female who in October 2007, was vaccinated with GARDASIL (lot#
unknown). On an unspecified date the patient experienced cardiac arrythmias. Medical attention was sought at the physician's office. At the time of reporting it
was unknown if the patient had recovered. No further information was available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

UnknownPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

300669-1

17-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arrhythmia

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6253
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Jan-2008
Status Date

PA
State

WAES0711USA01349
Mfr Report Id

Information has been received from a physician concerning a 21 year old female who in August 2007, was vaccinated with the second dose of GARDASIL (no
lot# reported), 0.5mL injection. In October 2007, the patient experienced nasal symptoms, coughing and congestion. Unspecified medical attention was sought.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

300670-1

17-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Cough, Respiratory tract congestion

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6254
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Jan-2008
Status Date

MI
State

WAES0711USA01365
Mfr Report Id

Information has been received from a registered concerning an adolescent female with a history of not being sexually active who on an unspecified date was
vaccinated with GARDASIL (lot# unknown) 0.5 mL injection. On an unspecified date three days later the patient developed vaginal sores. The vaginal sores
went away but came back again at a later time (two episodes of this condition). Medical attention was sought. On an unspecified date two herpes virus cultures
were performed and the results were negative. At the time of reporting the patient was recovering. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Herpes Simplex virus - negative; Herpes simplex - negative
Not sexually active

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

300671-1

17-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Vaginal ulceration

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6255
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Jan-2008
Status Date

--
State

WAES0711USA01378
Mfr Report Id

Information has been received from a health professional concerning a female who was vaccinated with a dose of Gardasil.  The patient after receiving the
vaccine fainted.  The patient came to and was fine.  It was unknown whether medical attention was sought.  The patient recovered.  No product quality
complaint was involved.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

300672-1

16-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6256
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Jan-2008
Status Date

GA
State

WAES0711USA01389
Mfr Report Id

Information has been received from a certified medical assistant concerning a 28 year old female with no pertinent medical history or drug reactions/allergies
who in March 2007, May 2007 and October 2007 was vaccinated with a first, second, and third dose of Gardasil (lot # unknown) respectively.  There was no
concomitant medication.  Following each of the vaccinations the patient experienced headaches which generally lasted one or two weeks following each dose
of Gardasil.  Medical attention was sought.  On an unspecified date the patient had a magnetic resonance imaging test (MRI) performed and was within normal
limits.  No other information was available.  Follow-up information was received from the patient.  The patient reported as having experienced severe
headaches after her second and third dose of Gardasil and did not have this experience after her first dose.  After the second dose of Gardasil, the headache
lasted non-stop for three weeks.  The patient was told by her OB/GYN that the headaches were not a side effect of Gardasil.  The patient started experiencing
severe headaches 45 minutes after the third dose and is still experiencing it as of today 06-NOV-2007.  The patient has had two magnetic resonance imaging
tests (MRI's) and a computed axial tomography (CAT) scan and no abnormalities were determined.  On an unspecified date at an office visit with her primary
care physician, her eyes were bulging and the physician thought the patient was having a stroke.  The patient feels like "she has a knife in her head" and finds
it difficult to take care of her children.  No additional information was provided.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

magnetic resonance, within normal limits; magnetic resonance, no abnormalities; computed axial, no abnormalities
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
28.0

300673-1

04-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Activities of daily living impaired, Exophthalmos, Headache

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6257
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Jan-2008
Status Date

--
State

WAES0711USA01625
Mfr Report Id

Information has been received from a physician's assistant concerning a female who was vaccinated with GARDASIL (date not provided). After this first
vaccination, the patient developed a rash on her arm where injection was given, a rash on both legs and also in her mouth. The patient was treated with a dose
of diphenhydramine hydrochloride (Benadryl). Subsequently, the patient recovered. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

300674-1

17-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site rash, Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6258
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Jul-2007

Vaccine Date
24-Jul-2007
Onset Date

8
Days

16-Jan-2008
Status Date

--
State

WAES0711USA01679
Mfr Report Id

Information has been received from a physician concerning a 15 year old female who on 16-JUL-2007 was vaccinated with Gardasil (Lot no. 658094/0524U).
Concomitant therapy included Menactra.  On 24-JUL-2007 the patient experienced "erythrocythemia nodosum"  The patient sought medical attention.
Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

300676-1

16-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema nodosum

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0524U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6259
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jul-2007

Vaccine Date
18-Jul-2007
Onset Date

0
Days

16-Jan-2008
Status Date

--
State

WAES0711USA01683
Mfr Report Id

Information has been received from a nurse practitioner concerning a 21 year old female who on 18-JUL-2007 was vaccinated with Gardasil. At around 2300
on the night of the vaccination, the patient developed a fever. Two days later, the patient recovered from fever. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

300677-1

16-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6260
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Jan-2008
Status Date

--
State

WAES0711USA01684
Mfr Report Id

Information has been received from a licensed practical nurse (L.P.N.) concerning a 16 year old female who was vaccinated with GARDASIL, intramuscularly.
Subsequently the patient fainted. The patient recovered on an unspecified date. This is one of two reported from the same source. Additional information has
been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

300678-1

17-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6261
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
06-Nov-2007
Onset Date Days

16-Jan-2008
Status Date

--
State

WAES0711USA01688
Mfr Report Id

Information has been received from a nurse concerning her medical assistant colleague, who is a female in her thirties.  The medical assistant was vaccinating
a patient with Gardasil on 06-NOV-2007.  Subsequently, the needle popped off the pre-filled syringe and the medical assistant was splashed in her eye.  The
reporter did not know which eye was splashed.  The medical assistant went to the eye station and washed the splashed eye with water.  The reporter stated
that this was staff error and not a product quality complaint.  The medical assistant is fine, but her eye feels irritated, which the caller says may be due to the
washing and rubbing of it.  The medical assistant is recovering.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

300679-1

16-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Accidental exposure, Eye irritation

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6262
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Jan-2008
Status Date

--
State

WAES0711USA01695
Mfr Report Id

Information has been received from a nurse concerning a 13 year old female who was vaccinated with her first dose of Gardasil. Subsequently, the patient
experienced tingling in her feet. It was reported that the patient recovered. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

300680-1

16-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Paraesthesia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6263
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Jul-2007

Vaccine Date
28-Jul-2007
Onset Date

1
Days

16-Jan-2008
Status Date

--
State

WAES0711USA01696
Mfr Report Id

Information has been received from a physician concerning a 13 year old female with a history of invasive meningococcal disease who on 27-JUL-2007 was
vaccinated with the first dose of Gardasil (lot # 658490/0802U). Concomitant vaccination included Menactra. On 28-Jul-2007 the patient experienced rash
within 24 hours of vaccination with Gardasil. The patient's outcome was not reported. There was no product quality complaint. Additional information has been
requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Meningococcal infection

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

300681-1

16-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0802U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6264
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
21-Sep-2007
Onset Date Days

16-Jan-2008
Status Date

--
State

WAES0711USA01711
Mfr Report Id

Information has been received from a nurse practitioner concerning an 18 year old female with no medical history and no drug allergies, who in June or July
2007, was vaccinated with a third dose of Gardasil.  There was no concomitant medication.  After the completion of the Gardasil series, on 21-SEP-2007 a Pap
test was performed that was "equivocal or invalid for cervical cancer".  The test results were returned to the nurse practitioner on 03-OCT-2007.  It was reported
that the Pap test would be repeated in six months.  At the time of the report, the patient's outcome was unknown.  No product quality complaint was involved.
Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

cervical smear, 09/21/07, equivocal or invalid
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

300682-1

16-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Smear cervix abnormal

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6265
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Jan-2008
Status Date

--
State

WAES0711USA01720
Mfr Report Id

Information has been received from a health professional concerning a 23 year old female who was vaccinated with her first dose of GARDASIL IM. The patient
experienced a fever of 104. Subsequently, the patient recovered from the fever of 104. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

300683-1

17-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6266
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Jan-2008
Status Date

WV
State

WAES071USA01736
Mfr Report Id

Information has been received from a Licensed Practical Nurse (LPN) concerning a 15 year old female patient who was vaccinated with a first dose of Gardasil.
 Patient received the second dose of Gardasil on an unknown date.  The nurse reported that the patient passed out after her first vaccination of Gardasil.  An
ambulance was called and the patient went to the Emergency Room (ER).  It was unknown if she was admitted to the hospital.  The patient had no incidence
after her second injection.  The outcome was unknown.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

300684-1

16-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6267
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Jan-2008
Status Date

NY
State

WAES0711USA01737
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with her first dose of GARDASIL and tolerated it well. Subsequently
the patient experienced facial hives and lip swelling after receiving the second dose of GARDASIL. Subsequently, the patient recovered from facial hives and
lip swelling. The patient sought medical attention by calling the primary MD. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

300685-1

17-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Lip swelling, No reaction on previous exposure to drug, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6268
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Nov-2007
Vaccine Date

01-Nov-2007
Onset Date

0
Days

16-Jan-2008
Status Date

OH
State

WAES0711USA01739
Mfr Report Id

Information has been received from a physician concerning a 16 year old female who on approximately 01-NOV-2007 was vaccinated with her third dose of
Gardasil IM.  On approximately 01-NOV-2007 the patient experienced "lightheadedness and had actually fainted".  It was reported that the patient did "hit her
head when she fainted", but the fall did not require any further medical attention".  The patient outcome was not reported.  Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

300686-1

16-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Head injury, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6269
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Jan-2007
Vaccine Date

13-Feb-2007
Onset Date

34
Days

17-Jan-2008
Status Date

--
State

WAES0711USA01744
Mfr Report Id

Information has been received from a health professional concerning a 14 year old female who on 10-JAN-2007 was vaccinated with her first dose of
GARDASIL. Concomitant therapy included measles-mumps-rubella vaccine, for the treatment of prophylaxis (duration and dose not reported). Other
concomitant therapy included diphtheria toxoid (+) pertussis acellular vaccine (unspecified) (+) tetanus toxoid. On 13-FEB-2007 the patient experienced
abdominal pain and "bronco spasms". The patient had been seen by a physician on 13-FEB-2007, 23-FEB-2007, 05-MAR-2007 and on 07-MAR-2007. The
patient had some visits to the Emergency Room however their is no information as to whether the patient was admitted. Patient outcome was not reported.
Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:

UnknownPrex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

300687-1

17-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Bronchospasm, Inappropriate schedule of drug administration

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

MMR
DTAP
HPV4

MERCK & CO. INC.
UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL
NULL 0

Unknown
Unknown
Unknown

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 6270
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Aug-2007
Vaccine Date

13-Aug-2007
Onset Date

3
Days

16-Jan-2008
Status Date

MO
State

WAES0711USA01756
Mfr Report Id

Information has been received from a nurse concerning a 15 year old female with no medical history and no drug allergies, who on 24-APR-2007 was
vaccinated intramuscularly with a 0.5 ml first dose of Gardasil.  Concomitant therapy included hepatitis B virus vaccine (unspecified).  On 10-AUG-2007 the
patient was vaccinated with a second dose of Gardasil (Lot #657737/0522U).  On 13-AUG-2007 the patient's period started.  The menstrual bleeding lasted for
3 weeks.  The patient's father contacted the office.  No laboratory diagnostics were performed.  The patient recovered on an unspecified date.  No product
quality complaint was involved.  Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

300688-1

16-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Menstruation irregular

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0522U 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6271
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Jan-2008
Status Date

--
State

WAES0712USA01158
Mfr Report Id

Information has been received from a health care worker, via a company representative, concerning a 13 year old female, who on an unspecified date was
vaccinated with the third dose of Gardasil (lot # not reported). Following the vaccination, the patient fainted. Subsequently, she recovered (duration not
specified) and "was fine," with no medical action required.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

300689-1

17-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6272
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Oct-2007
Vaccine Date

11-Oct-2007
Onset Date

0
Days

17-Jan-2008
Status Date

IN
State

WAES0711USA01760
Mfr Report Id

Information has been received from a certified medical assistant concerning a 15 year old female with no medical history and no drug allergies, who on 02-JUL-
2007 was vaccinated intramuscularly with a 0.5mL first dose of Gardasil (Lot# 657737/0522U). Concomitant therapy included MENACTRA. In September 2007
the pant was vaccinated with a second dose of Gardasil (Lot# 658556/1060U). On 11-OCT-2007 the patient was vaccinated with a third dose of Gardasil (Lot#
658556/1060U). Subsequently, after dose three the patient experienced injection site pain that lasted about 24 hours. The patient was seen in the office. No
laboratory diagnostics were performed. The patient recovered on 12-OCT-2007. No product quality complaint was involved. Additional information has been
requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

300690-1

17-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
1060U 2

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 6273
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Jan-2008
Status Date

--
State

WAES0711USA01821
Mfr Report Id

Information has been received from a nurse practitioner concerning a female patient (age unknown), who, on an unspecified date, was vaccinated with a third
dose of GARDASIL. Subsequently, following the completion of GARDASIL series a pap test was performed that was "equivocal or invalid for cervical cancer."
At the time of the report, the patient's outcome was unknown. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

cervical smear - equivocal or invalid
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

300691-1

17-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Smear cervix abnormal

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6274
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Jan-2008
Status Date

--
State

WAES0711USA01941
Mfr Report Id

Information has been received from a consumer concerning her 12 year old daughter who was vaccinated (date not reported) intramuscularly (site not reported)
with the 1st dose of 0.5ml Gardasil vaccine (lot # not reported). Post vaccination, the patient developed flu like symptoms and pain in the leg (which leg not
specified). Per the mother, the patient was sick in bed approximately 5 days. The patient did see unspecified medical attention and recovered from these
events. Mother is unsure if her daughter will continue series of Gardasil. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

300692-1

17-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Activities of daily living impaired, Influenza like illness, Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6275
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Oct-2007
Vaccine Date

23-Oct-2007
Onset Date

5
Days

17-Jan-2008
Status Date

--
State

WAES0711USA01953
Mfr Report Id

Information has been received from a nurse practitioner concerning a 24 year old female with no medical history and a penicillin allergy, Biaxin allergy,
Cephalexin allergy, and sulfonamide allergy, who on approximately 18-OCT-2007 was vaccinated intramuscularly with a 0.5mL first dose of Gardasil.
Concomitant therapy included ORTHO TRI-CYCLEN. Five days post vaccination on approximately 23-OCT-2007 the patient developed "small grape size"
bumps under her skin. During the next three weeks the bums had appeared 6-10 times. The bums appeared in the morning and then resolved within 2-3 hours.
The bumps were located either on the patient's lips, fingers, or feet. The patient was seen at the office. No laboratory diagnostics were performed. At the time of
the report, the patient had not recovered. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

ORTHO TRI-CYCLENOther Meds:
Lab Data:
History:

Penicillin allergy; Allergic reaction to antibiotics; Sulfonamide allergyPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

300693-1

17-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Lip swelling, Skin nodule

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6276
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Jan-2008
Status Date

CA
State

WAES0711USA01968
Mfr Report Id

Information has been received from a physician concerning a 20 year old female with no pertinent medical history or concomitant medication use, who in
August 2007 was vaccinated intramuscularly (site not reported) with 0.5ml GARDASIL (lot# not reported). Two weeks post vaccination, the patient developed a
mild, red rash on her arms and legs. The patient also had a mild, transient, swelling in her throat that caused slight difficulty breathing. The patient sought
unspecified medical attention and at the time of this report was recovering. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

300694-1

17-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dyspnoea, Erythema, Pharyngeal oedema, Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6277
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Jan-2008
Status Date

TN
State

WAES0711USA01970
Mfr Report Id

Information has been received from a physician concerning a female under the age of 25 who was vaccinated (date not reported) intramuscularly (site not
reported) with the 1st and 2nd dose of Gardasil (lot # not reported).  Subsequently, post vaccination, the patient developed flu-like symptoms.  At time of
reporting, the patient's outcome was unknown.  This is one of 2 reports from the same source.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

300695-1

16-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Influenza like illness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6278
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Jan-2008
Status Date

--
State

WAES0711USA01980
Mfr Report Id

Information has been received from a licensed practical nurse (L.P.N.) concerning a 17 year old female who was vaccinated with GARDASIL. Concomitant
vaccinations included DTAP and MENACTRA. Subsequently the patient fainted. The patient recovered on an unspecified date. This is one of two patients
reported from the same source. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

300696-1

17-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

MNQ
HPV4
DTAP

SANOFI PASTEUR
MERCK & CO. INC.
UNKNOWN MANUFACTURER

NULL
NULL
NULL

Unknown
Unknown
Unknown

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 6279
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Jan-2008
Status Date

--
State

WAES0711USA01999
Mfr Report Id

Information has been received from a female nurse in her early 20's who was vaccinated (date, site and route not reported) with Gardasil (lot # not reported).
There was no concomitant medication.  The nurse experienced bleeding, severe cramping and back pain.  She completed the series, but it was not specified if
the experience was after each dose or if it was after a specific dose.  The nurse received unspecified medical attention.  At the time of this report, the patient
was recovering.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

300697-1

16-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Back pain, Haemorrhage, Muscle spasms

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6280
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Nov-2007
Vaccine Date

08-Nov-2007
Onset Date

0
Days

16-Jan-2008
Status Date

GA
State

WAES0711USA02020
Mfr Report Id

Information has been received from a medical assistant and a physician assistant concerning a 13 year old female with no pertinent medical history, known
drug allergies or routine medication use who on 09-AUG-2007 was vaccinated (site and route not reported) with the 1st 0.5 ml dose of Gardasil (lot # not
reported) and had no adverse reaction.  On 08-NOV-2007, the patient was vaccinated (site and route not reported) with the 2nd 0.5 ml dose of Gardasil (lot #
not reported) and experienced dizziness, blurred vision, fever, visual aura, and bilateral peripheral scotoma a few minutes post vaccination.  The bilateral
peripheral scotoma resolved after 30 minutes and was followed by the onset of a bilateral frontal headache and lightheadedness.  The patient's vital signs were
stable.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

300698-1

16-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Aura, Dizziness, Headache, Pyrexia, Scotoma, Vision blurred

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6281
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Jan-2008
Status Date

SC
State

WAES0711USA02028
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with her second dose of GARDASIL. Subsequently "about six weeks
after receiving GARDASIL the patient's eyes were swollen." The patient recovered from swollen eyes. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

300699-1

17-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Eye swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6282
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Jan-2008
Status Date

NY
State

WAES0711USA02047
Mfr Report Id

Information has been received from a nurse concerning a patient who was vaccinated with GARDASIL. Subsequently the patient experienced nausea after
receiving the vaccine. The patient sought unspecified medical attention and her outcome was not reported. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

300700-1

17-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6283
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Jan-2008
Status Date

NM
State

WAES0711USA02058
Mfr Report Id

Information has been received from a physician concerning a 21 year old female who was vaccinated with intramuscularly in the arm with the first dose of
GARDASIL (Lot # not reported). In approximately October 2007, the patient experienced menorrhagia. No other symptoms were reported. Patient outcome was
not reported. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

300701-1

17-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Menorrhagia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6284
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Jul-2007

Vaccine Date
07-Jul-2007
Onset Date

0
Days

16-Jan-2008
Status Date

FL
State

WAES0711USA02162
Mfr Report Id

Information has been received from a health professional concerning a 17 year old white female who on an unspecified date was vaccinated with the first dose
of Gardasil.  On 07-JUL-2007, the patient was vaccinated with the second dose of Gardasil (lot #0469U) in the left deltoid at 9:30 AM.  On 07-JUL-2007, at
10:00 AM, the patient developed a raised welt that left a scar at the injection site.  The patient recovered from the welt but the outcome of the scar was
unknown.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

300702-1

16-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site scar, Injection site urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0469U 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6285
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Jan-2008
Status Date

IL
State

WAES0711USA02182
Mfr Report Id

Information has been received from a physician concerning a female patient who was vaccinated with a dose of GARDASIL. The physician reported that the
patient became pale and felt lightheaded and dizzy after getting the dose of GARDASIL. No other information was available. The patient recovered. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

300703-1

17-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Pallor

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6286
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Jan-2008
Status Date

PA
State

WAES0711USA02188
Mfr Report Id

Information has been received from a physician, concerning a 20 year old female patient with no pertinent medical history, who on unknown dates was
vaccinated with the first, second, and third doses of Gardasil (lot #'s not provided).  There was no concomitant medication.  In October 2007 ("two to three
weeks ago"), the patient visited the office, had a biopsy (unspecified) and was diagnosed with genital warts.  At the time of this report, the patient had not
recovered.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

biopsy, 10/??/07, genital warts
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

300704-1

16-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anogenital warts

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6287
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Dec-2007
Vaccine Date

21-Dec-2007
Onset Date

0
Days

27-Dec-2007
Status Date

MI
State Mfr Report Id

Patient had a bout of syncope after vaccine was given - approximately 15 sec after injection.  Patient turned white, rolled over, and had stiffened body and
started to twitch x 10 sec.  Patients eyes were glossed over and she was temporarily unresponsive, but eyes were opened.  Patient recovered quickly.

Symptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

Blood Pressure 110/56
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

300708-1

27-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Gaze palsy, Muscle twitching, Musculoskeletal stiffness, Pallor, Syncope, Unresponsive to stimuli

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Dec-2007

Received Date

Lightheaded~HPV (Gardasil)~1~14~In PatientPrex Vax Illns:

HPV4 MERCK & CO. INC. 0930U 1 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 6288
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Jan-2008
Status Date

--
State

WAES0711USA02206
Mfr Report Id

Information has been received from a consumer, regarding her 20 year old granddaughter with no pertinent medical history, who on an unknown date was
vaccinated IM with the second dose of GARDASIL (lot # not provided). There was no concomitant medication. After the vaccination, her granddaughter fainted.
She recovered and "was fine" before she left the office. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

300709-1

17-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6289
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Jan-2008
Status Date

--
State

WAES0711USA02220
Mfr Report Id

Information has been received from a registered nurse, concerning a 20 year old female patient, who on an unknown date was vaccinated in the dorsogluteal
area with the third dose of Gardasil (lot # not specified).  The patient experienced pain with the vaccination.  At the time of this report, the outcome of the event
was unknown.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

300710-1

16-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug administered at inappropriate site, Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6290
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Jan-2008
Status Date

--
State

WAES0711USA02222
Mfr Report Id

Information has been received from a health professional concerning a 26 year old female who was vaccinated with Gardasil.  Subsequently the patient
experienced swelling, a bump and itching at injection site after receiving the vaccine.  Subsequently, the patient recovered from swelling, a bump and itching at
injection site.  The patient sought unspecified medical attention.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

300711-1

16-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site mass, Injection site pruritus, Injection site swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6291
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Jan-2008
Status Date

WI
State

WAES0711USA02253
Mfr Report Id

Information has been received from a health professional concerning a 13 year old female who in August 2006, was vaccinated with a 0.5 ml first dose of
GARDASIL. About three weeks after beginning therapy the patient experienced a numb tongue, headaches, and a tingling sensation in her head and tongue.
The patient experienced the same after receiving each of the three doses. This effect would slowly go away until the next shot and then the effect would begin
again. Unknown medical attention was sought. In April, 2007, the patient recovered. No product quality complaint was involved. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

300712-1

17-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Hypoaesthesia oral, Paraesthesia, Paraesthesia oral, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6292
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Aug-2007
Vaccine Date

09-Oct-2007
Onset Date

39
Days

16-Jan-2008
Status Date

CA
State

WAES0711USA02267
Mfr Report Id

Information has been received from a pharmacist concerning his 17 year old daughter who on 21-JUN-2007 was vaccinated with her first dose of Gardasil.  On
31-AUG-2007 the patient was vaccinated with her second dose of Gardasil.  On approximately 09-OCT-2007 the patient experienced lingering headaches.  The
headaches were described as painful enough to cause absence from school and with some light sensitivity.  The patient saw her pediatrician twice for the
headaches.  No treatment or diagnostic workup specified.  Additionally the patient had syncopal episodes after both Gardasil injections.  The patient's lingering
headaches and syncopal episodes persisted.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

300713-1

16-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Activities of daily living impaired, Headache, Photophobia, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6293
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Aug-2007
Vaccine Date

31-Aug-2007
Onset Date

0
Days

16-Jan-2008
Status Date

GA
State

WAES0711USA02478
Mfr Report Id

Information has been received from a licensed practical nurse concerning a 19 year old female who on 31-AUG-2007 was vaccinated IM a first dose of Gardasil
(lot #658554/0928U).  Concomitant therapy included birth control pills.  A few hours after the vaccine was given, the patient experienced dizziness, felt faint,
itching on her legs and hives.  Unspecified medical attention was sought.  Subsequently, the patient recovered.  No product quality complaint was involved.
Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

300714-1

16-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Pruritus, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0928U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6294
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Aug-2007
Vaccine Date

20-Aug-2007
Onset Date

0
Days

18-Jan-2008
Status Date

NY
State

WAES0711USA02482
Mfr Report Id

Information has been received from a licensed practical nurse concerning an 18 year old female who on 20-AUG-2007 was vaccinated intramuscularly with her
first dose of GARDASIL (Lot # 658556/1060U). Concomitant therapy included DEPO-PROVERA. On 20-AUG-2007, the patient developed white spots and pain
in her upper injection site arm. On 31-OCT-2007, the patient was vaccinated intramuscularly with her second dose of GARDASIL (Lot # 658488/1264U). On 31-
OCT-2007, the patient developed white spots and pain in her upper injection site arm. The patient sought unspecified medical attention by mentioning it at an
unrelated office visit. The patient is recovering from the white spots and pain. Additional information has been requested.

Symptom Text:

DEPO-PROVERAOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

300715-1

07-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Skin discolouration

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1060U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6295
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Sep-2007
Vaccine Date

15-Sep-2007
Onset Date

14
Days

18-Jan-2008
Status Date

FL
State

WAES0711USA02521
Mfr Report Id

Information has been received from a consumer concerning her 15 year old daughter who on approximately 01-SEP-2007 was vaccinated with her first dose of
Gardasil. On approximately 15-SEP-2007 the patient experienced headaches and nausea after receiving the first dose. The patient still received the second
dose of Gardasil. The patient's headaches and nausea persisted. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

300716-1

07-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6296
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Oct-2007
Vaccine Date

26-Oct-2007
Onset Date

0
Days

16-Jan-2008
Status Date

--
State

WAES0711USA02566
Mfr Report Id

Information has been received from a physician concerning a 20 year old female (D.M.) who on 26-OCT-2007 was vaccinated with the second dose of Gardasil
(lot number not reported). On 26-OCT-2007 the patient experienced injection site pain which has persisted to today. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

300717-1

16-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6297
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Nov-2007
Vaccine Date

09-Nov-2007
Onset Date

2
Days

16-Jan-2008
Status Date

TX
State

WAES0711USA02577
Mfr Report Id

Information has been received concerning a 19 year old female who on 07-NOV-2007 was vaccinated intramuscularly with the first dose of 0.5mL of Gardasil
(lot # reported as "12660"). Concomitant therapy included duloxetine hydrochloride (CYMBALTA) and topiramate (TOPAMAX). On 09-NOV-2007 the patient
experienced redness at the injection site, swelling at the injection site and nausea. The patient received the Menactra several weeks ago and had the same
reaction. Additional information has been requested.

Symptom Text:

Cymbalta; TopamaxOther Meds:
Lab Data:
History:
Prex Illness:

None
Vaccination adverse reaction

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

300718-1

16-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site swelling, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL 0

Unknown
Unknown

Unknown
Intramuscular



10 JUN 2008 06:27Report run on: Page 6298
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Sep-2007
Vaccine Date

04-Oct-2007
Onset Date

30
Days

18-Jan-2008
Status Date

NC
State

WAES0711USA02589
Mfr Report Id

Information has been received from a consumer concerning her daughter, a 19 year old female with a history of environmental allergies to mold and mildew
who on 04-SEP-2007 was vaccinated with her first dose of GARDASIL (Lot # 058558/1061U). Concomitant therapy included LOESTRIN. One month after
vaccination, the patient developed weight loss(17 pounds since start of GI problems), diarrhea, nausea, vomiting (sometimes bloody), dizziness, abdominal
pain, and motion sickness. On 31-OCT-2007 (also reported as 30-Oct-2007) the patient received the second dose of GARDASIL (Lot 3 658563/1063U), the
symptoms of weight loss, diarrhea, nausea, vomiting, dizziness, abdominal pain and motion sickness worsened and she developed achy legs. The diarrhea is
uncontrollable, the patient is throwing up 5 or more times a day, the abdominal pain has increased. The patient has tried lansoprazole, Phenergan, dicyclomine
hydrochloride, unspecified antibiotic, and ondansetron hydrochloride, none of which helped. The patient was seen by a Gastroenterologist and no cause for the
gastrointestinal problems can be found. The patient had a colonscopy and follow through procedure, magnetic resonance imaging(MRI), blood tests, and tests
for Gallbladder functioning. The patient's weight loss, diarrhea, nausea, vomiting, dizziness, abdominal pain, motion sickness, and achy legs persisted.
Additional information has been requested.

Symptom Text:

LOESTRINOther Meds:
Lab Data:
History:
Prex Illness:

colonoscopy; magnetic resonance; diagnostic laboratory; diagnostic procedure
Environmental allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

300719-1

18-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Diarrhoea, Dizziness, Haematemesis, Motion sickness, Nausea, Pain in extremity, Vomiting, Weight decreased

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1061U 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6299
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Sep-2007
Vaccine Date

06-Oct-2007
Onset Date

30
Days

16-Jan-2008
Status Date

VA
State

WAES0711USA02628
Mfr Report Id

Information has been received from a physician concerning a female who on 06-SEP-2007 was vaccinated with the first dose of Gardasil. Subsequently the
patient called the physician on 29-OCT-2007 and stated that she experienced tremors on the same arm she received the Gardasil. The patient's tremors on the
same arm she received the Gardasil persisted. The sought unspecified medical attention. Follow-up AE information 13-NOV-2007: Per the reporter, one month
after receiving the first dose of Gardasil, the patient developed a movement disorder and tremors in the arm in which she was vaccinated. The symptoms have
lasted three weeks and are ongoing. Concomitant therapy included montelukast sodium (MSD). The montelukast sodium (MSD) was discontinued and
symptoms persisted. The patient has seen a neurologist who states that he has never seen a case like hers before. The neurologist also states that the
condition resembles a "rubal tremor". Unspecified diagnostic studies were performed by the neurologist. Patient placed on prednisone treatment and is doing "a
little better". Memo 30-NOV-2007: Per the physician, the patient developed tremors and movement disorders in the arm in which she was vaccinated with the
first dose of Gardasil. The symptoms persisted for the past 4 weeks. The patient was treated with low dose prednisone and has recovered. Additional
information has been requested.

Symptom Text:

Singulair; prednisoneOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic procedure
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

300720-1

16-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Movement disorder, Tremor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6300
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jan-2008
Status Date

--
State

WAES0711USA02872
Mfr Report Id

Information has been received from a company representative reporting an adverse event that she heard on a new station on 12-NOV-2007 concerning a 14
year old female who was vaccinated with her first dose of Gardasil by her pediatrician. On her way home she developed abdominal cramping and loss of
consciousness. The patients mother contacted the pediatrician who gave them a fact sheet listing the side effects of Gardasil. The lot number was not provided
and the pediatrician's name was not mentioned. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

300721-1

18-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Loss of consciousness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6301
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
12-Nov-2007
Onset Date Days

16-Jan-2008
Status Date

--
State

WAES0711USA02877
Mfr Report Id

Information has been received from a physician concerning an 11 year old female, who was vaccinated with Gardasil. On 12-NOV-2007 the patient
experienced flu-like symptoms. She was very pale, feverish, lethargic and throwing up. The patient's symptoms persisted. The patient did not have this reaction
to her first or second dose. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

300722-1

16-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Influenza like illness, Lethargy, Pallor, Pyrexia, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6302
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Oct-2007
Vaccine Date

01-Oct-2007
Onset Date

0
Days

16-Jan-2008
Status Date

FL
State

WAES0711USA02885
Mfr Report Id

Information has been received from a physician concerning a 14 year old female who in approximately October 2007 (exact date not reported), was vaccinated
(site and route not reported) with the 1st doses of the Gardasil (lot# not reported). Ten minutes post vaccination, the patient fainted, her face turned pale,
became dizzy, nauseous and developed a fever. Per the patient father, the patient was "not herself" until 3 days after

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

300723-1

16-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Nausea, Pallor, Pyrexia, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6303
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Jan-2008
Status Date

--
State

WAES0711USA02904
Mfr Report Id

Information has been received from a physician concerning a 13 year old female who was vaccinated with a dose of Gardasil. Subsequently "few weeks ago"
the patient experienced dizziness, headaches and blurred vision. Subsequently, the patient recovered from dizziness, headaches and blurred vision. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

300724-1

16-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Headache, Vision blurred

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6304
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Aug-2007
Vaccine Date

19-Aug-2007
Onset Date

2
Days

16-Jan-2008
Status Date

--
State

WAES0711USA02905
Mfr Report Id

Information has been received from a registered nurse concerning a 12 year old female who on 17-AUG-2007 was vaccinated intramuscularly with the first 0.5
mL dose of Gardasil (lot # 65822/0927U). Concomitant vaccination included Menactra. On approximately 19-AUG-2007 "two days after vaccination" the patient
developed a rash. The patient presented with little crusty lesions on her knees and buttocks. The rash was localized to the lower area of the body. The patient
went back to the doctor's office a few weeks ago and she still had some lesions. The patient's status was reported as recovering. There was no product quality
complaint. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

300725-1

16-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash, Skin lesion

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0927U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6305
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jan-2008
Status Date

TN
State

WAES0711USA02910
Mfr Report Id

Information has been received from a physician concerning a female under the age of 25 who was vaccinated(date not reported) intramuscularly (site not
reported) with the 1st and 2nd dose of GARDASIL (lot# not reported). Subsequently, post vaccination, the developed flu-like symptoms. At time of reporting, the
patient's outcome was unknown. This is one of 2 reports from the same source. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

300726-1

18-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Influenza like illness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6306
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Nov-2007
Vaccine Date

13-Nov-2007
Onset Date

0
Days

18-Jan-2008
Status Date

MA
State

WAES0711USA02913
Mfr Report Id

Information has been received from a physician concerning a "16 year old" female with no pertinent medical history who on 13-NOV-2007 was vaccinated with
a first dose of GARDASIL (lot# unknown) 0.5mL IM. Concomitant therapy included MENACTRA (lot# unknown). On 13-NOV-2007 the patient fainted after
receiving GARDASIL. Medical attention was sought. No additional information was provided. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

300727-1

18-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL 0

Unknown
Unknown

Unknown
Intramuscular



10 JUN 2008 06:27Report run on: Page 6307
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Nov-2007
Vaccine Date

09-Nov-2007
Onset Date

0
Days

18-Jan-2008
Status Date

NY
State

WAES0711USA02927
Mfr Report Id

Information has been received from a physician concerning a 13 year old female with no pertinent medical history or drug reactions/allergies who on 09-NOV-
2007 was vaccinated with the first dose of Gardasil. There was no concomitant medication. Upon leaving the practice, the patient experienced syncope at the
front desk which was identified as a "vaso pagil reaction". The patient was transported to the emergency room, it was not known whether or not the patient was
actually admitted to the hospital. It was unknown whether or not the patient will go on to receive the second and third doses. Unspecified medical attention was
sought. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

300728-1

18-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope vasovagal

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6308
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Nov-2007
Vaccine Date

10-Nov-2007
Onset Date

1
Days

18-Jan-2008
Status Date

--
State

WAES0711USA02934
Mfr Report Id

Information has been received from a nurse practitioner concerning a 13 year old white female student with asthma and allergic rhinitis who on 04-MAY-2007
was vaccinated with the first dose of GARDASIL, injection. On 09-NOV-2007 the patient received the third dose of GARDASIL (lot# 659435/1265U),
intramuscularly. On 10-NOV-2007 the patient experienced red blotches and red bumps over her entire face, the morning after receiving the third dose. The
patient went to the urgent care for treatment and was given clindamycin gel and hydroxyzine hydrochloride 25 mg oral with good relief of symptoms. No
additional information is expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Asthma; Rhinitis allergic

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

300729-1

18-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Rash macular

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1265U 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6309
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Nov-2007
Vaccine Date

08-Nov-2007
Onset Date

0
Days

18-Jan-2008
Status Date

--
State

WAES0711USA02945
Mfr Report Id

Information has been received from a Medical Assistant concerning a 23 year old female with no known drug or food allergies who, on 08-NOV-2007, was
vaccinated with the second dose of Gardasil (Lot #659437/1266U). Concomitant therapy included a contraceptive ring. On 08-NOV-2007, the patient
experienced a pruritic rash at the injection site. The rash was approximately the size of a "silver dollar." Subsequently, the rash improved, however, a lump
remained at the injection site. The Medical Assistant reported that the patient tolerated her first dose of Gardasil well. As of 17-NOV-2007, the patient was
recovering from the rash and lump. Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

300730-1

18-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site mass, Injection site pruritus, Injection site rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1266U 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6310
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jan-2008
Status Date

--
State

WAES0711USA03101
Mfr Report Id

Information has been received from a medical assistant concerning a female who was vaccinated with GARDASIL, subsequently at another office.
Subsequently the patient experienced a small lump at the injection site. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

300731-1

18-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site mass

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Subcutaneously



10 JUN 2008 06:27Report run on: Page 6311
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jan-2008
Status Date

FL
State

WAES0711USA03115
Mfr Report Id

Information has been received from a certified medical assistant (C.M.A.) concerning a 12 year old female with haemorrhoids and no drug reactions/allergies
who on 26-FEB-2007 was vaccinated with her first dose of GARDASIL. In 2007, "sometime in the past couple of months", the patient developed blood in her
feces. The C.M.A. believes that it is the result of her hemorrhoids. On 14-NOV-2007 the patient will receive her second dose of GARDASIL. As of 14-NOV-2007
the patient had not recovered. Medical attention was sought in the office. The product quality complaint unit was not involved. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

HaemorrhoidsPrex Illness:

Unknown
Haemorrhoids

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

300732-1

18-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Haematochezia

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6312
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Jan-2008
Status Date

GA
State

WAES0711USA03122
Mfr Report Id

Information has been received from a physician concerning an 18 year old female with no pertinent medical history or drug reactions/allergies who in
approximately October 2007 "about one month ago", was vaccinated with Gardasil, 0.5mL, intramuscularly.  Concomitant therapy included "several other
vaccines given on the same day" (therapy unspecified).  Within one hour, the patient developed itching at the injection site.  The itching lasted about 12 hours,
and then resolved.  No other symptoms were noted.  Medical attention was sought with a phone call to the office.  The product quality complaint unit was not
involved.  Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

300733-1

17-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pruritus

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

UNK
HPV4

UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Unknown
Intramuscular



10 JUN 2008 06:27Report run on: Page 6313
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jan-2008
Status Date

--
State

WAES0711USA03133
Mfr Report Id

Information has been received from a consumer concerning her 17 year old daughter who was vaccinated with her first dose of Gardasil and her arm became
swollen and she could not move her arm. The patient then received the second dose of Gardasil. Between the first and second dose the patient was always
feeling sick. The patient also had kidney stones after the first dose. After receiving the second dose the patient's arm swelled again and got worse each day.
Her arm was swollen and fiery red and her hand was also swollen and purple looking. The patient also had a fever, headache, and nausea. Her face and arm
also broke out in a rash. The patient's mother gave her BENADRYL and ADVIL to treat her symptoms. Presently the patient has flu like symptoms and has
been vomiting. The patient's present status is not recovered. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

300734-1

18-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Headache, Influenza like illness, Injected limb mobility decreased, Malaise, Nausea, Nephrolithiasis, Oedema peripheral, Pyrexia, Rash, Skin
discolouration, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Oct-2007
Vaccine Date

24-Oct-2007
Onset Date

1
Days

16-Jan-2008
Status Date

TX
State

WAES0711USA03136
Mfr Report Id

Information has been received from a physician concerning a female who on approximately 23-OCT-2007, was vaccinated intramuscularly with a second dose
of Gardasil.  On approximately 24-OCT-2007 the patient broke out in hives.  The hives were not at the injection site but rather on her body.  The patient did not
seek medical attention.  Subsequently, the patient recovered.  The patient did not experience hives after receiving the first dose of Gardasil.  Additional
information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
The patient did not experience hives after receiving the first dose of Gardasil.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

300735-1

16-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Nov-2007
Vaccine Date

13-Nov-2007
Onset Date

0
Days

17-Jan-2008
Status Date

--
State

WAES0711USA03139
Mfr Report Id

Information has been received from a mother concerning her 12 year old daughter who on 09-May-2007 was vaccinated into the left arm with a first dose of
Gardasil.  On 13-Nov-2007, the patient was vaccinated with a third dose of Gardasil.  Concomitant suspect vaccination on the same day included Vaqta.  On
14-Nov-2007 the patient fainted.  She "came out of it shaking or tremoring (whole body) and almost fell off the table".  She was given orange juice and was told
to lie down.  The patient was in the office.  On 13-Nov-2007, the patient recovered.  The patient had no problems with the first and second dose of Gardasil.
Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

300736-1

17-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 No reaction on previous exposure to drug, Syncope, Tremor

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
MERCK & CO. INC.

NULL
NULL

2 Unknown
Unknown

Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Jan-2008
Status Date

CA
State

WAES0712USA00917
Mfr Report Id

Information has been received from a physician concerning a 13 year old female patient who was vaccinated with a dose of Gardasil (Lot #658554/0928U).
Concomitant therapy included Menactra.  Five minutes later the patient came out of the room and reported that she was dizzy and lightheaded.  The nurse had
the patient lay down for 15 minutes with her legs elevated.  It was reported that she did not lose consciousness nor was she cold or clammy.  The patient also
had a TB test drawn.  At the time of this report, the patient's outcome was unknown.  It was reported the patient survived the incident.  It was also reported that
the patient reported to the physician that she was scared.  Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory, TB test drawn
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

300737-1

16-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
0928U

Unknown
Unknown

Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-May-2007
Vaccine Date

23-May-2007
Onset Date

1
Days

26-Dec-2007
Status Date

FR
State

DEPEIPEI2007006990
Mfr Report Id

Case narrative including clinical course, therapeutic measures, outcome and additional relevant information: Case initially received on 12-Jun-07. It was
reported by a sales representative who was informed by a gynaecologist (who himself had heard of the case from another gynaecologist) that a 18-year-old
female patient was vaccinated with the first dose of Gardasil (lot # and injection route and site not reported) on an unspecified date beginning June 2007 (week
23). In the evening of the same day she was found unconscious (or liveless) by the mother. Resuscitation was performed by the emergency doctor but was
unsuccessful, i.e. the patient finally died. To be noted is an anamnesis of dental surgery. Follow-up 10.10.2007: results of autopsy. History: this female patient
collapsed from total health status at home. After 3 hours of reaminmation the patient was declared dead. To be noted is an anamnesis of dental surgery.
Follow-up 10.10.2007: results of Autopsy history: This female patient collapsed from total health status at home. After 3 hours of reaminmation the patient was
declared dead. In the recent history the patient had dental surgery about two to three weeks ago. First vaccination with Gardasil 27.03.2007, second
vaccination 1 day before the exitus (22.05.2007). Both times the patient had not felt bad and had not reported of any side-effects. Cause of Death: not definitely
clear, results of makroskopic examination of the heart could be a hint for a myocarditis (flaccid muscle with different couloured spots - fleckig-scheckige
Zelchnung). For clarification whether the patient died of myocarditis a histological examination was done. Results of histological examination: Suspected
diagnose of myocarditis could not be supported. This patient did not have a myocarditis. Concluding results of the autopsy: the cause of death of this patient
remain totally unclear. The following reasons for death of this patient can be excluded sepsis or any inflammatory reason e.g. due to the dental surgery, or
anaphylactic rea

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Dental surgery NOS

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

300741-1 (D)

26-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Brain oedema, Death, Hypoxia, Intracranial pressure increased, Loss of consciousness, Pulmonary haemorrhage, Pulmonary oedema, Resuscitation

 DIED, SERIOUS

Related reports:   300741-2

Other Vaccine
21-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-May-2007
Vaccine Date

23-May-2007
Onset Date

1
Days

26-Dec-2007
Status Date

FR
State

DEPEIPEI2007006990
Mfr Report Id

Case narrative including clinical course, therapeutic measures, outcome and additional relevant information: Case initially received on 12-Jun-07. It was
reported by a sales representative who was informed by a gynecologist (who himself had heard of the case from another gynecologist) that an 18-year-old
female patient was vaccinated with the first dose of Gardasil (lot # and injection route and site not reported) on an unspecified date beginning June 2007 (week
23). In the evening of the same day she was found unconscious (or liveless) by the mother. Resuscitation was performed by the emergency doctor but was
unsuccessful, i.e. the patient finally died. To be noted is an anamnesis of dental surgery. Follow-up 10.10.2007: results of autopsy. History: this female patient
collapsed from total health status at home. After 3 hours of reanimation the patient was declared dead. In the recent history the patient had a dental surgery
about two to three weeks ago. First vaccination with Gardasil 27.03.2007, second vaccination 1 day before the exitus (22.05.2007). Both times the patient had
not felt bad and had not reported of any side-effects. Cause of death: not definitely clear, results of macroscopic examination of the heart could be a hint for a
myocarditis (flaccid muscle with different colored spots - fleckig-scheckige Zeichnung). For clarification whether the patient died of myocarditis a histological
examination was done. Result of histological examination: suspected diagnosis of myocarditis could not be supported. This patient did not have a myocarditis.
Concluding results of the autopsy: the cause of death of this patient remain totally unclear. The following reasons for death of this patient can be excluded
sepsis or any inflammatory reason e.g. due to the dental surgery, or anaphylactic reaction following the Gardasil vaccination. The results of a toxicological
examination are pending. Possible injection mark at both sides intragluteal. Follow-up on 24-Oct-07: The patient received the second dose of Gardasil o

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Dental surgery

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

300741-2 (D)

26-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Brain oedema, Haemorrhage, Hypoxia, Intracranial pressure increased, Loss of consciousness, Pulmonary oedema, Resuscitation, Sudden death

 DIED, SERIOUS

Related reports:   300741-1

Other Vaccine
21-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Dec-2007
Vaccine Date

12-Dec-2007
Onset Date

2
Days

26-Dec-2007
Status Date

FR
State

WAES0712USA07347
Mfr Report Id

Information has been received from a pediatrician, concerning a 16 year old female patient with a history of no reaction on previous exposure to vaccine (dose
1 and dose 2), who on 10-DEC-2007 was vaccinated IM in the left deltoid with the third dose of Gardasil (lot # not reported). On 12-DEC-2007 the patient
experienced parietal headache. On 13-DEC-2007 the patient developed right facial paresis, and was hospitalized. At the time of this report, the patient had not
recovered. The reporting physician did not see a causal relationship to the vaccine, however she reported the events due to the close temporal relationship.
Other business partner numbers include: E2007-09199.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
No reaction on previous exposure to vaccine.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

300749-1 (S)

26-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Facial paresis, Headache

 HOSPITALIZED, SERIOUS

Other Vaccine
21-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
13-Nov-2007
Onset Date Days

26-Dec-2007
Status Date

LA
State

WAES0712USA07882
Mfr Report Id

Information has been received from a pharmacist, concerning her 21 year old daughter with an allergy to animals, who was vaccinated IM (date not reported),
with the first dose of Gardasil (lot # not reported). Concomitant therapy included hormonal contraceptives (unspecified). On 13-NOV-2007 and after the first
vaccination (time duration to onset not indicated), her daughter developed a runny nose, followed by dizziness, balance problems and impaired vision. Her
daughter missed classes due to the dizziness. She visited the physician's office, and was diagnosed with an infection of the 8th cranial nerve. A diagnostic
magnetic resonance imaging (MRI) of the head was negative. At the time of this report, the pharmacist's daughter was recovering from the events. The
pharmacist considered the events to be disabling/incapacitating, due to the associated dizziness. Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:

allergy to animalPrex Illness:

magnetic resonance 11?/??/07 - negative

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

300750-1 (S)

26-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Activities of daily living impaired, Balance disorder, Cranial nerve infection, Dizziness, Rhinorrhoea, Visual disturbance

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Other Vaccine
21-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Dec-2007
Vaccine Date

06-Dec-2007
Onset Date

0
Days

27-Dec-2007
Status Date

CA
State Mfr Report Id

Pt receive flu and HPV vaccine. Became stiff immediately following HPV. Eyes deviated to (L),increase salivation, (R)arm raised to chest. Placed on floor.Nasal
cannula @2L applied. PO 100%. Resp equal and unlabored. Able to focus on father after approx 1 min. Began talking and laughing/crying. Sat pt and given
juice(had not eaten since 1100)Visidex 112. PO 99-100% on room air. While sitting in chair, stated difficulty breathing. PO 94-95% on room air. Placed on
nasal cannula @2L. States improvement. PO 100%.Resp unlabored. C/o numbness to nose. Cap refill <3secs. Pt talking(tearful at times)and anxious. Dr.
notified. Pt to to PED's ER via wheelchair and monitored and released later.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

300766-1

31-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dyspnoea, Gaze palsy, Hypoaesthesia, Immediate post-injection reaction, Musculoskeletal stiffness, Oxygen supplementation, Salivary hypersecretion

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Dec-2007

Received Date

Prex Vax Illns:

FLUHPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Oct-2007
Vaccine Date

10-Oct-2007
Onset Date

3
Days

27-Dec-2007
Status Date

TX
State Mfr Report Id

This spontaneous report was submitted in relation to an emergency department visit whereby a menigitis rule-out work up was associated with a recent
administration of HPV Vaccine.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

UnknownPrex Illness:

LP Puncture, CT of the Head, CBC and Blood cultures.
Asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

300767-1

09-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Unevaluable event

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Dec-2007

Received Date

Headache/Dizzy/Photophobia~HPV (Gardasil)~1~14~In PatientPrex Vax Illns:

HPV4 MERCK & CO. INC. ? Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Nov-2007
Vaccine Date

21-Dec-2007
Onset Date

28
Days

27-Dec-2007
Status Date

WI
State Mfr Report Id

REDNESS, SWELLING, ITCHINGSymptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

300773-1

27-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Pruritus, Swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1063U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 6324
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Dec-2007
Vaccine Date

23-Dec-2007
Onset Date

2
Days

27-Dec-2007
Status Date

FL
State Mfr Report Id

Entire left arm swelled 2 days after recieving 3rd Gardasil injection. Recieved ibprofen and ice.Symptom Text:

Zoloft 5o mg per day, Seasonique, nexium 40 mg twice daily.Other Meds:
Lab Data:
History:

none.Prex Illness:

esophagitis, dysmenorrhea, depression.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

300783-1

27-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Oedema peripheral

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
23-Dec-2007

Received Date

Prex Vax Illns:

HPV4
FLUN

MERCK & CO. INC.
MEDIMMUNE VACCINES, INC.

NULL
NULL

2
1

Left arm
Unknown

Intramuscular
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Nov-2007
Vaccine Date

28-Nov-2007
Onset Date

1
Days

31-Dec-2007
Status Date

CO
State Mfr Report Id

Severe herpes zoster along left arm immediately following 2nd HPV vaccine.  Now on Neurontin, Valtrex, pain meds.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

300807-1

31-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Herpes zoster, Immediate post-injection reaction

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 12664 1 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Oct-2007
Vaccine Date

Unknown
Onset Date Days

31-Dec-2007
Status Date

PA
State Mfr Report Id

None-adverse event.  Gardasil #1 given in gluteal area instead of deltoid or lateral thigh.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

300814-1

31-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Drug administered at inappropriate site

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0929U 0 Gluteous maxima Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Jan-2008
Status Date

--
State

WAES0711USA03148
Mfr Report Id

Information has been received from a nurse practitioner concerning a patient who was vaccinated with a first dose of Gardasil.  About one month after
vaccination the patient returned to the office and complained of injection site soreness.  She was examined and was found to have a small bump at the
Gardasil vaccination site.  The bump was the size of 1/2 of a pee.  At the time of the report the patient's outcome was unknown.  Additional information has
been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

300827-1

16-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site mass, Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Aug-2007
Vaccine Date

18-Sep-2007
Onset Date

33
Days

18-Jan-2008
Status Date

NY
State

WAES0711USA03159
Mfr Report Id

Initial and follow-up information has been received from a licensed practical nurse concerning a 17 year old white female with a history of depression who on
16-AUG-2007 was vaccinated intramuscularly into the right deltoid with a 0.5 ml first dose of Gardasil (Lot #655617/1447F). On 25-SEP-2007 the patient was
treated for Menorrhagia and was given DARVOCET and CIPRO for a urinary tract infection (UTI). On 16-OCT-2007 the patient was vaccinated intramuscularly
into the left deltoid with a second dose of Gardasil (Lot #658563/1063U). On 16-OCT-2007 the patient was given a pregnancy test prior to vaccination which
was negative. On 30-OCT-2007, the patient requested a pregnancy test because she was 2 weeks late. This test was positive for pregnancy. A serum
quantitative test was performed, results were 3528 and positive for pregnancy. The patient was placed on unspecified prenatal vitamins. The patient's last
menstrual period was on 18-SEP-2007 and the estimated date for delivery was 24-JUN-2008. On 14-NOV-2007 the patient was placed on ZITHROMAX for
treatment of bronchitis. On 26-NOV-2007 the patient was to have an appointment with the obstetrician (OB). At the time of the report the patient's outcome was
unknown. Additional information has been requested.

Symptom Text:

prenatal vitaminsOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory 10/30/07 3528 - Serum quantitative test - Positive; beta-human chorionic 10/16/07 - Negative; beta-human chorionic 10/30/07 - Positive
Depression

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

300828-1

18-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Bronchitis, Drug exposure during pregnancy, Menorrhagia, Urinary tract infection

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1447F 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jan-2008
Status Date

TX
State

WAES0712USA00748
Mfr Report Id

Information has been received from a registered nurse, via a company representative, concerning a female patient (age not reported), who on an unspecified
date was vaccinated IM with a dose, 0.5 ml, of Gardasil (lot # not reported). With the vaccination, the patient experienced "severe injection site pain that
seemed to radiate in the arm to the wrist." The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

300829-1

18-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Oct-2007
Vaccine Date

01-Oct-2007
Onset Date

0
Days

18-Jan-2008
Status Date

MI
State

WAES0711USA03199
Mfr Report Id

Information has been received from a 26 year old female nurse who in approximately October 2007, was vaccinated with her first dose of Gardasil.
Concomitant therapy included hormonal contraceptives (unspecified). In approximately October 2007, the patient experienced injection site pain, tingling on her
breast on the same side where she received the vaccination all the way to her hip right after receiving the injection. Later that same afternoon, she became
nauseous. The patient recovered from the injection site pain, tingling on her breast down to her hip and nausea the next day. Additional information has been
requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

300830-1

18-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Nausea, Paraesthesia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Nov-2007
Vaccine Date

14-Nov-2007
Onset Date

0
Days

18-Jan-2008
Status Date

NY
State

WAES0711USA03215
Mfr Report Id

Information has been received from a physician concerning a 15 year old female who on 14-NOV-2007 was vaccinated with her first dose of Gardasil. There
was no concomitant medication. On 14-NOV-2007, the patient's arm hurt and then she fainted. On 14-NOV-2007, the patient recovered from fainting and her
arm hurting. The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

300831-1

18-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pain in extremity, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6332
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Mar-2007
Vaccine Date

26-Mar-2007
Onset Date

0
Days

18-Jan-2008
Status Date

OH
State

WAES0711USA03216
Mfr Report Id

Information has been received from a nurse concerning an approximately 17 year old female with asthma and a history of migraines and "bad headaches" who
on 26-MAR-2007 was vaccinated intramuscularly with her first dose of Gardasil (lot # 655205/1426F). Concomitant therapy included loratadine (unspecified),
FLOVENT and albuterol (unspecified). On 26-MAR-2007 the patient went to the mall after receiving her first vaccination. She came home and felt very tired and
went to bed that evening. When she woke up on 27-MAR-2007, she told her mother that she couldn't remember anything that happened yesterday after the
mall. The patient's mother called the office to report that the patient's friends reported that the patient was "not acting right" for approximately one week after the
vaccination with Gardasil. The patient sought unspecified medical attention by calling the office. On 27-MAR-2007, the patient recovered from the tiredness and
lack of memory. On approximately 02-APR-2007, the patient recovered from "not acting right". Additional information has been requested.

Symptom Text:

albuterol; FLOVENT; loratadineOther Meds:
Lab Data:
History:

AsthmaPrex Illness:

None
Migraine; Headache

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

300832-1

18-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abnormal behaviour, Amnesia, Fatigue

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1426F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6333
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Nov-2007
Vaccine Date

15-Nov-2007
Onset Date

0
Days

18-Jan-2008
Status Date

PA
State

WAES0711USA03369
Mfr Report Id

Information has been received from a nurse concerning a 26 year old ex-smoker female with depression, anxiety, polycystic ovaries, codeine allergy and a
history of headache with YASMIN, and pneumonia who on 20-SEP-2007 was vaccinated intramuscularly to the left arm with the first dose of Gardasil (lot#
0530U), 0.5mL. Concomitant therapy included YASMIN which the patient stopped taking on 11-OCT-2007 because she was experiencing headaches. The
patient's last menstrual period was 04-OCT-2007. A pre-vaccination pregnancy test was administered with a negative result. After the first dose in
approximately September 2007, the patient experienced pain going straight down her back (outcome not reported). On 15-NOV-2007 the patient received her
second dose of Gardasil (lot#0530U) into the left arm. Immediately post vaccination, the patient experienced pain going straight down her back, tingling in the
jaw and headache. The patient was being treated with TYLENOL, relaxing with a heating pad, and was being monitored. During follow up with the client, the
physician in the office that day indicated to the nurse that it may have been an anxiety attack. Unspecified medical attention was sought. As of 15-NOV-2007
the patient was recovering. The product quality complaint unit was not involved. Additional information has been requested.

Symptom Text:

YASMIN; lorazepamOther Meds:
Lab Data:
History:

Depression; Ex-smoker; Drug hypersensitivity; Polycystic ovaries; AnxietyPrex Illness:

urine beta-human - negative
Headache; Pneumonia

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

300833-1

18-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anxiety, Back pain, Headache, Paraesthesia

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0530U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 6334
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Jun-2007
Vaccine Date

11-Jul-2007
Onset Date

27
Days

18-Jan-2008
Status Date

NJ
State

WAES0711USA03378
Mfr Report Id

Information has been received from a physician concerning a 16 year old female with oesophageal acid reflux, heartburn and peanut allergy and a history of
parvovirus infection who on 01-MAY-2007 was vaccinated with her first dose of Gardasil. Concomitant therapy included naproxen and PREVACID. On 14-JUN-
2007 the patient received her second dose of Gardasil. On approximately 11-JUL-2007 "around the second week of July 2007", the patient experienced a
febrile illness. She had diffuse arthralgia, elevations in her liver function tests "(70's and 90's)", elevations in alanine aminotransferase (ALT) and aspartate
aminotransferase (AST). On 26-JUL-2007 laboratory tests showed AST 97 and ALT 97. On 26-OCT-2007 AST was 237, ALT 257, and gamma-glutamyl
transferase (GGTP) was 97. On 07-NOV-2007 the AST was 218, ALT was 227 and GGTP was 28. An abdominal ultrasound was performed, results not
reported. The outcome for febrile illness was not reported. The elevation in liver enzymes AST and ALT was not recovered. Diffuse arthralgia was improved.
Unspecified medical attention was sought with "a few doctors/specialists" that included a gastroenterologist. Additional information has been requested.

Symptom Text:

PREVACID; naproxenOther Meds:
Lab Data:

History:
Oesophageal acid reflux; Peanut allergy; HeartburnPrex Illness:

abdominal ultrasound - results not reported; laboratory test 07/??/07 - negative for hepatitis; serum Epstein-Barr 07/??/07 - negative for mononucleosis;
laboratory test 07/??/07 - cytomegalovirus negative; laboratory test 07/??/07 - parvov
Parvovirus infection

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

300834-1

18-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Febrile infection, Liver function test abnormal

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6335
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jan-2008
Status Date

--
State

WAES0711USA03380
Mfr Report Id

Information has been received from a nurse practitioner concerning a female licensed practical nurse (L.P.N.) who was splashed in the eye with Gardasil during
administration. The patient receiving the vaccine had pulled her arm away during administration. Subsequently the L.P.N. was experiencing eye twitching.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

300835-1

18-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Accidental exposure, Blepharospasm

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6336
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Sep-2007
Vaccine Date

27-Sep-2007
Onset Date

2
Days

18-Jan-2008
Status Date

PA
State

WAES0711USA03410
Mfr Report Id

Information has been received from a certified medical assistant (CMA) concerning a 17 year old female with no known drug allergies and asthma who on 31-
JUL-2007 was vaccinated with the first dose of Gardasil. On 25-SEP-2007, the patient was vaccinated in the left deltoid with the second dose of Gardasil (lot #
658563/1063U). Concomitant therapy included ADVAIR and MAXAIR. On 27-SEP-2007, the patient experienced fever for 2 days and called the physician's
office. No laboratory/diagnostic tests were performed. There was no illness reported at the time of vaccination. On 29-SEP-2007, the patient recovered from
fever. Additional information has been requested.

Symptom Text:

ADVAIR; MAXAIROther Meds:
Lab Data:
History:

AsthmaPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

300836-1

18-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1063U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6337
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Nov-2007
Vaccine Date

14-Nov-2007
Onset Date

0
Days

18-Jan-2008
Status Date

OH
State

WAES0711USA03423
Mfr Report Id

Information has been received from a medical assistant (MA), via a company representative, concerning a 25 year old female patient, who on 14-NOV-2007
was vaccinated IM with the first dose of Gardasil (lot # not specified). Following the vaccination, the patient fainted. The patient recovered, and the MA noted
that she was "fine before leaving the office." Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

300837-1

18-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6338
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jan-2008
Status Date

MA
State

WAES0711USA03435
Mfr Report Id

Information has been received from a company representative from a physician concerning a young female who was vaccinated with a dose of Gardasil.
Subsequently the patient fainted. The patient sought unspecified medical treatment while in the office. The patient recovered at an unspecified time. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

300838-1

18-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6339
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Sep-2007
Vaccine Date

01-Oct-2007
Onset Date

18
Days

18-Jan-2008
Status Date

--
State

WAES0711USA03439
Mfr Report Id

Information has been received from a mother concerning her 17 year old daughter with no pertinent medical history or drug reactions/allergies who on 13-SEP-
2007 was vaccinated with the first dose of Gardasil. There was no concomitant medication. Subsequently the patient experienced a delay in her menstrual
period by 7-8 weeks. Medical attention was sought with the patient's physician. The patient did get her menstrual cycle around the time of 20-NOV-2007. No
further information is expected.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

300839-1

18-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Menstruation delayed

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6340
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
04-Sep-2007
Vaccine Date

01-Oct-2007
Onset Date

27
Days

18-Jan-2008
Status Date

--
State

WAES0711USA03443
Mfr Report Id

Information has been received from a pharmacist concerning a patient who on 04-SEP-2007 was vaccinated with the first dose of Gardasil (lot#
658558/1061U). On 30-OCT-2007 the patient received the second dose of Gardasil (lot# 658563/1063U). Concomitant therapy included LOESTRIN. One
month after the first dose the patient experienced lots of nausea and vomiting and a 15 pound weight loss. At the time of 2nd dose of vaccination the patient
still had nausea and vomiting. Unknown medical attention was sought. The patient had a lot of unspecified tests that were negative. The patient's outcome is
unknown. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

LOESTRINOther Meds:
Lab Data:
History:
Prex Illness:

colonoscopy - Results unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

300840-1

18-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Nausea, Vomiting, Weight decreased

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1061U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6341
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jan-2008
Status Date

LA
State

WAES0711USA03448
Mfr Report Id

Information has been received from a nurse concerning a female patient who at an unknown dates was vaccinated with first and second dose of Gardasil.
Subsequently the patient experienced heart palpitations after both doses. Unknown medical attention was sought. The patient's outcome is unknown. No
product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

300841-1

18-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Palpitations

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6342
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Sep-2007
Vaccine Date

29-Sep-2007
Onset Date

1
Days

18-Jan-2008
Status Date

WA
State

WAES0711USA03461
Mfr Report Id

Information has been received from a physician concerning a 42 year old female who on 28-SEP-2007 was vaccinated with her second dose of Gardasil. There
was no concomitant medication. on 29-SEP-2007 the patient experienced pain and swelling at injection site that went up into her neck. The patient sought
unspecified medical treatment. No lot number was provided. No further information was provided. The patient's pain and swelling at injection site persisted.
Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
42.0

300842-1

18-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, Injection site pain, Injection site swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6343
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jan-2008
Status Date

--
State

WAES0711USA03480
Mfr Report Id

Information has been received from a health professional concerning a female patient who was vaccinated with the second dose of Gardasil. Subsequently the
patient experienced redness, swelling at the injection site and low grade fever. Unknown medical attention was sought. The patient's outcome is unknown. No
product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

300843-1

18-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site swelling, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6344
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Oct-2007
Vaccine Date

01-Oct-2007
Onset Date

0
Days

18-Jan-2008
Status Date

CO
State

WAES0711USA03487
Mfr Report Id

Information has been received from a company representative from a Nurse practitioner concerning a female, who in October 2007, was vaccinated by injection
with the first dose of Gardasil. Concomitant therapy included DEPO-PROVERA. In October 2007, the patient experienced a 2 millimeter, hard circular area on
the left posterior deltoid area which is tender occasionally. Lot number was not available. The patient sought unspecified medical attention. No further
information available. Additional information has been requested.

Symptom Text:

DEPO-PROVERAOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

300844-1

18-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Induration, Tenderness

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6345
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jan-2008
Status Date

--
State

WAES0711USA03490
Mfr Report Id

Information has been received from a nurse concerning a 11 year old female who was vaccinated intramuscularly with a dose of Gardasil. There was no
concomitant medication. Subsequently the patient experienced pain and numbness immediately after vaccination. Subsequently, the patient recovered from
pain and numbness. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

300845-1

18-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Immediate post-injection reaction, Pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6346
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jan-2008
Status Date

--
State

WAES0711USA03567
Mfr Report Id

Information has been received from a physician concerning a 15 year old female who was vaccinated with a dose of Gardasil. Subsequently "few weeks ago"
the patient experienced dizziness, headaches and blurred vision. Subsequently, the patient recovered from dizziness, headaches and blurred vision. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

300846-1

18-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Headache, Vision blurred

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6347
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Nov-2007
Vaccine Date

16-Nov-2007
Onset Date

1
Days

18-Jan-2008
Status Date

--
State

WAES0711USA03591
Mfr Report Id

Information has been received from a 23 year old consumer, who on 15-NOV-2007 was vaccinated with the first dose, 0.5 ml, of Gardasil (lot # not provided).
There was no concomitant medication. Following the vaccination, the consumer ingested an unspecified amount of alcohol. On 16-NOV-2007, she developed a
headache and nausea. At the time of this report, the consumer had not recovered. The consumer did not seek medical attention. Additional information is not
expected.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Alcohol interactionPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

300847-1

18-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6348
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Sep-2007
Vaccine Date

28-Sep-2007
Onset Date

14
Days

18-Jan-2008
Status Date

--
State

WAES0711USA03600
Mfr Report Id

Information has been received from a mother concerning her 13 year old daughter who on 14-SEP-2007 was vaccinated with the first dose of Gardasil.
Subsequently the patient experienced a delay in her menstrual cycle by 3 weeks. "A few weeks" after she received Gardasil estimated to be 28-SEP-2007, she
also went to the emergency room with a severe headache, weakness, and numbness in her arm and scrambled speech. The hospital diagnosed it as a severe
migraine. Medical attention was sought in the emergency room. Follow-up information received on 27-NOV-2007: The mother reported that her daughter did
end up getting her menstrual cycle around the time of November 20, 2007. No further information is available.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

300848-1

18-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Hypoaesthesia, Menstruation delayed, Migraine, Muscular weakness, Speech disorder

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6349
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jan-2008
Status Date

--
State

WAES0711USA03619
Mfr Report Id

Information has been received from a consumer concerning her 12 year old daughter with asthma who was vaccinated with her first dose of Gardasil via
injection. Concomitant therapy included influenza virus vaccine (unspecified). The mother reported that two to three hours after her daughter received the
vaccine she developed signs of asthma which included wheezing. The patient was treated with a nebulizer. The wheezing continued for two to three days and
then ceased. The mother mentioned that her daughter had a history of asthma, however, she had not had an asthmatic episode in a while. The patient also
received a flu vaccine the same day (unspecified). Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:

AsthmaPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

300849-1

18-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Asthma, Condition aggravated, Wheezing

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4
FLU

MERCK & CO. INC.
UNKNOWN MANUFACTURER

NULL
NULL

0 Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 6350
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jan-2008
Status Date

--
State

WAES0711USA03621
Mfr Report Id

Information has been received from a 17 year old female who was vaccinated with Gardasil (lot number was not reported). Concomitant therapy included TRI-
SPRINTEC. Subsequently the patient fainted after receiving Gardasil. Subsequently, the patient was revived within minutes of episode. No further information is
available.

Symptom Text:

TRI-SPRINTECOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

300850-1

18-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6351
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Nov-2007
Vaccine Date

10-Nov-2007
Onset Date

0
Days

17-Jan-2008
Status Date

--
State

WAES0711USA03632
Mfr Report Id

Information has been received from a health professional concerning a 12 year old female who on 10-Nov-2007 was vaccinated intramuscularly in the upper
thigh with the third dose of Gardasil (lot number not provided).  On 10-Nov-2007 the patient developed a knot that was hot, red, tender to the touch, and about
the size of a half dollar.  No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

300851-1

05-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Feeling hot, Mass, Tenderness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6352
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Oct-2006
Vaccine Date

04-Oct-2006
Onset Date

0
Days

17-Jan-2008
Status Date

TX
State

WAES0711USA03652
Mfr Report Id

Information has been received from a health professional concerning an 18 year old female who was reported as having been vaccinated on 14-Mar-2006 with
Gardasil (Lot #654389/0961F).  The patient is reported as having received her second dose of Gardasil on 04-Oct-2006.  Concomitant therapy included
drospirenone (+) ethinyl estradiol (Yasmin).  On 04-Oct-2006 the patient experienced pain during administration.  The patient was given an ice pack to apply to
the area.  The patient refused to come back for the third dose.  Subsequently, the patient recovered from the pain during administration on the same day.  This
is one of several reports received from the same source.  Additional information has been requested.

Symptom Text:

YasminOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

300852-1

17-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pain

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6353
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Nov-2007
Vaccine Date

13-Nov-2007
Onset Date

0
Days

17-Jan-2008
Status Date

TX
State

WAES0711USA03670
Mfr Report Id

Information has been received from a company representative by a physician concerning an 18 year old female who on 13-Nov-2007 was vaccinated in the
right deltoid with her first dose of Gardasil (lot #654540/0800F).  Concomitant therapy included Concerta and Zoloft.  On 13-Nov-2007, within a few hours after
vaccination, the patient experienced pain in her arm at the injection site, and the pain extended down to her fingers, chest tightness, nausea and vomiting.
There was no redness at the injection site.  The physician saw the patient the next day and she was still experiencing the severe pain in her arm, but the chest
tightness, nausea and vomiting had improved.  Blood tests were performed.  No further information available.  Additional information has been requested.

Symptom Text:

Concerta, ZoloftOther Meds:
Lab Data:
History:
Prex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

300853-1

17-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Blood test, Chest discomfort, Injection site pain, Nausea, Pain in extremity, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0800F 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6354
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Oct-2007
Vaccine Date

25-Oct-2007
Onset Date

0
Days

17-Jan-2008
Status Date

NH
State

WAES0711USA03673
Mfr Report Id

Information has been received from a health professional concerning a 21 year old female with a history of papanicolaou smear abnormal and hypersensitivity
to latex, peaches, blue dye, and green dye, who on 25-Oct-2007 was vaccinated intramuscularly with her first dose of Gardasil (lot #658563/1063U).
Concomitant therapy included clindamycin phosphate (Klindan (clindamycin phosphate)) and ethinyl estradiol/norgestimate (Sprintec).  On 27-Oct-2007 the
patient experienced an unspecified rash.  The patient contacted the office by phone and no details about the rash were provided.  The patient was not
examined in the office and no treatment was required.  No further details available.  Additional information has been requested.

Symptom Text:

Klindan (Clindamycin) SprintecOther Meds:
Lab Data:
History:
Prex Illness:

None
Papanicolaou smear abnormal, hypersensitivity

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

300854-1

17-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1063U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6355
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Oct-2007
Vaccine Date

26-Oct-2007
Onset Date

0
Days

17-Jan-2008
Status Date

TX
State

WAES0711USA03679
Mfr Report Id

Information has been received from a health professional concerning an 18 year old female who on 26-Oct-2007 was vaccinated intramuscularly in the left
deltoid with Gardasil (Lot #655154/1210U).  Concomitant therapy included Depo-Provera.  On 26-Oct-2007 the patient experienced pain during administration.
The patient was given an ice pack to apply to the area.  Subsequently, the patient recovered from pain during administration on 27-Oct-2007.  This is one of
several reports received from the same source.  Additional information has been requested.

Symptom Text:

Depo-Provera - mgOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

300855-1

17-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1210U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6356
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Nov-2007
Vaccine Date

14-Nov-2007
Onset Date

0
Days

17-Jan-2008
Status Date

TX
State

WAES0711USA03680
Mfr Report Id

Information has been received from a health professional concerning a 16 year old female who on 23-Aug-2007 was vaccinated intramuscularly using the pre-
filled syringe with her first dose of Gardasil (Lot #655154/1210U).  There was no concomitant medication.  On 14-Nov-2007 the patient was vaccinated with the
second dose of Gardasil and subsequently experienced pain at administration.  The patient was given ice packs to apply to the area while in the office.  It is
unknown if the patient experienced the same pain with the first dose.  Subsequently, the patient recovered from pain at administration on the same day.  This is
one of several reports received from the same source.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

300856-1

17-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6357
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Oct-2007
Vaccine Date

Unknown
Onset Date Days

17-Jan-2008
Status Date

NC
State

WAES0711USA03681
Mfr Report Id

Information has been received from a physician concerning an 18 year old female who on approximately 05-Oct-2007 was vaccinated with her first dose of
Gardasil.  There was no concomitant medication.  Subsequently the patient experienced pain, redness, and swelling at the injection site.  The patient sought
unspecified medical treatment.  No further information was available.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

300857-1

17-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site pain, Injection site swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6358
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Jul-2007

Vaccine Date
03-Jul-2007
Onset Date

0
Days

17-Jan-2008
Status Date

--
State

WAES0711USA03862
Mfr Report Id

Information has been received from a health care professional concerning a 15 year old white female with a peanut allergy, allergy to cats and rabbits, and
allergies to Keflex and Cefzil who received her first dose of Gardasil on 03-Jul-2007.  On 02-Nov-2007 was vaccinated with her second dose of Gardasil (Lot
#659437/1266U) in the left deltoid.  It was reported the patient experienced "hives (for) one week after the vaccine were given on 02-Nov-2007 and 03-Jul-
2007".  The patient was treated with Benadryl and Bactroban.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Peanut allergy, allergic to cats, allergy to animal, allergic reaction to antibioticsPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

300858-1

17-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1266U 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6359
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Nov-2007
Vaccine Date

16-Nov-2007
Onset Date

0
Days

17-Jan-2008
Status Date

--
State

WAES0711USA03906
Mfr Report Id

Information has been received from a consumer concerning her 20 year old daughter.  Concomitant therapy included birth control (therapy unspecified).  The
patient has a comprised immune system and allergies to penicillin and Neosporin.  On 16-Nov-2007 the patient was vaccinated with her first dose of Gardasil
via injection (Lot number not specified).  On the evening of 16-Nov-2007 the patient experienced dizziness and developed diarrhea and vomiting.  The
consumer reported that her daughter was beginning to feel better on 18-Nov-2007, but the vomiting returned on 19-Nov-2007.  The patient sought medical
attention and had not recovered.  No further information was provided.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Contraception, penicillin allergy, drug hypersensitivity, immune system disorderPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

300859-1

17-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Diarrhoea, Dizziness, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6360
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Sep-2007
Vaccine Date

Unknown
Onset Date Days

17-Jan-2008
Status Date

CO
State

WAES0711USA03910
Mfr Report Id

Information has been received from a physician concerning an 18 year old female who on 21-Sep-2007 was vaccinated with a first dose of Gardasil (lot
#658563/1063U) injection.  Concomitant therapy included Advair, Proventil and "clindesse" (therapy unspecified).  On 24-Sep-2007 the patient called the office
and on an unspecified date the patient developed swelling at reaction site and pain.  Medical attention was sought.  The patient had a fever of 101 for 2 days
and took acetaminophen (Tylenol) for the fever.  The physician also reported that the patient visited the office on 17-Nov-2007 to receive a second dose and
reported that the swelling was the size of a golf ball.  The vaccine was not given and it is not known whether the series will be completed.  On an unspecified
date that patient had recovered.  Additional information has been requested.

Symptom Text:

Proventil, AdvairOther Meds:
Lab Data:
History:
Prex Illness:

Body temp - 101
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

300861-1

17-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site swelling, Pain, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1063U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6361
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Jan-2008
Status Date

--
State

WAES0711USA03916
Mfr Report Id

Information has been received from a licensed practical nurse concerning a 16 year old female who on an unspecified date was vaccinated with Gardasil (lot #
unknown) injection.  Subsequently, on an unspecified date the patient developed warts on hands after receiving Gardasil.  Medical attention was sought.  The
patient's warts on hands persisted.  The patient had received 2 doses of Gardasil.  No further information was provided.  Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

300862-1

17-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Skin papilloma

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6362
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Jan-2008
Status Date

PA
State

WAES0711USA03921
Mfr Report Id

Information has been received from a physician concerning a female in her "early teens" who on an unspecified date was vaccinated with Gardasil (lot #
unknown).  On an unspecified date the patient experienced swelling and redness at the injection site as well as "pain radiating down the injected arm".  Medical
attention was sought.  No further information was provided.  At the time of reporting it was unknown if the patient had recovered.  Additional information has
been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

300864-1

17-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site swelling, Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6363
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Jan-2008
Status Date

--
State

WAES0711USA03981
Mfr Report Id

Information has been received from a licensed practical nurse concerning a 17 year old female with no known allergies and no reported medical history who
was vaccinated with 3 doses of Gardasil.  The licensed practical nurse reported that the patient tested high positive for HPV types 16 and 18.  It is unknown
what type of test was done because it was done at another office.  All three doses were given by another office.  The patient sought medical attention by
coming to the office and as of 19-Nov-2007 had not recovered.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Diagnostic laboratory - high positive for HPV types 16 and 18
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

300867-1

17-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Human papilloma virus test positive

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 3 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6364
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Nov-2007
Vaccine Date

17-Nov-2007
Onset Date

1
Days

17-Jan-2008
Status Date

--
State

WAES0711USA04022
Mfr Report Id

Information has been received from a registered nurse, concerning a female patient (age not specified) who in September 2007 was vaccinated IM with the first
dose of Gardasil, and on 16-Nov-2007 vaccinated IM with the second dose of Gardasil (lot # not provided).  There was no concomitant medication.  On 17-Nov-
2007, "after she was given the second dose," the patient developed a rash and hives, as well as pain and itching in the palms in her hands.  She contacted the
department of health.  Treatment included Benadryl.  At the time of this report, the outcome of the events was not recovered.  Additional information has been
requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

300871-1

17-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pain, Pruritus, Rash, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6365
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Jul-2007

Vaccine Date
19-Sep-2007
Onset Date

62
Days

17-Jan-2008
Status Date

NE
State

WAES0712USA00364
Mfr Report Id

Information has been received from a physician concerning a 13 year old female who on 19-Jul-2007 was vaccinated intramuscularly with the second dose of
Gardasil.  It was reported as on "19-Sep-2007" the patient experienced severe headache and high grade fever about an hour after being vaccinated.  The
patient sought unspecified medical treatment by being treated with ibuprofen.  The patient recovered at an unspecified time.  Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

300873-1

17-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6366
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Jan-2008
Status Date

PA
State

WAES0711USA04060
Mfr Report Id

Information has been received from a physician, via a company representative, concerning a female, aged 18 to 26 years, who on an unspecified date was
vaccinated with the first dose , 0.5 ml, of Gardasil (lot # not specified).  Subsequently the patient experienced a "swollen hand at the injection site."  At the time
of this report, the patient had not recovered.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

300875-1

17-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Oedema peripheral

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6367
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Jan-2008
Status Date

PA
State

WAES0711USA04064
Mfr Report Id

Information has been received from a physician, via a company representative, concerning a female patient (age not reported) who on an unspecified date was
vaccinated with a dose of Gardasil.  Subsequently the patient developed a vulvar rash.  The patient sought medical attention, though treatment was not
specified.  At the time of this report, the patient was recovering from the event.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

300876-1

17-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Genital rash

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6368
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Oct-2007
Vaccine Date

Unknown
Onset Date Days

17-Jan-2008
Status Date

--
State

WAES0711USA04077
Mfr Report Id

Information has been received from a physician, concerning an 18 year old, non-pregnant female patient with celiac disease and a penicillin allergy, who on 16-
Aug-2007 was vaccinated IM with the first dose, 0.5 ml, of Gardasil, and on 19-Oct-2007 with the second dose of Gardasil (lot # not provided).  There was no
concomitant medication.  Following the second vaccination, the patient missed her period (date not specified), and was diagnosed with premature ovarian
failure.  Diagnostic tests included hormonal studies and thyroid studies (results not reported).  At the time of this report, the patient had not recovered.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Coeliac disease, penicillin allergyPrex Illness:

Diagnostic laboratory - not pregnant Thyroid function test

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

300878-1

17-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Ovarian failure

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6369
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Jan-2008
Status Date

--
State

WAES0711USA04079
Mfr Report Id

Information has been received from a nurse practitioner, concerning a female patient (age not specified), who on an unknown date was vaccinated IM with a
dose of Gardasil (lot # not reported).  Subsequently the patient developed a minor injection site reaction that involved redness at the injection site.  The patient
was seen by the physician (treatment not specified).  After a few days, the patient recovered.  This is one of two reports received from the same source
(0711USA04559).  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

300881-1

17-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site reaction

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6370
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-May-2007
Vaccine Date

11-May-2007
Onset Date

0
Days

17-Jan-2008
Status Date

NM
State

WAES0711USA04083
Mfr Report Id

Information has been received from a nurse concerning a 19 year old female with a allergy to amoxicillin and a history of vaginal surgical repair from blunt
trauma who on 11-May-2007 was vaccinated "into a vein" instead of intramuscularly in the left arm with the 1st 0.5 ml dose of Gardasil (lot #656617/0384U).
The mother and patient claimed that they saw blood back into the syringe after the 1st dosage was given.  On 06-Jul-2007, the patient was vaccinated
intramuscularly in the right arm with a 0.5ml 2nd dose of Gardasil (lot #657868/0523U).  Concomitant therapy included ethinyl estradiol/norgestimate (Ortho Tri-
Cyclen LO).  The nurse stated, post vaccination, the patient became woozy (unspecified which dose) and was told to lay down until she felt better.  Mother
stated that the patient does not do well with needles.  The patient received unspecified medical attention and recovered on 11-May-2007.  Additional
information has been requested.

Symptom Text:

Ortho Tri-Cyclen LOOther Meds:
Lab Data:
History:

Penicillin allergyPrex Illness:

None
Vaginal reconstruction

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

300886-1

17-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0384U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6371
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Jan-2008
Status Date

FL
State

WAES0711USA04139
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with Gardasil and experienced hives.  The patient sought unspecified
medical treatment.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

300887-1

17-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6372
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Nov-2007
Vaccine Date

19-Nov-2007
Onset Date

0
Days

17-Jan-2008
Status Date

--
State

WAES0711USA04141
Mfr Report Id

Information has been received from a nurse concerning a 13 year old female who on 19-Nov-2007 was vaccinated with her first dose of Gardasil (Lot
#656371/0181U).  Concomitant therapy included influenza virus vaccine (unspecified).  On 19-Nov-2007 the patient fainted.  Subsequently, the patient
recovered from fainting.  Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

300888-1

17-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4
FLU

MERCK & CO. INC.
UNKNOWN MANUFACTURER

0181U
NULL

0 Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 6373
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Nov-2007
Vaccine Date

15-Nov-2007
Onset Date

1
Days

17-Jan-2008
Status Date

NY
State

WAES0711USA04143
Mfr Report Id

Information has been received from a physician concerning a female (age not reported) who on 14-Nov-2007 was vaccinated with the second dose of Gardasil
(lot not reported).  "Within 24 hours" of vaccination, the patient experienced diarrhea.  It was reported that the patient sought unspecified medical attention on
15-Nov-2007.  Subsequently, the patient recovered from diarrhea.  There was no product quality complaint.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

300889-1

17-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Diarrhoea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6374
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Aug-2007
Vaccine Date

Unknown
Onset Date Days

17-Jan-2008
Status Date

--
State

WAES0711USA04150
Mfr Report Id

Information has been received from a physician concerning a female patient who on 11-Jun-2007 was vaccinated I.M. with the first dose of Gardasil (Lot
#0212U).  On 13-Aug-2007, the patient was vaccinated I.M. with a 0.5 ml second dose of Gardasil (Lot #655503/0012U).  There was no concomitant
medication.  In October 2007, the patient experienced twitching in the right upper arm.  The patient's twitching in the right upper arm persisted.  Unknown
medical attention was sought.  No product quality complaint was involved.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

300890-1

17-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Muscle twitching

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0012U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6375
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Jan-2008
Status Date

MO
State

WAES0711USA04152
Mfr Report Id

Information has been received from a physician concerning a 14 year old female patient who in approximately October 2007, was vaccinated with the first dose
of Gardasil.  Subsequently the patient experienced lightheaded and nearly passed out.  Unknown medical attention was sought.  At an unspecified date the
patient recovered.  No product quality complaint was involved.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

300891-1

17-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Presyncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6376
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Aug-2007
Vaccine Date

Unknown
Onset Date Days

17-Jan-2008
Status Date

--
State

WAES0711USA04171
Mfr Report Id

Information has been received from a consumer concerning her daughter (age not reported) with a history of hernia when she was 4 or 5 years old and who on
13-Aug-2007 was vaccinated with the first 0.5 mL dose of Gardasil (lot # not provided).  There was no concomitant medication.  The daughter's mother reported
that "since August 2007" her daughter has not received her period.  The daughter's last menstrual cycle was on July 31st and was over on August 7th.  "Caller
stated that she is positive her daughter is not having sexual contact."  Laboratory blood work was performed (date unspecified, results not provided).  Additional
information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Hematology
Hernia

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

300892-1

17-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Menstrual disorder

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6377
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Oct-2007
Vaccine Date

Unknown
Onset Date Days

17-Jan-2008
Status Date

FL
State

WAES0711USA04192
Mfr Report Id

Information has been received from a physician, via a company representative, concerning a 23 year old female patient, who on approximately 20-Oct-2007 ("a
month ago") was vaccinated IM with the first dose, 0.5 ml, of Gardasil (lot # not provided).  After an unknown duration of time, the patient experienced stomach
pain and vomiting.  Subsequently, the patient recovered from stomach pain and vomiting (duration not specified).  The patient sought unspecified medical
attention.  The patient's 17 year old sister also experienced the events as described above, when vaccinated with Gardasil (WAES #0711USA04358).  Further
information is not available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

300893-1

17-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain upper, Familial risk factor, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6378
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Jan-2008
Status Date

--
State

WAES0711USA04202
Mfr Report Id

Information has been received from a physician concerning a 10-12 year old female with no allergies or reported medical history who was vaccinated with
Gardasil via injection.  The physician reported that after the first and second dose of Gardasil the patient had a rash on her face that lasted for about a week.
As of 20-Nov-2007 the patient had recovered and the physician was not sure if they were going to continue with the rest of the series.  Additional information
has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
10.0

300894-1

17-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash, Vaccine positive rechallenge

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6379
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Jan-2008
Status Date

OH
State

WAES0711USA04203
Mfr Report Id

Information has been received from an office manager in a physician's office, concerning an unspecified number of female patients, who on unspecified dates
were vaccinated IM with the first dose of Gardasil (lot #'s not provided).  Concomitant therapy for some patients included Menactra and/or diphtheria toxoid (+)
pertussis acellular vaccine (unspecified) (+) tetanus toxoid (manufacturer unspecified).  The reporter stated that following the vaccination with Gardasil, "90%"
of the patients complained of upper arm pain and tingling in their fingers, and "about 10%" of the patients "pass out in the office."  The patients sought
unspecified medical attention.  At the time of this report, the outcome of the events were unknown.  Attempts are being made to obtain additional identifying
information to distinguish the individual patients mentioned in this report.  Additional information will be provided if available.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

300895-1

17-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness, Pain in extremity, Paraesthesia

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

MNQ
DPP
HPV4

SANOFI PASTEUR
UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL
NULL 0

Unknown
Unknown
Unknown

Unknown
Unknown

Intramuscular



10 JUN 2008 06:27Report run on: Page 6380
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Oct-2007
Vaccine Date

15-Nov-2007
Onset Date

41
Days

17-Jan-2008
Status Date

--
State

WAES0711USA04211
Mfr Report Id

Information has been received from a licensed practical nurse concerning a 15 year old female patient, who on 05-Oct-2007 was vaccinated with a dose of
Gardasil (lot # not provided).  On 15-Nov-2007, she reported an injection site rash, as well as mood swings.  At the time of this report, the outcome of the
events was unknown.  The patient sought medical advice from the office (details not specified).  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

300896-1

17-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site rash, Mood swings

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6381
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Jan-2008
Status Date

--
State

WAES0711USA04213
Mfr Report Id

Information has been received from a registered nurse, via a company representative, concerning a 17 year old female patient who on an unspecified date was
vaccinated at school, with a dose of Gardasil (lot # not provided).  Concomitant therapy included "a number of other vaccines" (therapy unspecified) on the
same day.  The nurse reported that the patient had "a significant fainting episode" (details not provided).  After an unknown duration of time, the patient
regained consciousness.  At the time of this report, the outcome of the events was unknown.  The patient sought unspecified medical attention.  This is one of
two reports received from the same source (0711USA04369).  No further information is available.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

300897-1

17-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

UNK
HPV4

UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 6382
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Jan-2008
Status Date

--
State

WAES0711USA04251
Mfr Report Id

Information has been received from a nurse concerning an unknown number of patients who were vaccinated with Gardasil.  Subsequently some of the
patients who received the vaccine in the recommended areas such as the deltoid and the thigh, experienced pain, swelling and redness at the injection site.
However, an unknown number of patients also may have received the vaccine IM in the buttocks without experiencing any side effects.  No further details were
provided.  Follow up information from a healthcare professional indicated that there were 2 patients who experienced pain, swelling and redness, and no further
identifying patient details were available.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

300898-1

17-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Pain, Swelling, Wrong technique in drug usage process

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6383
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Jan-2008
Status Date

PA
State

WAES0711USA04347
Mfr Report Id

Information has been received from a physician concerning a 15 year old female who was vaccinated (route, site and dosage not reported) with Gardasil (lot #
not reported).  Concomitant therapy included Menactra, Flumist and Adacel given on the same day.  Post vaccination, the patient stood up and started talking
and subsequently fainted.  The patient fully recovered.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

300899-1

17-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

TDAP
MNQ
HPV4
FLUN

SANOFI PASTEUR
SANOFI PASTEUR
MERCK & CO. INC.
MEDIMMUNE VACCINES, INC.

NULL
NULL
NULL
NULL

Unknown
Unknown
Unknown
Unknown

Unknown
Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 6384
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Oct-2007
Vaccine Date

Unknown
Onset Date Days

17-Jan-2008
Status Date

FL
State

WAES0711USA04358
Mfr Report Id

Information has been received from a physician, via a company representative, concerning a 17 year old female patient, who on approximately 20-Oct-2007 ("a
month ago") was vaccinated IM with the first dose, 0.5 ml, of Gardasil (lot # not provided).  After an unknown duration of time, the patient experienced stomach
pain and vomiting.  Subsequently, the patient recovered from stomach pain and vomiting (duration not specified).  The patient sought unspecified medical
attention.  The patient's 23 year old sister also experienced the events as described above, when vaccinated with Gardasil (WAES #0711USA04192).  Further
information is not available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

300900-1

17-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain upper, Familial risk factor, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6385
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Oct-2007
Vaccine Date

17-Oct-2007
Onset Date

15
Days

27-Dec-2007
Status Date

FR
State

WAES0711USA04028
Mfr Report Id

Information has been received from a general practitioner concerning a 13 year old female with a history of growth hormone deficiency who on 02-OCT-2007
was vaccinated with a second dose of Gardasil (batch #NF46740) (lot #0233U). Since 17-OCT-2007 the patient experience recurrent Raynaud's symptoms of
both hands, cold feeling of feet and muscular tension (site not reported). Symptoms were ongoing at the time of reporting. Laboratory testing results (not
specified) are not yet available. Neurological examinations are scheduled. A previous dose of Gardasil (batch #NF46730) (lot #1473F) on 01-AUG-2007 was
well tolerated. Other business partner number includes E2007-07326. Follow up information was received on 14-DEC-2007 concerning the patient with a
history of bacterial meningitis. The report was as follows: "The case was upgraded to serious (other important medical event) upon internal medical review. The
girl was presented to several specialists, no final diagnosis was established. On 19-OCT-2007 she was examined by an orthopedist. No orthopedic cause was
found for the complaints in physical examinations and x-ray of cervical spine. On 29-OCT-2007 she was referred to the outpatient department of a
neuropediatric clinic. Additionally headache, hyperaesthesia and pain in both arms spreading to both shoulders and pain in both feet was reported in the
epicrisis. At that time only pain during movement of the fingers was still present. Further neurological examinations (e.g. SSEP) will be carried out in case the
patient develops a relapse. Laboratory findings including rheumatoid factor, ANA, cold agglutinins and total blood count were normal. Antibodies against
mycoplasma was slightly increased. All examinations showed normal results. Because of the course of the symptoms the physician assumed a 'para-infectious
event', he denied assessing the role of the vaccine. On 15-NOV-2007 she presented at a specialist for vascular surgery. Raynaud symptoms were relapsing,
the cause remained unclear. Diagnosis of thoracic outlet

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Prex Illness:

serum ANA normal; serum Mycoplasma pneumoniae antibody slightly increased; serum rheumatoid factor normal; cold agglutinin test normal; complete blood
cell count normal;
Growth hormone deficiency; Meningitis bacterial

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

300902-1

27-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Bronchial hyperreactivity, Bronchitis, Cough, Feeling cold, Headache, Hyperaesthesia, Lung disorder, Musculoskeletal disorder, Musculoskeletal pain,
Mycoplasma infection, No reaction on previous exposure to drug, Pain in extremity, Raynauds phenomenon, Thoracic outlet syndrome

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
26-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0233U 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6386
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Nov-2007
Vaccine Date

19-Nov-2007
Onset Date

0
Days

27-Dec-2007
Status Date

FR
State

WAES0711USA06170
Mfr Report Id

Information has been received from the father of an 18 year old female with no medical history who on 19-NOV-2007 was vaccinated with Gardasil (lot#
unknown). On 19-NOV-2007 some hours post vaccination the patient developed general malaise. On teh 22-NOV-2007 the patient developed a 38 degree to
38.5 degree fever and intense cephalgia. The patient was admitted to the hospital room through the emergency room. No other information regarding outcome
or cessation has been reported. Follow-up information was received on 17-DEC-2007. It was confirmed that the patient was admitted to the hospital (discharge
date 04-DEC-2007). Additional information is not expected. Other business partner included are: E2007-08578.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

body temp 38-38.5 degrees
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

300903-1 (S)

27-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Malaise, Pyrexia

 HOSPITALIZED, SERIOUS

Other Vaccine
26-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6387
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Dec-2007
Vaccine Date

13-Dec-2007
Onset Date

7
Days

27-Dec-2007
Status Date

FR
State

WAES0712CAN00044
Mfr Report Id

Information has been received from a consumer concerning his daughter who on 06-DEC-2007 was vaccinated with second dose of Gardasil (Lot # not
available). The patient's vision "was fine (40-80) until 11-DEC-2007." On 13-DEC-2007 the patient experienced vision twice as bad and had no peripheral
vision. The patient's vision twice as bad and no peripheral vision persisted. Upon internal review, no peripheral vision was considered an other important
medical event. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

visual acuity test, 40-80
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

300904-1

27-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Visual acuity reduced, Visual field defect

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
26-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6388
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Aug-2007
Vaccine Date

06-Aug-2007
Onset Date

0
Days

27-Dec-2007
Status Date

FR
State

WAES0712CZE00003
Mfr Report Id

Information has been received from a physician concerning a 25 year old female who on 06-AUG-2007 was vaccinated with Gardasil, the first dose of vaccine
(yeast). There was no concomitant medication. On 06-AUG-2007 the patient experienced arm pain. After two days the patient recovered. On 08-OCT-2007 the
patient was vaccinated with second dose of vaccine and experienced injected limb mobility decreased with arm pain. Therapy with Gardasil vaccine was
interrupted. Subsequently, the patient recovered from injected limb mobility decreased with arm pain were related to therapy with Gardasil. The physician felt
that pain in extremity and injected limb mobility decreased were serious events and an other important medical event. Additional information is not expected.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

300905-1

27-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injected limb mobility decreased, Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
26-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6389
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Nov-2007
Vaccine Date

Unknown
Onset Date Days

27-Dec-2007
Status Date

FR
State

WAES0712USA07341
Mfr Report Id

Information has been received from a gynaecologist concerning an 18 year old female who on 13-NOV-2007 was vaccinated with a second dose of Gardasil
(lot# 0251U; batch #NF56480) into the deltoid muscle on 13-NOV-2007. The first vaccination with Gardasil was well tolerated. Concomitant therapy included
hormonal contraceptives (unspecified). Approximately three weeks post vaccination, the patient complained about shortness of breath. A common cold was
suspected and she was treated accordingly (not specified). As symptoms were ongoing the patient was referred to an internist. Pulmonary scintigraphy and
electroencephalography (EEG) revealed bilateral pulmonary embolism. The patient was admitted to the hospital ICU and was treated with Marcumar. No
information was given about the other treatment. Complete diagnostics including phlebography, pulmonary and cranial CT scan, clotting factors including
genetic coagulation disorders did not reveal any cause for the embolism. The patient had been taken hormonal contraceptives since 1, 5 years. the patient
recovered completely within two weeks. To be noted that the reporter does not see a causal relation to the vaccine. He only called because no cause for
embolism was found and the vaccination was the only differing factor in the patient's history. Other business partners included are: E2007-09135.

Symptom Text:

hormonal contraceptives (unspecified)Other Meds:
Lab Data:

History:
Prex Illness:

diagnostic laboratory test complete performed; venography phlebography; computed axial tomography pulmonary; head computed axial tomography;
diagnostic laboratory test clotting factors; diagnostic laboratory test genetic coagulation disorde
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

300906-1 (S)

27-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dyspnoea, Nasopharyngitis, No reaction on previous exposure to drug, Pulmonary embolism

 HOSPITALIZED, SERIOUS

Other Vaccine
26-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0251U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6390
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Dec-2007
Vaccine Date

19-Dec-2007
Onset Date

14
Days

27-Dec-2007
Status Date

CT
State

WAES0712USA08051
Mfr Report Id

Information has been received from a nurse concerning a 13 year old female who on 05-DEC-2007 was vaccinated intramuscularly (site not reported) with the
1st 0.5ml dose of Gardasil (lot# 659437/1266U). On 19-DEC-2007, post vaccination the patient was not able to move her head, hands and legs and was taken
to the emergency room and then hospitalized. At the time of this report the patient had not recovered. The patient not being able to move her head, hands and
legs was considered to be immediately life-threatening and disabling by the nurse. Additional information has been requested.  1/18/08 Reviewed hospital
medical records which reveal patient experienced HA, lethargy, muscle weakness, difficult to arouse, altered speech, difficulty walking.  Admitted 12/18-
12/19/2007.  Discussed w/Neuro.  Vax record included w/hospital records.  Admitted for observation & improved to baseline by d/c.  Psychogenic source
considered. FINAL DX: muscle weakness.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Prex Illness:

Unknown LABS: CBC & chemistry WNL.  LP revealed CSF WNL, c/s neg.  CT WNL.  MRI head/spine WNL.  EEG done, results pending.
Unknown PMH: menstrual migraines, asthma, seasonal allergies, psychological/behavioral issues, temper tantrums.  Conceived via artificial insemination.
Father w/Kleinfelters disease.  Family hx: breast cancer, MI, maternal seizures.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

300907-1 (S)

22-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Depressed level of consciousness, Gait disturbance, Headache, Lethargy, Movement disorder, Muscular weakness, Speech disorder

 ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, LIFE THREATENING, PERMANENT DISABILITY, SERIOUS

Related reports:   300907-2

Other Vaccine
26-Dec-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2430AA
1266U

0
0

Unknown
Unknown

Unknown
Intramuscular



10 JUN 2008 06:27Report run on: Page 6391
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Dec-2007
Vaccine Date

18-Dec-2007
Onset Date

13
Days

02-Jan-2008
Status Date

CT
State

WAES0712USA08088
Mfr Report Id

Information has been received from a physician, via a company representative, concerning a female patient (age not reported), who in the first week of
December 2007, was vaccinated IM with a dose of Gardasil (lot # not reported). On 18-DEC-2007 the patient experienced "fogginess and had lost the use of
her limbs." The patient sought medical attention and it was determined that she had developed Guillain-Barre syndrome. Follow up information received from a
nurse, indicated that the patient had no pertinent medical history or allergies, when on 05-DEC-2007, she was vaccinated with the first dose of Gardasil (lot
#655503/0012U), and with a dose of secondary suspect Menactra (lot # not reported). On 18-DEC-2007, the patient presented to the emergency room (ER),
with numbness from her head to toes and she could not walk. She was hospitalized, and a spinal tap, magnetic resonance imaging (MRI) and diagnostic labs
were performed during the hospitalization. All test results were negative or normal. The nurse reported that the final diagnosis was not Guillain-Barre as
previously reported, but a "possible reaction to the combination of Gardasil and Menactra," and added that there was "some evidence of psychological
problems." On 21-DEC-2007, the patient was discharged from the hospital. On 22-DEC-2007, the nurse spoke with the patient, who reported that she had
completely recovered. The nurse indicated that the events were not considered to be life threatening, however one or more of the events (of note "could not
walk") was considered to be disabling/incapacitating. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

spinal tap, 12/18?/07, negative; magnetic resonance, 12/18?/07, negative; diagnostic laboratory, 12/18?/07, normal
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

300907-2 (S)

08-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abasia, Feeling abnormal, Hypoaesthesia, Mental disorder, Movement disorder

 ER VISIT, HOSPITALIZED, PERMANENT DISABILITY, SERIOUS

Related reports:   300907-1

Other Vaccine
31-Dec-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
0012U

Unknown
Unknown

Unknown
Intramuscular



10 JUN 2008 06:27Report run on: Page 6392
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Nov-2007
Vaccine Date

21-Nov-2007
Onset Date

0
Days

27-Dec-2007
Status Date

NY
State

WAES0712USA08096
Mfr Report Id

Information has been received from a nurse concerning a 19 year old female with a "history of seizures when in pain" who on 21-NOV-2007 was vaccinated
with a third dose of Gardasil (lot# 655154/1210U) 0.5 mL IM. Therapy with Gardasil started on an unspecified date "6 months ago'. There was no concomitant
medication. On 21-NOV-2007 the patient experienced a seizure after receiving her third dose of Gardasil. Medical attention was sought. On an unspecified date
a magnetic resonance imaging (MRI), computed axial tomography (CT SCAN) and an electroencephalography (EEG) was performed. The results were
unknown. On an unspecified date the patient had recovered. The reporter felt seizure was considered to be immediately life-threatening, other medical event
(OME) and disabling. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

magnetic resonance; computed axial; electroencephalography
Convulsion

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

300908-1 (S)

27-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion

 ER VISIT, LIFE THREATENING, PERMANENT DISABILITY, SERIOUS

Other Vaccine
26-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1210U 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6393
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Nov-2007
Vaccine Date

29-Nov-2007
Onset Date

0
Days

27-Dec-2007
Status Date

FR
State

WAES0712USA08153
Mfr Report Id

Information has been received from a physician concerning a 13  year old female, who on 29-NOV-2007 was vaccinated intramuscularly into the upper arm
with a first dose of Gardasil (Batch# NF56940). Fifteen minutes post vaccination the patient complained about nausea, dizziness, peripheral circulatory
disorder, and a headache. Two hours post vaccination the patient experienced paresthesia in both hands and feet. The patient's blood circulation, sensibility,
and motor functions were normal. On 29-NOV-2007 the patient was hospitalised. A reaction due to hyperventilation was excluded. The patient's blood count
and electrolytes were without findings (values were not reported). The patient discharged from the hospital and recovered on 30-NOV-2007. Other business
partner numbers included: E2007-09257. Additional information is not expected. The case is closed.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

complete blood cell count, values not reported; serum electrolytes test, values not reported
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

300909-1 (S)

27-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Headache, Nausea, Paraesthesia, Peripheral vascular disorder

 HOSPITALIZED, SERIOUS

Other Vaccine
26-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6394
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Dec-2007
Vaccine Date

Unknown
Onset Date Days

31-Dec-2007
Status Date

MI
State Mfr Report Id

No symptoms or problems but client received 2 influenza vaccines, 2 separate arms at same time during vaccination clinic by 2 nurses.  Vaccines were marked
correctly but 1 flu vaccine was set up for sibling.  Both nurses grabbed flu shot, gave at same time.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

300943-1

31-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Incorrect dose administered, Medication error

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
26-Dec-2007

Received Date

Prex Vax Illns:

VARCEL
MNQ
TDAP
HPV4
FLU
HEPA

MERCK & CO. INC.
SANOFI PASTEUR
SANOFI PASTEUR
MERCK & CO. INC.
SANOFI PASTEUR
GLAXOSMITHKLINE
BIOLOGICALS

1495U
U2418AA
71206
1063U
U2523AA
AHAVB171AA

1
0
5
0

0

Right arm
Left arm

Right arm
Left arm

Right arm
Left arm

Subcutaneously
Intramuscular
Intramuscular
Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 6395
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Dec-2007
Vaccine Date

14-Dec-2007
Onset Date

1
Days

28-Dec-2007
Status Date

SD
State Mfr Report Id

Chills, felt hot, then cold - did break a sweat felt "run down", weak no fever detected (had no thermometer available) by hand on forhead 12/14/07-12/15/07
(Lasted approx. 30 hours)

Symptom Text:

Other Meds:
Lab Data:
History:

major surgery Nov 5, 2007Prex Illness:

Scoliosis curve surgically stabilized and corrected Nov 5, 07

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

300950-1

16-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Chills, Feeling of body temperature change, Hyperhidrosis

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
26-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1063U 2 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 6396
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Sep-2007
Vaccine Date

Unknown
Onset Date Days

31-Dec-2007
Status Date

OR
State Mfr Report Id

History of migraines years ago.  After 1st HPV she had more migraines.  Some with left eye blurriness.  Not sure if related to the vaccine.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

hx migraines

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

300955-1

31-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Condition aggravated, Migraine, Vision blurred

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
26-Dec-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2403AA
1060U

0
0

Left arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 6397
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Oct-2007
Vaccine Date

Unknown
Onset Date Days

28-Dec-2007
Status Date

IL
State Mfr Report Id

Pt stated that she was pregnant at the time of her last set of immunizations but had not realized it at the time.  She stated after receiving the vaccines, she took
a pregnancy test and learned she was "a few weeks pregnant."  She reported that she had then miscarried at 9 weeks.

Symptom Text:

NAOther Meds:
Lab Data:
History:

NAPrex Illness:

Not Any
NA

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

300961-1

28-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy, Pregnancy test positive

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
26-Dec-2007

Received Date

Prex Vax Illns:

TDAP

MNQ
HPV4

GLAXOSMITHKLINE
BIOLOGICALS
SANOFI PASTEUR
MERCK & CO. INC.

AC52B016BA

U2226AA
0245U

0

0
0

Left arm

Right arm
Right arm

Intramuscular

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 6398
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Dec-2007
Vaccine Date

17-Dec-2007
Onset Date

0
Days

31-Dec-2007
Status Date

PA
State Mfr Report Id

At site of immunization (R deltoid), 5 cm area induration, no erythema.  (Examined 12/19/2007, reaction began evening of immunization 12/17/07).Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Allergic to Codeine

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

300972-1

31-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Injection site induration

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
26-Dec-2007

Received Date

Prex Vax Illns:

HPV4
FLU

MERCK & CO. INC.
SANOFI PASTEUR

1522U
U2531AA

2
1

Right arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 6399
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Dec-2007
Vaccine Date

12-Dec-2007
Onset Date

1
Days

02-Jan-2008
Status Date

MA
State Mfr Report Id

Torso Hives Patient was placed Predinose 30 mg BID for 5 days and Benadryl 50 mg every 6 hours. Waited in office 1 hr after doses.Symptom Text:

Verruca Freeze-warts on 12/11/07Other Meds:
Lab Data:
History:

nonePrex Illness:

none
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

300981-1

02-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
26-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 12600 1 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 6400
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Dec-2007
Vaccine Date

18-Dec-2007
Onset Date

0
Days

02-Jan-2008
Status Date

--
State Mfr Report Id

The school nurse had just finished giving this student the Menactra and HPV vaccines and the student slumped over, her body began shaking and began
having "seizure like" activity of her body shaking, teeth clenched, for 45 seconds.  She did not remember any of the incident.  She then woke up.  The student
complained of a headache and stomach ache after the incident.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

301054-1

02-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain upper, Amnesia, Bruxism, Convulsion, Headache, Syncope, Tremor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
26-Dec-2007

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2295BA
0929U

0
0

Unknown
Unknown

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 6401
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Dec-2007
Vaccine Date

02-Dec-2007
Onset Date

1
Days

28-Dec-2007
Status Date

--
State

WAES0712USA08080
Mfr Report Id

Information has been received from a consumer concerning her 18 year old daughter with no pertinent medical history who in December 2007, was vaccinated
with a second dose of HPV rL1 6 11 16 18 VLP vaccine (yeast).  Possible concomitant therapy included hormonal contraceptives (unspecified).  In December
2007, one day after vaccination, the patient experienced tingling and paralysis in both of her feet.  She was taken to the emergency department of a hospital
and they did many different tests.  A magnetic resonance imaging (MRI), spinal cord tests and many other tests were performed, (results not reported).  The
physicians reported that she had an auto-immune response of her brain and spinal cord which had created lesions and had damaged her brain and spinal cord.
 The mother did not believe that her daughter had to stay overnight in the hospital.  The patient was receiving care at home.  The mother did not know if her
daughter had any reaction following the first dose of HPV rL1 6 11 16 18 VLP vaccine (yeast).  At the time of the report the patient had not recovered.  Upon
internal review paralysis in both feet was considered to be an other important medical event.  Additional information is not expected.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:

History:
Prex Illness:

magnetic resonance, results not reported; diagnostic laboratory, spinal cord tests: results not reported; diagnostic laboratory, many other tests: results not
reported
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

301095-1

28-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Autoimmune disorder, Brain damage, Nervous system disorder, Paraesthesia, Paralysis, Spinal cord disorder

 ER VISIT, NOT SERIOUS

Other Vaccine
27-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6402
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Dec-2007
Vaccine Date

21-Dec-2007
Onset Date

0
Days

28-Dec-2007
Status Date

ME
State Mfr Report Id

Global headache, malaise at 7PM                  Fever to 102F orally with chills, backache, bilateral hip pain at 11PM                       All resolved with ibuprofen,
acetaminophen at home. Fever recurred at 5AM, resolved with ibuprofen. No fever on presentation.

Symptom Text:

OCPsOther Meds:
Lab Data:
History:

NonePrex Illness:

None
Anxiety, migraine

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

301102-1

28-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Back pain, Chills, Headache, Malaise, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
27-Dec-2007

Received Date

None~ ()~NULL~~In PatientPrex Vax Illns:

HPV4 MERCK & CO. INC. 1062U 2 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 6403
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Dec-2007
Vaccine Date

27-Dec-2007
Onset Date

0
Days

03-Jan-2008
Status Date

NM
State Mfr Report Id

HPV 0.5 ml IM R Deltoid, Pt with syncopal episode once head trauma. MD eval to pt. Tylenol given for HA. Pt with nausea/vomiting-CT orderedSymptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

CT Head pending at time form completed
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

301127-1

03-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Head injury, Headache, Nausea, Syncope, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
27-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1267U 2 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 6404
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Dec-2007
Vaccine Date

27-Dec-2007
Onset Date

0
Days

03-Jan-2008
Status Date

NM
State Mfr Report Id

HPV 0.5 ml IM R Deltoid.  Patient with syncopal episode and head trauma.  Patient in trendelenberg position.  Water given, vital signs monitored and patient
discharged stable.

Symptom Text:

DoxycyclineOther Meds:
Lab Data:
History:

AcnePrex Illness:

Acne

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

301128-1

04-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Head injury, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
27-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0930U 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 6405
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Oct-2007
Vaccine Date

10-Oct-2007
Onset Date

0
Days

03-Jan-2008
Status Date

KS
State Mfr Report Id

Seen in clinic on 12/17/07 for complaint of "swollen left arm" at site where received Gardasil vaccine with initial sore redness swell after vaccination after 8
hours, but pain continues with limited range of motion.

Symptom Text:

Prevacid; Patanol; ZyrtecOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
9.0

301129-1

04-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Injected limb mobility decreased, Injection site swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
27-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0525U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6406
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Dec-2007
Vaccine Date

Unknown
Onset Date Days

03-Jan-2008
Status Date

CA
State Mfr Report Id

None StatedSymptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

301135-1

03-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Unevaluable event

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
27-Dec-2007

Received Date

Prex Vax Illns:

VARCEL
MNQ
HEPA
HPV4

MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.
MERCK & CO. INC.

11824U
U2544AA
1213F
10624

1
1
1
1

Left arm
Right arm
Right arm
Left arm

Unknown
Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 6407
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Oct-2007
Vaccine Date

06-Dec-2007
Onset Date

44
Days

31-Dec-2007
Status Date

CA
State Mfr Report Id

I saw the patient 12/26/07 for new onset of moderate to severe exercise induced bronchospasm.  She has no atopic history, no history of allergies, eczema or
asthma and no family history.  Symptoms developed about 6 weeks after receiving her first dose of Gardasil.  I have begun her on empiric therapy, yet am
concerned her condition may have been prompted by the Gardasil.  She had her second dose, however, this past week before I became concerned about a
connection between the vaccine and her bronchospasm.  I am following her very closely.    1/11/08 Reviewed office notes of 12/28-30/2007 which reveal
patient experienced exercise induced bronchospasm.  Telephone conf w/parent revealed patient getting very SOB & winded w/minimal exertion despite meds &
inhaler.  Referred to pediatric pulmonologist.   2/19/08 Reviewed outpatient clinics medical records which reveal patient initially seen by pulmonogy 1/3/08.
Had SOB & dyspnea w/onset of any vigorous exercise, 1st occurring 6/2007 & 8/2007 both times after biking long distance. Then in 12/2007 developed SOB
w/stridor, thoat pain & chest pain while running in soccer. PCP had placed on dual inhalers w/o any improvement in s/s.  Dx w/probable vocal cord dysfunction.
Inhalers d/c & referred to laryngologist.  Seen by laryngology on 1/23/08.  Dx w/paradoxical vocal fold motion.  Referred to cardio & speech tx. FINAL DX:
paradoxical vocal fold motion.

Symptom Text:

noneOther Meds:
Lab Data:

History:
nonePrex Illness:

Peak flows were normal at baseline and markedly diminished > 50% with exercise, resulting in pallor, severe dyspnea and wheezing after only minimal exertion
in a previously healthy athletic child.  LABS: CXR & neck x-rays WNL.  PFTs WNL.
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
9.0

301146-1 (S)

22-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Bronchospasm, Dyspnoea, Vocal cord disorder

 ER VISIT, LIFE THREATENING, SERIOUS

Other Vaccine
28-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0742 U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 6408
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jul-2007

Vaccine Date
18-Jul-2007
Onset Date

0
Days

31-Dec-2007
Status Date

MI
State

WAES0709USA02085
Mfr Report Id

Initial and follow-up information has been received from the Pregnancy Registry via a health professional concerning an 18 year old female with asthma who on
18-JUL-2007 was vaccinated with a first dose of Gardasil (Lot #657868/0523U). Concomitant therapy included medroxyprogesterone acetate (DEPO-
PROVERA). Subsequently, it was discovered that the patient was pregnant. The patient's last menstrual period was on 26-JUN-2007 and the estimated date of
delivery was 04-APR-2007. A pregnancy test was performed, results positive. On 12-SEP-2007 an ultrasound was performed revealing an 11 week and 7 day
intrauterine pregnancy. On 27-SEP-2007 an amniocentesis was scheduled, results not reported. On 23-OCT-2007, an elective termination of Pregnancy was
performed. At the time of the report the patient's outcome was unknown. Upon internal review, elective termination was considered an other important medical
event. Additional information has been requested.

Symptom Text:

Depo-Provera 150 mgOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP=6/26/2007); AsthmaPrex Illness:

ultrasound 09/12/07 11 week and 7 day Intrauterine pregnancy; amniocentesis 09/27/07 results not reported; beta-human chorionic Positive

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

301153-1

31-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Abortion induced, Amniocentesis, Drug exposure during pregnancy, Pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
28-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0523U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6409
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-May-2007
Vaccine Date

Unknown
Onset Date Days

31-Dec-2007
Status Date

FR
State

WAES0712AUS00348
Mfr Report Id

Information has been received from a father via CSL as part of a business agreement concerning a 16 year old female who in May 2007, was vaccinated with
the first dose of Gardasil. Since May 2007 post vaccination, the patient has experienced nausea, vomiting, lethargy, swollen supraclavicular lymph nodes,
headache, insomnia, weakness and fatigue. These symptoms have progressively worsened over time. In July 2007, the patient was vaccinated with the second
dose of Gardasil. It was reported that "countless physicians have been consulted" and "barrages of tests have yielded no specific cause". In October 2007, the
patient underwent surgery to remove the lymph nodes of the neck in order to rule out Hodgkins Lymphoma and the results came back negative. A specialist
diagnostic physician has been consulted more recently. Blood tests have also yielded no specific cause for these symptoms. The patient was admitted to
hospital on 21-DEC-2007 for management of worsening symptoms (i.e. maintenance of open air way using steroids due to excessive swelling). Also I.V
infusions are being administered. No further details could be obtained at this time. At the time of reporting on 21-DEC-2007, the patient's nausea and vomiting
and lethargy and swollen supraclavicular lymph nodes and headache and insomnia and weakness and fatigue persisted. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory test, ??07; lymph node excision, ??Oct07
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

301154-1 (S)

31-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Biopsy lymph gland, Fatigue, Headache, Insomnia, Lethargy, Lymphadenopathy, Nausea, Pharyngeal oedema, Surgery, Vomiting

 HOSPITALIZED, SERIOUS

Other Vaccine
28-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6410
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Nov-2007
Vaccine Date

29-Nov-2007
Onset Date

0
Days

31-Dec-2007
Status Date

FR
State

WAES0712USA08498
Mfr Report Id

Information has been received from a health professional concerning a 13 year old female, who on 29-NOV-2007 was vaccinated intramuscularly into the upper
arm with a first dose of Gardasil (Batch# NF56940). On 29-NOV-2007 fifteen minutes post vaccination the patient complained about nausea, dizziness,
peripheral circulatory disorder, and a headache. Two hours post vaccination the patient experienced paraesthesia in both hands and feet. The patient was
hospitalized on 29-NOV-2007. A reaction due to hyperventilation was excluded. The patient's blood count and electrolytes were without findings (values were
not reported). The patient was discharged from the hospital and recovered on 30-NOV-2007. Other business partner numbers included:E2007-09257.
Additional information is not expected. The case is closed.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

complete blood cell count values not reported; serum electrolytes test values not reported
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

301155-1 (S)

31-Dec-2007
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Headache, Nausea, Paraesthesia, Peripheral vascular disorder

 HOSPITALIZED, SERIOUS

Other Vaccine
28-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6411
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Dec-2007
Vaccine Date

28-Dec-2007
Onset Date

0
Days

03-Jan-2008
Status Date

ID
State Mfr Report Id

First time I gave her the HPV shot she fainted and had a small seizure for approx 5 sec. Today, I gave her the 2nd HPV shot, she was sitting this time, had a
seizure for approx 5-8 sec, w/ no fainting and was aware this time of her surroundings.

Symptom Text:

Claritin 10 mg, Topicort 0.25% cream, Zyrtec 10mg, Triamicinolone cream 0.1%Other Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

301180-1

04-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
28-Dec-2007

Received Date

Same~HPV (Gardasil)~1~16~In PatientPrex Vax Illns:

HPV4 MERCK & CO. INC. 0928U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 6412
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Dec-2007
Vaccine Date

18-Dec-2007
Onset Date

1
Days

03-Jan-2008
Status Date

CA
State Mfr Report Id

Local erythema and pruritus at site of injection in (R) subcutaneous arm 1 day following.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

301197-1

04-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site pruritus

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
28-Dec-2007

Received Date

Prex Vax Illns:

VARCEL
MNQ
HPV4

MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.

15760
V2928AA
09280

1
0
0

Right arm
Left arm

Right arm

Subcutaneously
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 6413
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Jan-2008
Status Date

CT
State

WAES0711USA04408
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with a dose of Gardasil.  Subsequently the patient experienced
numbness down her arm immediately after the injection.  It was reported that the numbness went away later that day.  Subsequently, the patient recovered
from the numbness down her arm.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

301208-1

17-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6414
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Jan-2008
Status Date

--
State

WAES0711USA04423
Mfr Report Id

Information has been received from a health professional concerning a 21 year old female who was vaccinated with the first dose of Gardasil.  "About two
weeks" after receiving the first dose of Gardasil the patient experienced heart defibrillation.  The patient sought unspecified medical attention in the physician's
office.  Per the reporter, the patient is going to a cardiologist and is now on a heart monitor.  No further AE information.  Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

301209-1

17-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Cardiac arrest, Cardiac monitoring, Cardioversion

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6415
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Jan-2008
Status Date

--
State

WAES0711USA04434
Mfr Report Id

Information has been received from a health professional concerning an 18 year old female who was vaccinated with her first dose of Gardasil in another
doctor's office.  Subsequently the patient experienced a heart defibulation problem.  The patient was not a patient of the health professional, but she can be
contacted for more information.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

301210-1

17-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Cardiac arrest, Cardioversion

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6416
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Jan-2008
Status Date

WA
State

WAES0711USA04436
Mfr Report Id

Information has been received from a physician concerning a patient who was vaccinated with the first dose of Gardasil.  Subsequently the patient experienced
allergic reaction.  Unknown medical attention was sought.  The patient's outcome was unknown.  No product quality complaint was involved.  Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

301211-1

17-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hypersensitivity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6417
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Nov-2007
Vaccine Date

17-Nov-2007
Onset Date

1
Days

02-Jan-2008
Status Date

FR
State

WAES0712USA08343
Mfr Report Id

Information has been received from a health professional concerning a 16 year old female with a history of grass and pollen allergy who on 16-NOV-2007 was
vaccinated with a second dose of Gardasil (lot# unknown) via the IM route in the deltoid. On 17-NOV-2007, one day post vaccination the patient experienced
generalized urticaria. The throat was erythematous. After a bacteriologist sample was performed scarlet fever was ruled out. The patient was hospitalised
during 3 days for a work-up following onset of an oedema of the face. The reporter considered the reaction as moderate. No aetiology was found. It is
noteworthy that the patient was undergoing sensitization and had urticaria-like skin lesions at the time of vaccination. The first dose of Gardasil had been well
tolerated. Additional information is not expected. Other business partners included are: E2007-09419.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Pollen allergy; Rash urticaria-like; Skin lesionPrex Illness:

diagnostic laboratory test bacteriologist sample-ruled out scarlett fever

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

301240-1 (S)

02-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Face oedema, Pharyngeal erythema, Urticaria

 HOSPITALIZED, SERIOUS

Other Vaccine
31-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6418
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Aug-2007
Vaccine Date

05-Nov-2007
Onset Date

75
Days

02-Jan-2008
Status Date

--
State

WAES0709USA04280
Mfr Report Id

Initial and follow-up information has been received from a registered nurse through the Pregnancy registry concerning a 24 year old female smoker of 1/2 pack
per day who quit on 25-SEP-2007, with a history of cervical cancer in 2001, and with asthma, hypoglycemia diagnosed in April 2005, and no drug allergies, who
on 22-AUG-2007 was vaccinated intramuscularly with a 0.5 mL first dose of Gardasil (Lot# 657617/0384U). Concomitant therapy included albuterol inhaler.
Subsequently, the patient was pregnant. The patient's last menstrual period was 04-JUL-2007 and her estimated delivery date was 23-APR-2008. The patient
had an office visit. A pregnancy test was performed (no results provided). At the time of the report, the patient's outcome was unknown. No product quality
complaint was involved. Follow-up indicated that on 05-NOV-2007 the patient had a spontaneous abortion 16 weeks from her last menstrual period. It was
unknown if the products of conception were examined. It was reported that the patient had not seen a doctor for this pregnancy. The patient was seen in the
emergency room on 05-NOV-2007 when she learned of the miscarriage. The patient had 3 previous pregnancies with 1 full term delivery, 1 spontaneous
abortion, and 1 elective termination. Upon internal review spontaneous abortion was considered to be an other important medical event. Additional information
is not expected.

Symptom Text:

albuterolOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP=7/7/2007) Asthma; HypoglycaemiaPrex Illness:

beta-human chorionic
Cervical cancer; Smoker

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

301242-1

02-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
31-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0384U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6419
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Dec-2007
Vaccine Date

20-Dec-2007
Onset Date

1
Days

04-Jan-2008
Status Date

CA
State Mfr Report Id

Red, tender, edematous area at injection site.  Warm compresses (right arm).Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

301285-1

04-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site oedema, Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
31-Dec-2007

Received Date

Prex Vax Illns:

TDAP
MNQ
HPV4

SANOFI PASTEUR
SANOFI PASTEUR
MERCK & CO. INC.

C2689AA
U2544AA
14460

0
0
0

Right arm
Left arm
Left arm

Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 6420
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Oct-2007
Vaccine Date

Unknown
Onset Date Days

04-Jan-2008
Status Date

WI
State Mfr Report Id

PedvaxHIB given instead of meningococcal vaccine. Pt had no side effect or symptoms.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
Asthma; Depression; Smoker

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

301286-1

04-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Wrong drug administered

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
31-Dec-2007

Received Date

Prex Vax Illns:

HPV4
HIBV

MERCK & CO. INC.
MERCK & CO. INC.

0181U
1274F

Unknown
Unknown

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 6421
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Oct-2007
Vaccine Date

15-Oct-2007
Onset Date

0
Days

18-Jan-2008
Status Date

TX
State

WAES0711USA06723
Mfr Report Id

Information has been received from a medical assistant concerning a 14 year old female, who on 15-OCT-2007 was vaccinated in the arm with a dose of
Gardasil. Concomitant vaccinations included MENACTRA and Dtap, administered in the other arm. On 15-OCT-2007, as the medical assistant was pulling the
needle out of the patient's arm, the patient fainted. the patient was on top of the exam table and she fell forward onto the medical assistant and then hit her face
on the floor. The patient got cut right below her chin. The patient went to the hospital to get stitches. It was reported that the patient was out for 30 seconds. At
the time of the report, the patient's outcome was unknown. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

301333-1

04-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Face injury, Fall, Laceration, Loss of consciousness, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

TDAP
MNQ
HPV4

UNKNOWN MANUFACTURER
SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL
NULL

Unknown
Unknown
Unknown

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 6422
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jan-2008
Status Date

TX
State

WAES0712USA00101
Mfr Report Id

Information has been received from a registered nurse, via a company representative, concerning a female patient (age not reported), who on an unspecified
date was vaccinated IM with a dose, 0.5 ml, of Gardasil (lot # not reported). With the vaccination, the patient experienced "severe injection site pain that
seemed to radiate in the arm to the wrist." The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

301334-1

18-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6423
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Nov-2007
Vaccine Date

28-Nov-2007
Onset Date

1
Days

18-Jan-2008
Status Date

CT
State

WAES0712USA00147
Mfr Report Id

Information has been received from a physician concerning a 24 year old female who on 04-MAY-2007 was vaccinated with her first dose of Gardasil. On an
unspecified date, the patient was vaccinated with her second dose of Gardasil. On 27-NOV-2007, the patient was vaccinated with her third dose of Gardasil
(Lot # 659435/1265U). On 28-NOV-2007 the patient experienced flu-like symptoms, a headache, fatigue and arm pain. Patient outcome was not reported.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

301335-1

18-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Fatigue, Headache, Influenza like illness, Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1265U 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6424
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Nov-2007
Vaccine Date

27-Nov-2007
Onset Date

0
Days

18-Jan-2008
Status Date

--
State

WAES0712USA00172
Mfr Report Id

Information has been received from a health professional concerning a 15 year old female with a history of attention deficit disorder and sickle cell disease who
in September 2007, was vaccinated with her first dose of Gardasil. Concomitant therapy included STRATTERA and influenza virus vaccine (unspecified). On
27-NOV-2007 the patient was vaccinated intramuscularly with her second dose of Gardasil. A few hours post dose two, the patient experienced many, small,
slightly raised, itchy bumps on both arms. Subsequently, the patient recovered from many, small, slightly raised, itchy bumps on both arms after she was given
50mg of over the counter BENADRYL. Additional information has been requested.

Symptom Text:

STRATTERAOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Attention deficit disorder; Sickle cell disease

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

301336-1

18-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus, Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0680U 1 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Nov-2007
Vaccine Date

26-Nov-2007
Onset Date

0
Days

18-Jan-2008
Status Date

--
State

WAES0712USA00180
Mfr Report Id

Information has been received from a physician assistant concerning a female patient who on 26-NOV-2007, was vaccinated IM with a second dose of
Gardasil. That evening, the patient developed a skin rash. On 28-NOV-2007, the patient went back to the physician's office for a follow up visit. At the time of
this report, the patient's outcome was unknown. It was reported that the Gardasil was given a week after the flu vaccine. No product quality complaint was
involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

301337-1

18-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Sep-2007
Vaccine Date

19-Sep-2007
Onset Date

0
Days

18-Jan-2008
Status Date

AZ
State

WAES0712USA00192
Mfr Report Id

Information has been received from a medical assistant concerning an 18 year old female patient with no medical history and a penicillin allergy and a
sulfonamide allergy who on 30-JUL-2007, was vaccinated IM into the left deltoid with a prefilled syringe of Gardasil (Lot# 658282/0929U). Concomitant therapy
included PROZAC and LOESTRIN 24 FE. Subsequently, the patient experienced dizziness after the first dose> on 19-SEP-2007, the patient received a second
dose of Gardasil (Lot# 654539/0742U). Fifteen minutes later after leaving the office, the patient broke out in hives and a fever. Unspecified medical attention
was sought. No laboratory diagnostic studies were performed. On an unknown date, the patient recovered. It was reported that the third dose of the vaccine will
not be given. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

LOESTRIN 24 FE, PROZACOther Meds:
Lab Data:
History:

Penicillin allergy; Sulfonamide allergyPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

301338-1

04-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Pyrexia, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0742U 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Sep-2007
Vaccine Date

15-Oct-2007
Onset Date

17
Days

18-Jan-2008
Status Date

--
State

WAES0712USA00198
Mfr Report Id

Information has bee received from a consumer concerning her 17 year old daughter with no medical history and an allergy to sulfa, who on 28-SEP-2007 was
vaccinated with a first dose of Gardasil. Concomitant therapy included hormonal contraceptives (unspecified) and homeopathic medications (unspecified). Prior
to being vaccinated with Gardasil the patient was tested for HPV and genital warts and all her test came back negative. On 15-OCT-2007 (also reported as 19-
OCT-2007) the patient experienced a fever, and broke out with white bumps that were diagnosed as genital warts. The patient was treated with an unspecified
medication. Approximately one week later the patients genital warts had completely went away. The patient was seen by the physician. A blood test for HIgG
and IgM were performed (no results provided). The patient recovered on an unspecified date. Additional information is not expected.

Symptom Text:

Homeopathic medications, hormonal contraceptivesOther Meds:
Lab Data:
History:

Sulfonamide allergyPrex Illness:

Diagnostic laboratory - blood test for HIgG and IgM

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

301339-1

18-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anogenital warts, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Jan-2008
Status Date

MA
State

WAES0712USA00203
Mfr Report Id

Information has been received from a physician's assistant concerning a 21 year old female with no known drug or food allergies who on an unspecified date
was vaccinated with a second dose of Gardasil (lot#659437/1226U). Concomitant therapy included MIRAPEX. On an unspecified date, 2 days after receiving
Gardasil the patient experienced a generalized rash. Medical attention was sought. At the time of reporting it was unknown if the patient had recovered. No
other information was available. Additional information has been requested.

Symptom Text:

MIRAPEXOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

301340-1

18-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash generalised

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1266U 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6429
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Nov-2007
Vaccine Date

19-Nov-2007
Onset Date

0
Days

18-Jan-2008
Status Date

--
State

WAES0712USA00209
Mfr Report Id

Information has been received from a female who on 19-NOV-2007 was vaccinated intramuscularly with the first dose of Gardasil. On 19-NOV-2007the patient
experienced injection site pain and maladministration when she jerked and some of the vaccine spilled over her arm. Subsequently, the patient recovered from
injection site pain and maladministration at an unspecified date. the patient sought unspecified medical treatment. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

301341-1

18-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Device leakage, Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Dec-2007

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6430
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Oct-2007
Vaccine Date

19-Oct-2007
Onset Date

0
Days

07-Jan-2008
Status Date

FL
State Mfr Report Id

PT PASSED OUT IN THE PARKING LOTAND WAS DIAPHORETIC AND RECOVERED IN ABOUT 1 MINUTE AND SITTING UP. SHE WAS BROUGHT INTO
THE OFFICE AND HER HEART RATE WAS 80 AND BP WAS 118/70.  PT WAS MONITORED AND STABLE AT DISCHARGE.

Symptom Text:

IRON SUPPLEMENTSOther Meds:
Lab Data:
History:

N/APrex Illness:

PT WAS STABLE AT DISCHARGE
ALLERGIC TO PCN

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

301358-1

07-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure, Heart rate normal, Hyperhidrosis, Loss of consciousness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
02-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0387U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 6431
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Dec-2007
Vaccine Date

21-Dec-2007
Onset Date

0
Days

07-Jan-2008
Status Date

OH
State Mfr Report Id

Tingling in sore arm as shots with Hep A and menactra.  Also tightness at elbow.  PE: good strength, reflexes, light touch sensation variable below elbow.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

301440-1

08-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Joint stiffness, Limb discomfort, Paraesthesia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
02-Jan-2008

Received Date

Prex Vax Illns:

TDAP
HEPA

HPV4
MNQ

SANOFI PASTEUR
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
SANOFI PASTEUR

C2889AA
AHAUB200BA

12670
U2550AA

Right arm
Left arm

Right arm
Left arm

Intramuscular
Intramuscular

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 6432
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Nov-2007
Vaccine Date

13-Nov-2007
Onset Date

1
Days

07-Jan-2008
Status Date

--
State Mfr Report Id

Patient complained of severe injection site pain, shortness of breath, sweats.  Arm soreness for several days.  Awakened patient from sleep right after injection.Symptom Text:

Serevent, Flovent, KarivaOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.8

301442-1

08-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dyspnoea, Hyperhidrosis, Injection site pain, Pain in extremity, Sleep disorder

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
02-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6433
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Dec-2007
Vaccine Date

27-Dec-2007
Onset Date

0
Days

07-Jan-2008
Status Date

KY
State Mfr Report Id

Patient had syncope with cyanosis and tonic-clonic UE jerks.  Prescribed with ammonia smelling salts and 02 by mask briefly.  No sleepiness post.  No bowel
or bladder disturbances.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

Patient has prior H/O similar episodes.  Prior EEG 2003 nl.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

301443-1

08-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Cyanosis, Syncope, Tonic clonic movements

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
02-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1267U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6434
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Dec-2007
Vaccine Date

18-Dec-2007
Onset Date

1
Days

07-Jan-2008
Status Date

MN
State Mfr Report Id

About 15-18 hours after vaccine, shortness of breath, dizziness, nausea, arm soreness.Symptom Text:

Other Meds:
Lab Data:
History:

PharyngitisPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

301459-1

08-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Dyspnoea, Nausea, Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
02-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1446U 0 Right arm Unknown



10 JUN 2008 06:27Report run on: Page 6435
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-May-2007
Vaccine Date

23-Jun-2007
Onset Date

45
Days

07-Jan-2008
Status Date

MA
State Mfr Report Id

Patient received first Gardasil vaccine on 3/7/07 and second Gardasil vaccine on 5/9/07.  Patient developed a DVT in the right upper extremity subclavian and
axillary veins on 6/23/07.  At the time, she was also on oral contraceptives.  She was subsequently found to have thoracic outlet syndrome in the same
extremity. 1/24/08-records received for DC DX: Deep vein thrombosis, right arm. Depression.One day prior to admission noted dull pain in right shoulder,
swelling developed of right shoulder and arm, then discoloration of distal arm. Treated with anticoagulant therapy.

Symptom Text:

Sprintec, Prozac, Restasis eye dropsOther Meds:
Lab Data:
History:

NonePrex Illness:

Duplex Ultrasound positive for DVT.  Hypercoagulable evaluation negative.  Venography demonstrated thoracic outlet syndrome.
Keratitis, Dysthymia, Anxiety Disorder 1/24/08-records received- PMH: depression, OCP, keratitis.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

301598-1 (S)

30-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Contraception, Deep vein thrombosis, Depression, Musculoskeletal pain, Oedema peripheral, Skin discolouration, Thoracic outlet syndrome

 ER VISIT, HOSPITALIZED, SERIOUS

Other Vaccine
03-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NEED MED
RECORD

1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6436
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Oct-2007
Vaccine Date

Unknown
Onset Date Days

04-Jan-2008
Status Date

FR
State

WAES0712USA01273
Mfr Report Id

Information has been received from a gynaecologist concerning a 17 year old female who on 15-OCT-2007 was vaccinated with Gardasil (lot# unknown) and
was well tolerated. Concomitant therapy included hormonal contraceptives (unspecified) irregularly. On 12-NOV-2007, the patient was vaccinated with a
second dose of Gardasil (lot# unknown) IM into the upper arm. The patient was pregnant in the sixth gestation week at the time of vaccination. Follow-up
information was received on 20-DEC-2007. The case was updated upon further information (abortion). Information was received from the reporter that an
abortion was performed. Case is closed. Other business partners included are: E2007-08426.

Symptom Text:

Hormonal contraceptives (unspecified)Other Meds:
Lab Data:
History:

Pregnancy NOS (LMP=Unknown)Prex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

301616-1

04-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abortion, Drug exposure during pregnancy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
03-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6437
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Nov-2007
Vaccine Date

03-Dec-2007
Onset Date

27
Days

04-Jan-2008
Status Date

FR
State

WAES0712USA09208
Mfr Report Id

Information has been received from a physician concerning a 15 year old female with no medical history reported, who on 06-NOV-2007 was vaccinated with
the first dose of Gardasil (lot, site and route not reported). On 03-DEC-2007 the patient developed a spastic paraparesis and was hospitalized the same day. All
examinations performed, including a lumbar puncture and magnetic resonance imaging of the brain were without finding. No cause for the spastic paraparesis
was found. The patient was discharged from the hospital on 11-DEC-2007 fully recovered. No further information is expected. The case is closed. Other
business partner numbers include E2007-09560.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

magnetic resonance imaging, ??Dec07, without finding; spinal tap, ??Dec07, without finding
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

301617-1 (S)

04-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Paraparesis

 HOSPITALIZED, SERIOUS

Other Vaccine
03-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6438
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Dec-2007
Vaccine Date

31-Dec-2007
Onset Date

0
Days

09-Jan-2008
Status Date

MI
State Mfr Report Id

Syncopal episode while getting off exam table after Gardasil injection.  Hit forehead (on left side) presumably on floor or wall.  Ice pack to forehead.  Evaluation
at Oakwood Healthcare Center.

Symptom Text:

Estrostep FeOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

301628-1

09-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Head injury, Syncope

 ER VISIT, NOT SERIOUS

Related reports:   301628-2

Other Vaccine
03-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1448U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6439
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Dec-2007
Vaccine Date

31-Dec-2007
Onset Date

0
Days

10-Jan-2008
Status Date

MI
State Mfr Report Id

Syncope about 5 minutes after injection.  Fell off exam table & hit head on floor.Symptom Text:

Estro Step FeOther Meds:
Lab Data:
History:

NonePrex Illness:

Normal (negative) head CT scan
NKDA, healthy female (HPV positive-hi risk already)

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

301628-2

10-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Fall, Head injury, Immediate post-injection reaction, Syncope

 ER VISIT, NOT SERIOUS

Related reports:   301628-1

Other Vaccine
04-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 14480 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 6440
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Dec-2007
Vaccine Date

19-Dec-2007
Onset Date

1
Days

09-Jan-2008
Status Date

PA
State Mfr Report Id

Pain at immunization site which expanded approx. 10 cm proximally & distally, lasted 2 weeks.  No signs secondary infection.  Rx'ed with NSAIDS, supportive
measures.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

PCN allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

301631-1

09-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
03-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1210U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 6441
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Dec-2007
Vaccine Date

20-Dec-2007
Onset Date

0
Days

09-Jan-2008
Status Date

NY
State Mfr Report Id

Pt received injection, 5 minutes post injection she c/o dizziness, nausea, ears ringing lasting 10 minutes.  No other c/o.  Discharged to home with no further
symptoms or c/o.

Symptom Text:

BCPOther Meds:
Lab Data:
History:
Prex Illness:

NKA

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

301632-1

09-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Nausea, Tinnitus

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
03-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1210U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 6442
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Dec-2007
Vaccine Date

20-Dec-2007
Onset Date

0
Days

09-Jan-2008
Status Date

NY
State Mfr Report Id

Pt received injection, a few minutes post injection she c/o dizziness, lasting for a few minutes.  No other symptoms noted.  Discharged to home with no c/o.Symptom Text:

BCPOther Meds:
Lab Data:
History:

Recovering bronchitis from 2 wks ago, no feverPrex Illness:

NKA

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

301633-1

09-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
03-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1210U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 6443
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Dec-2007
Vaccine Date

07-Dec-2007
Onset Date

1
Days

09-Jan-2008
Status Date

WA
State Mfr Report Id

Urticaria, improved with Benadryl.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Cornelia de Lange variant

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

301634-1

09-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
03-Jan-2008

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U52375BA
0524U

0
1

Left arm
Left arm

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 6444
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Dec-2007
Vaccine Date

Unknown
Onset Date Days

09-Jan-2008
Status Date

MI
State Mfr Report Id

Swelling, redness, warmth of arm over injection site that then spread to forearm just proximal to elbow.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

301635-1

09-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Feeling hot, Swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
03-Jan-2008

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
1062U

Unknown
Unknown

Unknown
Intramuscular



10 JUN 2008 06:27Report run on: Page 6445
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Dec-2007
Vaccine Date

28-Dec-2007
Onset Date

0
Days

09-Jan-2008
Status Date

NY
State Mfr Report Id

Pt received Gardasil injection-then-<1 minute collapsed onto floor. Patient did c/o pain during and after injection. Pt's legs were raised and she was observed
for 20 min and given juice. Small amt of diaphoresis to forehead noted after collapse

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NoPrex Illness:

None
Asthma, chronic IM-> PE tubes

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

301641-1

10-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hyperhidrosis, Injection site pain, Pain, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
03-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1522U 2 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 6446
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Dec-2007
Vaccine Date

30-Dec-2007
Onset Date

0
Days

07-Jan-2008
Status Date

IA
State Mfr Report Id

Immunizations given in our office at 11:30 a.m.  Patient left office and was in town shopping when she began to experience itching and rash on neck, face and
upper extremities.  Symptoms began around 1 p.m. and patient presented to local ER around 1:30 p.m.  She was given IM Benadryl 50 mg and IM SoluMedrol
125 mg in the ER

Symptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

ER VISIT--no labs or x-rays
Sulfa

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

301725-1

07-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus, Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
04-Jan-2008

Received Date

Prex Vax Illns:

TDAP
HPV4
HEP

MNQ

SANOFI PASTEUR
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
SANOFI PASTEUR

C2863AA
1448U
AHB437AA

U2548AA

5
0
0

0

Right arm
Left arm
Left arm

Right arm

Intramuscular
Intramuscular
Intramuscular

Unknown



10 JUN 2008 06:27Report run on: Page 6447
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Oct-2007
Vaccine Date

20-Oct-2007
Onset Date

0
Days

07-Jan-2008
Status Date

--
State

WAES0712USA08672
Mfr Report Id

Information has been received from an RN concerning an 18 year old female patient who had delivered her first child in January 2007 who on 20-OCT-2007
was vaccinated IM with a a first dose of Gardasil. Within 2 weeks she had a positive pregnancy test at another facility. Her LMP was 05-OCT-2007. Sonagrams
on 14-DEC-2007 and 17-DEC-2007 did not detect a fetal heartbeat. It was reported that she "later" miscarried. Medical attention was sought in the office. Her
outcome was not reported. Upon internal review, miscarriage was considered to be an other important medical event. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 10/5/2007)Prex Illness:

ultrasound, 12/14/07, did not detect a fetal heartbeat; ultrasound, 12/17/07, did not detect a fetal heartbeat; beta-human chorionic, 10?/??/07, positive

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

301726-1

07-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
04-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6448
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Dec-2007
Vaccine Date

16-Dec-2007
Onset Date

1
Days

07-Jan-2008
Status Date

FR
State

WAES0712USA09216
Mfr Report Id

Information has been received from a health professional concerning a 16 year old female patient who in 15-DEC-2007, was vaccinated into the left deltoid with
a second dose of Gardasil. On 16-DEC-2007 the next day, the patient experienced erythema extending from the site of injection to the whole posterior face of
the left arm, with pain and fever up to 39C. She received corrective treatment with an unspecified anti-inflammatory drug, without success. On 22-DEC-2007,
the patient was hospitalized. An examination performed at the emergency unit found that the patient had a fever of 40C, leukocytosis with 40,000 white blood
cells and serum c-reactive protein test (CRP) at 300. The patient received corrective treatment with oral amoxicillin and clavulanic acid (AUGMENTIN) and
ASPEGIC. Serious erysipelas was suspected and the patient was given intravenous AUGMENTIN 3g/day. On 25-DEC-2007 3 days later, gentamicin was
associated to AUGMENTIN. At the time of this report, the patient had not recovered, her fever persisted, leukocytosis and serum C-reactive protein test (CRP)
had regressed. Her blood cultures were reported as negative. An ultrasound and an MRI of the arm have been requested. Other business partners numbers
include: E200709585. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Prex Illness:

WBC count 22Dec07 Comment: 40,000; body temp 22Dec07 Comment: 40C; serum C-reactive protein 22Dec07 Comment: 300; WBC count Comment:
decreased; serum C-reactive protein Comment: decreased; blood culture Comment: negative
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

301727-1 (S)

07-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site pain, Leukocytosis, Pain in extremity, Pyrexia

 HOSPITALIZED, SERIOUS

Other Vaccine
04-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 6449
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Dec-2007
Vaccine Date

17-Dec-2007
Onset Date

0
Days

07-Jan-2008
Status Date

DE
State Mfr Report Id

Dizziness, felt faint, diaphoretic, immediatley after injection.  Reclined and recovered after 5 minutes.Symptom Text:

noneOther Meds:
Lab Data:
History:

noPrex Illness:

none
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

301728-1

07-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Hyperhidrosis, Immediate post-injection reaction

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
04-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0388U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 6450
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Dec-2007
Vaccine Date

18-Dec-2007
Onset Date

0
Days

07-Jan-2008
Status Date

DE
State Mfr Report Id

Reported Feeling "hot and nauseous" immediately after shot. Complained of being dizzy. Reclined.BP was 90/60.  Vomited twice.  After 10 minutes felt better.
BP now 110/70.

Symptom Text:

noneOther Meds:
Lab Data:
History:

noPrex Illness:

none
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

301730-1

07-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Feeling hot, Immediate post-injection reaction, Nausea, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
04-Jan-2008

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2430AA
0388U

Unknown
Unknown

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 6451
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Nov-2007
Vaccine Date

01-Nov-2007
Onset Date

0
Days

07-Jan-2008
Status Date

IL
State Mfr Report Id

severe stomach pain, accompanied by explosive stools. that lasted for 2 1/2 days. started a few hours after the 1st vaccine. Couldn't eat or drink without
stomach pain occuring right after.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

301731-1

07-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain upper, Anorexia, Diarrhoea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
04-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 6452
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Dec-2007
Vaccine Date

19-Dec-2007
Onset Date

1
Days

10-Jan-2008
Status Date

OR
State

OR200754
Mfr Report Id

12/18/07 Gardasil given 12/18/07. 12/19/07 Patient developed swollen lower lip and sl thickness in posterior throat in AM 12/19/07. Had same reaction to food
allergy in past. Loratadine 10mg given and symptoms resolved. 12/20/07 Developed 2 large hives on chest and/on back. Loratadine 10mg given. Itching
stopped. Hx of milk allergy. Had half and half in cereal both morning then developed symptoms.

Symptom Text:

SingulairOther Meds:
Lab Data:
History:

NonePrex Illness:

None
Asthma, GERD, Arrhythmia and Leaking Valve

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

301732-1

10-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Lip swelling, Pruritus, Throat tightness, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
04-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1267U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 6453
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Aug-2007
Vaccine Date

07-Aug-2007
Onset Date

0
Days

07-Jan-2008
Status Date

NC
State Mfr Report Id

Swelling, hives, shoulder pain on arm where injection was recieved (began 1 hr post injection and continued for 4 days). Nausea, dizziness, fever, fatigue
(continued for 4-5 days after injection). Treated with Benadryl.

Symptom Text:

OrthotricyclenOther Meds:
Lab Data:
History:

NonePrex Illness:

IVP Dye

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

301752-1

07-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Fatigue, Injection site pain, Injection site swelling, Injection site urticaria, Nausea, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
04-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. ? 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 6454
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Jan-2007
Vaccine Date

02-Jan-2007
Onset Date

0
Days

08-Jan-2008
Status Date

IA
State

WAES0702USA00526
Mfr Report Id

Initial and follow up information has been received from a physician's assistant for the Merck Pregnancy registry, concerning a 17 year old white female with no
medical history and a history of 0 previous pregnancies who on 30-OCT-2006 was vaccinated with the first dose of Gardasil (lot #653650/0697F) 0.5 ml
intramuscularly. On 2-JAN-2007 the patient received her second dose of Gardasil (lot #654389/0961F) 0.5 ml intramuscularly. Subsequently, the patient
presented with a pregnancy (pregnancy test found positive). The patient's LMP was 24-DEC-2006. The patient sought unspecified medical attention. Additional
follow up information has been received: From 13-FEB-2007 to 29-JUL-2007 the patient received prenatal vitamins. On 20-MAR-2007 an ultrasound was
performed, results were not reported. From 25-APR-2007 to 29-JUL-2007 the patient received nifedipine 20 mg PO Q 4 hours for preterm labor. On 03-MAY-
2007 and 04-MAY-2007 she received 12 mg bethamethasone for prevention of respiratory distress syndrome. On 02-MAY-2007 she received general
anesthesia for circlagic placement due to incompetent cervix. From 20-JUN-2007 to 29-JUL-2007 the patient received PREVACID 30 mg daily for
gastroesophageal reflux disease (GERD). On 29-JUL-2007 the patient underwent amniocentesis for fetal lung maturity. The result indicated mature fetal lungs.
On 30-JUL-2007 2 liveborn female infants were delivered at 31 weeks from LMP. Weight of twin A was 2425 g; APGAR score was 9/9. Weight of twin B was
2405 g; APGAR score was 8/9. The infants were normal; there were no congenital anomalies. However both twins had other complications/abnormalities:
placentas. Twin A massive chronic villitis. Twin B focal chronic villitis. It was noted that the mother had a complication during pregnancy: gestational
thrombocytopenia. She also had a complication during labor/delivery, specifically arrest of dilation resulting in c-section. Upon internal review, premature infant
births at 31 weeks and arrest of dilation resulting in c-section were considered othe

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 12/24/2006)Prex Illness:

amniocentesis 07/26/07 - mature fetal lungs; ultrasound 03/20/07 - results not reported; beta-human chorionic positive
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

301781-1

08-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Acute respiratory distress syndrome, Caesarean section, Cervical incompetence, Drug exposure during pregnancy, Gastrooesophageal reflux disease,
Premature labour, Thrombocytopenia

 ER VISIT, NOT SERIOUS

Other Vaccine
07-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0961F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6455
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Jul-2007

Vaccine Date
16-Jul-2007
Onset Date

0
Days

08-Jan-2008
Status Date

TX
State Mfr Report Id

PT RECEIVED HER FIRST GARDASIL ON 7/16/2007.  WHILE PT WAS AT THE OFFICE HAD NO COMPLAINTS.  SHE HAD THE GARDASIL WHILE AWAY
AT COLLEGE.  SHE RETURNED TO US LAST WEEK FOR FU AND REPORTED THAT AFTER BOTH 1ST & 2ND INJECTIONS SHE HAD HIVES AND
THROAT SWELLING.

Symptom Text:

DEPACOTE,LAMICTAL, SEASONALOther Meds:
Lab Data:
History:

NONEPrex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

301788-1

08-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pharyngeal oedema, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
07-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0523U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 6456
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Jan-2008
Vaccine Date

04-Jan-2008
Onset Date

1
Days

08-Jan-2008
Status Date

WA
State Mfr Report Id

After 1st dose HPV had episode lasting about 40 min of decreased consciousness, also excessive pain in arm.  After 3rd dose HPV had episode following day
when felt faint, lasted about 40 min.  2 days after HPV3 had episode per mom's description:  Was in shower, Yelled 'mom' and turned white, slumped down in
shower, turned pale, took 40 min to return to normal awareness.  Is fine now.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

301791-1

08-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Depressed level of consciousness, Dizziness, Pain in extremity, Pallor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
07-Jan-2008

Received Date

decreased consciousness~HPV (Gardasil)~5~12~In PatientPrex Vax Illns:

HPV4 MERCK & CO. INC. 1522U 4 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 6457
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Jan-2008
Vaccine Date

07-Jan-2008
Onset Date

0
Days

10-Jan-2008
Status Date

GA
State Mfr Report Id

15 minutes after shots, she had difficulty breathing, lips swollen, whelps on chest, bilateral expiratory wheezing and crackles. She was given Epinephrine
1:1000 1mg 1 ml - 1 ml given subcutaneous, 8 mg Decadron IM, Albuterol 2.5mg nebulized treatment and given - with subsequent resolution of symptoms.
Sent home with Prednisone pack and Epipen. To return for f/u the next day.

Symptom Text:

Other Meds:
Lab Data:
History:

No known illnessPrex Illness:

NKA

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

301809-1

11-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Crepitations, Dyspnoea, Lip swelling, Urticaria, Wheezing

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
07-Jan-2008

Received Date

Prex Vax Illns:

VARCEL
HPV4
TDAP
MNQ

MERCK & CO. INC.
MERCK & CO. INC.
SANOFI PASTEUR
SANOFI PASTEUR

1179U
0522U
C2862AA
U2416AA

0
0
0
0

Right arm
Left arm
Left arm

Right arm

Intramuscular
Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 6458
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Jan-2008
Vaccine Date

04-Jan-2008
Onset Date

0
Days

10-Jan-2008
Status Date

CA
State Mfr Report Id

Patient stated feeling dizzy, then fainted 5-10 minutes after vaccinations were complete.  Doctor performed complete assessment on patient.  Condition stable.
Patient released to parents, advised to go to ER if any complications occur.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

301810-1

10-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
07-Jan-2008

Received Date

Prex Vax Illns:

VARCEL
HEPA

MNQ
HPV4

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
SANOFI PASTEUR
MERCK & CO. INC.

1354U
AHAVB171AA

U2209AA
1446U

0
0

0
1

Right arm
Unknown

Unknown
Unknown

Subcutaneously
Intramuscular

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 6459
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Dec-2007
Vaccine Date

20-Dec-2007
Onset Date

0
Days

10-Jan-2008
Status Date

NY
State Mfr Report Id

Pt received injection, 5 minute post injection she c/o dizziness and nausea.  She had not eaten anything for 12 hrs due to testing she was to have that
afternoon.  Symptoms subsided after 5 minutes.  No other c/o and was discharged with no c/o or further symptoms.

Symptom Text:

BCPOther Meds:
Lab Data:
History:

NonePrex Illness:

Allergy to walnuts

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

301813-1

10-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Immediate post-injection reaction, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
07-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1287U 2 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 6460
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Dec-2007
Vaccine Date

05-Jan-2008
Onset Date

10
Days

10-Jan-2008
Status Date

NY
State Mfr Report Id

Did not feel well, felt dizzy x 1-2 days after the 2nd Gardasil shot. Nauseous , abd pain, local pain at site.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

301819-1

11-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Dizziness, Injection site pain, Malaise, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
07-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1063U 1 Right arm Unknown



10 JUN 2008 06:27Report run on: Page 6461
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Jun-2007
Vaccine Date

11-Jun-2007
Onset Date

0
Days

09-Jan-2008
Status Date

--
State

WAES0708USA01059
Mfr Report Id

Information has been received from a nurse through a Merck pregnancy registry concerning a 25 year old caucasian female with endometriosis who on 26-Mar-
2007 was vaccinated IM in the right deltoid with a first dose of HPV rL1 6 11 16 18 VLP vaccine (yeast) (lot #655503/0012U).  Concomitant therapy included
folic acid and unspecified prenatal vitamins.  On 11-Jun-2007 the patient was vaccinated IM in the left deltoid with a second dose (lot #657737/0522U).  The
patient now is pregnant.  The patient's LMP was 18-Jun-2007.  Her estimated delivery date is 25-Mar-2008.  The patient will be in the office on 07-Aug-2007.
Follow-up information received indicates that the patient had ultrasound testing on 09-Aug-2007 and 22-Oct-2007, results of both were reported to be within
normal limits.  Follow up information received on 02-Jan-2008, indicated that on 28-Dec-2007, the patient had a fetal death/stillbirth, weeks from LMP 27.
Autopsy being done.  No other information available.  Upon internal review fetal death/stillbirth considered to be an other important medical event.

Symptom Text:

folic acid, vitamins (unspecified)Other Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 6/18/2007), endometriosisPrex Illness:

ultrasound, 08/09/07, within normal limits; ultrasound, 10/22/07, within normal limits

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

301931-1

09-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Intra-uterine death, Stillbirth

 ER VISIT, NOT SERIOUS

Other Vaccine
08-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0522U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6462
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Nov-2007
Vaccine Date

28-Nov-2007
Onset Date

1
Days

09-Jan-2008
Status Date

CA
State

WAES0712USA09291
Mfr Report Id

Information has been received from a healthcare professional concerning a 17 year old female with no pertinent medical history, drug reactions/allergies or
concomitant medication usage who on 27-NOV-2007 was vaccinated intramuscularly (site not reported) with the 1st 0.5ml dose of Gardasil
(lot#658560/1062U). On 28-NOV-2007, 24 hours post vaccination, the patient felt lightheaded. Two hours later her vision became black and she had a
convulsion lasting for 15 seconds with urinary incontinence. On 29-NOV-2007, the patient developed a fever (102F), photophobia and a headache, no stiff neck
was reported. The patient was seen by her primary physician and recovered in 5 days. On 21-Dec-2007, the patient was seen by the reporting physician's office
with a diagnosis of convulsion vs syncope and questions whether this is related to the Gardasil vaccine. The patient was scheduled for an
Electroencephalogram, a halter monitor and an MRI of the head. Upon internal review, the patient's convulsions were considered an other important medical
event. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Body temp, 11/29/07, 102F.  The patient was scheduled for an electroencephalogram, a halter monitor and an MRI of the head.
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

301932-1

09-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Dizziness, Headache, Photophobia, Pyrexia, Urinary incontinence, Visual disturbance

 ER VISIT, NOT SERIOUS

Other Vaccine
08-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1062U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6463
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Dec-2007
Vaccine Date

07-Dec-2007
Onset Date

5
Days

09-Jan-2008
Status Date

TX
State

WAES0712USA07866
Mfr Report Id

Information has been received from a 21 year old female with a history of severe migraines, who on 02-DEC-2007 was vaccinated with the first dose of
Gardasil. Concomitant therapy included hepatitis A virus vaccine (unspecified) and tetanus toxoid. On 07-DEC-2007, five days after the vaccination the patient
found out that she was pregnant. Medical attention was sought. The patient's outcome was not recovered. No product quality complaint was involved. Follow up
information received on 31-DEC-2007 from the patient indicated that she had a miscarriage on 22-Dec-2007. No additional information provided. Upon internal
review miscarriage considered to be an other important medical event. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:

Pregnancy NOS (LMP = Unknown); MigrainePrex Illness:

Beta-human chorionic - positive

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

301933-1

09-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
08-Jan-2008

Received Date

Prex Vax Illns:

TTOX
HEPA
HPV4

UNKNOWN MANUFACTURER
UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL
NULL 0

Unknown
Unknown
Unknown

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 6464
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Nov-2007
Vaccine Date

Unknown
Onset Date Days

10-Jan-2008
Status Date

TX
State Mfr Report Id

Pt. received HPV on 11-6-07 along with Tdap, MCV4.  Mom states that since that date pt. had experienced abnormal menstrual periods (ex for 1 mo).  Mom
suspects HPV caused it.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

301953-1

04-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Menstrual disorder

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
08-Jan-2008

Received Date

abno menstruation~HPV (Gardasil)~1~0~In PatientPrex Vax Illns:

TDAP
MNQ
HPV4

SANOFI PASTEUR
SANOFI PASTEUR
MERCK & CO. INC.

C2688AA
C2380BA
G929U

Right arm
Left arm
Left arm

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 6465
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Dec-2007
Vaccine Date

29-Dec-2007
Onset Date

1
Days

10-Jan-2008
Status Date

CO
State Mfr Report Id

Patient & parent state when she woke on 12/29/07 arms & legs felt "stiff" & "hurt".  Difficulty walking lasted through the day.  Resolved spontaneously by
evening.  Not seen by physician.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

301955-1

10-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Gait disturbance, Musculoskeletal stiffness, Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
08-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1446U 1 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 6466
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Nov-2007
Vaccine Date

Unknown
Onset Date Days

10-Jan-2008
Status Date

OH
State Mfr Report Id

Patient received Gardasil vaccine 11/21/07 and called 01/02/08 to report her arm was still sore.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

301961-1

11-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Limb discomfort

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
08-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1266U 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6467
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
16-Nov-2007
Vaccine Date

16-Nov-2007
Onset Date

0
Days

10-Jan-2008
Status Date

NM
State Mfr Report Id

No menses since immunization.  Daily severe headaches accompanied by dizziness.  Headaches started the day of immunization.  Also local rxn-redness,
swelling R arm.  Client just started menstruating 8-07.

Symptom Text:

Currently on Claritin D & TylenolOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

301962-1

10-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Amenorrhoea, Dizziness, Headache, Injection site erythema, Injection site swelling, Local reaction

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
08-Jan-2008

Received Date

Prex Vax Illns:

TDAP

HPV4
HEPA

MNQ
FLU

GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
SANOFI PASTEUR
SANOFI PASTEUR

AC52B015AA

0929U
AHAVB214AA

U2427AA
U2515AA

0

0
0

0
0

Left arm

Right arm
Left arm

Right arm
Right arm

Intramuscular

Intramuscular
Intramuscular

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 6468
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Dec-2007
Vaccine Date

19-Dec-2007
Onset Date

0
Days

10-Jan-2008
Status Date

FL
State Mfr Report Id

Patient had arm swelling/tingling on same day as she had her 2nd Gardasil vaccine.  Event occurred soon after vaccine administration, improved with Benadryl.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

Seasonal allergies, mild intermittent asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

301967-1

10-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Oedema peripheral, Paraesthesia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
08-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1267V 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6469
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Dec-2007
Vaccine Date

28-Dec-2007
Onset Date

0
Days

10-Jan-2008
Status Date

NC
State Mfr Report Id

Lightheaded, dizziness immediate upon insertion of needle.  Syncope-pt helped to floor, legs raised, B/P, pulse taken WNL.  Pt recovered quickly with no other
problems.

Symptom Text:

Ortho Tri-Cyclen LoOther Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

301969-1

10-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure normal, Dizziness, Heart rate normal, Immediate post-injection reaction, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
08-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1448U 1 Right arm Unknown



10 JUN 2008 06:27Report run on: Page 6470
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Dec-2007
Vaccine Date

01-Jan-2008
Onset Date

1
Days

11-Jan-2008
Status Date

CA
State Mfr Report Id

Nausea, headache, dizziness - next day after vaccine administration.Symptom Text:

None, BCP'sOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

301970-1

11-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Headache, Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
08-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1448U 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 6471
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Dec-2007
Vaccine Date

26-Dec-2007
Onset Date

0
Days

10-Jan-2008
Status Date

NJ
State Mfr Report Id

Within 5 minutes of injection administered, pt became faint, lied down, twitched, sat up stating "something's really wrong", lied down again.  BP & P WNL.
Waited, OK within 15 minutes.  DC 30 minutes home.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

301977-1

11-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure normal, Feeling abnormal, Heart rate normal, Immediate post-injection reaction, Muscle twitching, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
08-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1210U 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 6472
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Dec-2007
Vaccine Date

15-Dec-2007
Onset Date

1
Days

11-Jan-2008
Status Date

MI
State Mfr Report Id

Redness, itching on arm started 1 day after vaccine given; seen 4 days after vaccine with 2 inch area redness, induration, tenderness around vaccine site.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

301999-1

11-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site induration, Injection site pain, Injection site pruritus

 ER VISIT, NOT SERIOUS

Other Vaccine
08-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1266U 2 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 6473
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Nov-2007
Vaccine Date

17-Nov-2007
Onset Date

1
Days

14-Jan-2008
Status Date

--
State Mfr Report Id

On Friday, November 16, 2007 our 25 year old daughter received a Gardasil vaccine from our family medical practice. At 3:00 a.m. on Saturday, November 17,
2007 she awoke came to our bedroom saying she wasn't feeling well. She fainted in the doorway, and became rigid. When she came to, my husband and I
carried her to her bed where she lost consciousness, became rigid again and lost continence. We called 911. The EMT's arrived, checked her vital signs and
recommended that we contact our physician the next day. We took her to the doctor's office and they told us to take her to the emergency room for further tests
which we did that day. The physicians suggested that due to the incontinence and rigidity/lost of consciousness she had suffered a seizure.

Symptom Text:

Other Meds:
Lab Data:

History:
Prex Illness:

11/16/2007 - Received Gardasil vaccine; 11/17/2007 - Visited family physician, suggested visit to ER; 11/17/2007  - Went to ER - Blood test, urine test, MRI
and EKG

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

302029-1

14-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Incontinence, Loss of consciousness, Malaise, Muscle rigidity, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6474
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Sep-2007
Vaccine Date

27-Sep-2007
Onset Date

0
Days

28-Jan-2008
Status Date

CO
State

WAES0709USA04583
Mfr Report Id

Information has been received from a certified medical assistant concerning an 11 year old female with azithromycin (Zithromax PAC) allergy (abdominal pain)
who on 27-SEP-2007 was vaccinated on left arm with a dose of Zostavax (Oka/Merck) (lot #658212/0887U) instead of a dose of Menactra.  Concomitant
therapy on same day included a dose on right arm of Gardasil (MSD).  It was reported as a staff error and not product quality complaint.  The patient was
monitored post-vaccination with no apparent side effects during the time of observation.  A product quality complaint was not involved.  Additional information
has been received from the certified medical assistant who stated that it was human error.  The staff member just grabbed the wrong package.  The patient was
administered a dose of Menactra and no adverse events were noted.  No further information is expected.

Symptom Text:

Other Meds:
Lab Data:
History:

Drug hypersensitivityPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

302055-1

28-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Wrong drug administered

 ER VISIT, NOT SERIOUS

Other Vaccine
28-Dec-2007

Received Date

Prex Vax Illns:

VARZOS
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

0887U
NULL

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 6475
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Oct-2007
Vaccine Date

07-Dec-2007
Onset Date

60
Days

11-Jan-2008
Status Date

NY
State Mfr Report Id

Pt came into office 12/28/07 complaining of red spots to both lower legs for 3 weeks. At that time had bruises over shins. Blood work checked(CBC)in office. Pt
came into office 1/3/08 still complaining of bruising to legs,swollen right ankle,and painful bumps along shin and some on palm of hand. Further lab work
ordered.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

CBC,urinalysis,thyroid function test, comprehensive metabolic 14

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

302065-1

11-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Contusion, Erythema, Joint swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-Jan-2008

Received Date

Painful bumps, bruising~HPV (Gardasil)~2~15~In PatientPrex Vax Illns:

HPV4 MERCK & CO. INC. 1063U 5 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 6476
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Nov-2007
Vaccine Date

30-Nov-2007
Onset Date

24
Days

14-Jan-2008
Status Date

UT
State Mfr Report Id

blisters on roof of mouth paralysis in legs passing out, bad headaches in back of her head, not being able to eatmuch food or drinkfelt overly full onset of
guillian beree syndrom,still passing out and feeling dizzy after 2 months heavieness in legs  sleeping excessivly feeling fatiqued alot. 1/18/08-records received
for DOS 1/11/08-ER visit for syncopal episode. Previously hospitalized for diffuse neurologic complaints. Guillain-Barre syndrome ruled out with negative MRI.
Continues to have syncopal episodes, occasional fatigue, stomach upset, decreased oral intke. Tachycardia, anxiety, rapid respirations and syncope. No
memory loss. Referred to outpatient neurology and pediatric psychiatry. DX: Persistent syncopal episodes.

Symptom Text:

none at the time of this shotOther Meds:
Lab Data:
History:

none at the time of the shotPrex Illness:

had 2 MRI's and blood workup reveals no infection or virus 1/18/08-records received-PE and EKG normal. Laboratory tests normal.
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

302116-1 (S)

23-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anxiety, Decreased appetite, Diplegia, Dizziness, Fatigue, Headache, Hypersomnia, Loss of consciousness, Oral mucosal blistering, Respiratory rate
increased, Sensation of heaviness, Stomach discomfort, Syncope, Tachycardia

 ER VISIT, HOSPITALIZED, SERIOUS

Related reports:   302116-2;  302116-3

Other Vaccine
09-Jan-2008

Received Date

none~ ()~~0~In PatientPrex Vax Illns:

FLUHPV4
FLU

MERCK & CO. INC.
UNKNOWN MANUFACTURER

1426F
NULL

0
0

Left arm
Left arm

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 6477
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Nov-2007
Vaccine Date

01-Nov-2007
Onset Date

0
Days

09-Apr-2008
Status Date

UT
State

WAES0803USA05046
Mfr Report Id

Information has been received from the mother concerning her 16 year old daughter with no pertinent medical history and no history of drug reactions/allergies
who in November 2007, was vaccinated with a first dose of GARDASIL.  There was no concomitant medications reported.  Toward the end of November 2007,
the patient developed symptoms.  On 01-DEC-2007, about 20 days after receiving the first dose of GARDASIL, the patient was hospitalized because her thighs
were numb and was diagnosed with Guillian Barre Syndrome.  She was transferred to a children's hospital.  The patient was in the hospital for about 3 or 4
days and was released because she had feeling back in her legs.  On an unspecified date, the patient was hospitalized a second time because she
hyperventilates, had seizures, and was fainting.  The patient had heart tests and neurological tests performed.  It has been 5 months since she received the
first dose of GARDASIL and is still passing out, getting dizzy, having seizures, and also gets blisters on the roof of her mouth.  At the time of reporting, the
patient had not recovered.  The patient's sister also experienced an adverse event after receiving a first dose of GARDASIL reported in WAES #
0804USA01228.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Neurological; Diagnostic Laboratory
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

302116-2 (S)

09-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Dizziness, Guillain-Barre syndrome, Hyperventilation, Hypoaesthesia, Loss of consciousness, Oropharyngeal blistering, Syncope

 ER VISIT, HOSPITALIZED, SERIOUS

Related reports:   302116-1;  302116-3

Other Vaccine
08-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6478
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Nov-2007
Vaccine Date

06-Nov-2007
Onset Date

0
Days

03-Mar-2008
Status Date

--
State

WAES0801USA05963
Mfr Report Id

Information has been received from a newspaper article concerning a 16 year old female who on 06-NOV-2007 was vaccinated with a dose of Gardasil. Three
weeks post vaccination, the patient woke up to not being able to walk or feel her legs. The patient was taken to the hospital and admitted with guillain barre
syndrome. For four days, the patient was paralyzed from the top of her knee down. Details of hospitalization were not reported. Subsequently, the patient was
tired all the time with passing out episodes and not feeling well. The patient's mother reported that the patient underwent 2 MRIs and many blood tests. The
treating health care workers are stating that it is stress, and the patient was placed on therapy with PROZAC. At the time of this report, the outcome was
unknown. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

magnetic resonance 2-results not reported; diagnostic laboratory many blood tests
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

302116-3 (S)

24-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abasia, Fatigue, Guillain-Barre syndrome, Hypoaesthesia, Loss of consciousness, Malaise, Paralysis, Stress

 ER VISIT, HOSPITALIZED, SERIOUS

Related reports:   302116-1;  302116-2

Other Vaccine
19-Feb-2008

Received Date

Feeling unwell, Passed Out, Tired all the time~HPV (Gardasil)~UN~13~In SiblingPrex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6479
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Jan-2008
Vaccine Date

05-Jan-2008
Onset Date

1
Days

11-Jan-2008
Status Date

AZ
State Mfr Report Id

Headache, stiff neck, feels sick, treated w/ Tylenol and Ibuprofen.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

302135-1

11-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Malaise, Musculoskeletal stiffness

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Jan-2008

Received Date

Prex Vax Illns:

VARCEL
HPV4
HEPA

MNQ

MERCK & CO. INC.
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
SANOFI PASTEUR

1474U
1267U
ACAVB171AA

U2548AA

Left arm
Right arm
Right arm

Left arm

Subcutaneously
Intramuscular
Intramuscular

Intramuscular



10 JUN 2008 06:27Report run on: Page 6480
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Dec-2007
Vaccine Date

17-Dec-2007
Onset Date

0
Days

14-Jan-2008
Status Date

TX
State Mfr Report Id

VASAL SYNCOPE, DEHYDRATION, HYPOGLYCEMIA - SHE HAS BEEN FAINTING REGULARLY AFTER THE SHOT WAS ADMINISTERED, AND IT FIRST
HAPPENED BEFORE SHE EVEN LEFT THE DOCTOR'S OFFICE. WE HAVE BEEN SPENDING A LOT OF TIME AT THE DOCTOR'S OFFICE, AND
EMERGENCY ROOM.

Symptom Text:

PREVACIDOther Meds:
Lab Data:
History:

NONEPrex Illness:

CBC
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

302219-1

14-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dehydration, Hypoglycaemia, Syncope, Syncope vasovagal

 ER VISIT, NOT SERIOUS

Other Vaccine
10-Jan-2008

Received Date

SYNCOPE~HPV (Gardasil)~1~14~In PatientPrex Vax Illns:

HPV4 MERCK & CO. INC. UNKNOWN 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 6481
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Dec-2007
Vaccine Date

29-Dec-2007
Onset Date

2
Days

11-Jan-2008
Status Date

MD
State

WAES0801USA00370
Mfr Report Id

Information has been received from a physician concerning a 16 year old female patient who on 27-DEC-2007 was vaccinated with a first dose 0.5 ml of HPV
rL1 6 11 16 18 VLP vaccine (yeast) (lot # unknown).  The physician reported that patient, on 29-DEC-2007, two days after being vaccinated with a dose of HPV
rL1 6 11 16 18 VLP vaccine (yeast) experienced a seizure and was subsequently hospitalized.  It was reported that at the time of this report patient just had
headaches.  No further information was provided.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

302229-1 (S)

11-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Headache

 ER VISIT, HOSPITALIZED, SERIOUS

Other Vaccine
10-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6482
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Oct-2007
Vaccine Date

26-Oct-2007
Onset Date

10
Days

11-Jan-2008
Status Date

FR
State

WAES0801USA00428
Mfr Report Id

Initial case was reported on 04-Jan-2008 by the health authority (ref #NT20070230). A 16 year old female patient with an adenoidectomy in childhood, asthma
(unspecified) and allergic rhinitis who on 16-Oct-2007, was vaccinated IM with a dose of HPV rL1 6 11 16 18 VLP vaccine (yeast) (lot # and Batch # not
reported) (site not provided). On 26-Oct-2007 ie 10 days after vaccination, the patient was hospitalized due to retrobulbar optic neuropathy of the right eye.
Examination of the fundus oculi revealed significant papilloedema of the right eye, associated with a decrease in visual activity, measured at 1/20 on parinaud 4
reading chart. Visual potentials of the left eye were normal. The patient received corrective treatment with 3 consecutive boluses of methylprednisolone
(Solumedrol). Subsequently slight improvement of the visual acuity of the right eye was observed with 2.5/10. On 28-Oct-2007, the patient was discharged on
the following treatment, Prednisone (Cortancyl), 50 mg per day for 10 days then discontinued and omeprazole (Inexium) 10 mg in the evening. On 26-Nov-
2007, the patient's eye had almost completely recovered with a visual acuity measured at 9/10. Other numbers included E2008-00037.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Asthma; Rhinitis allergicPrex Illness:

visual acuity test 26Oct07 Comment: 1/20 on perinaud 4 reading chart; visual acuity test 26Nov07 Comment: 9/10; visual acuity test Comment: 2.5/10
Adenoidectomy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

302230-1 (S)

11-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Optic neuritis retrobulbar, Optic neuropathy, Papilloedema

 HOSPITALIZED, SERIOUS

Other Vaccine
10-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6483
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Jan-2008
Vaccine Date

09-Jan-2008
Onset Date

0
Days

14-Jan-2008
Status Date

ME
State Mfr Report Id

Daughter became very dizzy and clammy about 10 minutes after taking Gardasil Shot.  Felt nauseous and had to lie down.Symptom Text:

ProzacOther Meds:
Lab Data:
History:

NonePrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

302321-1

14-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Cold sweat, Dizziness, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
10-Jan-2008

Received Date

Prex Vax Illns:

MEN
HPV4

UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL

0
0

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 6484
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
11-Jan-2008
Status Date

MA
State Mfr Report Id

Had 2 Gardasil vaccines, next day 3 hours headache & stomach ache.  Reported to public health.Symptom Text:

Other Meds:
Lab Data:
History:

NoPrex Illness:

History kidney stones

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

302334-1

14-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain upper, Headache

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
10-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0939U 1 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 6485
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Aug-2007
Vaccine Date

08-Aug-2007
Onset Date

0
Days

14-Jan-2008
Status Date

PA
State Mfr Report Id

Persistent swelling L UE x6 months with continued tenderness & erythema.  No F/U, positive mild pruritis. 5/2/08-records received-1/10/08-seen for C/O left
upper extremity arm swelling, tenderness since 8/8/07-pain persistent since that time and now has 1-2 months swelling. Received her 3rd Gardasil injection in
right arm without complaints. Seen 1/29/08 for C/O joint pains. Each vaccination produced pain at the site of injection without any erythema or site reaction. By
end of series in December experienced migratory arthralgias including hips, knees, feet, toes and hands. Daily pain. Impression:arthralgias and positive ANA
titer.

Symptom Text:

Topamax, Effexor, ImitrexOther Meds:
Lab Data:

History:
Prex Illness:

5/6/08-records received-MRI left humerus fairly marked circumferential subcutaneious edema but no locuated fluid collection. Increased T2 signal involving
deltoid, triceps and bisceps brachii. Likely reflect myositis. Prominent left axillar
Migraines, depression 5/6/08-records received-PMH: migrain headaches. Treatment for depression and acne.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

302337-1

07-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Injection site erythema, Injection site pain, Injection site swelling, Pruritus

 ER VISIT, NOT SERIOUS

Related reports:   302337-2

Other Vaccine
10-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 03196 1 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 6486
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Dec-2007
Vaccine Date

10-Jan-2008
Onset Date

14
Days

05-May-2008
Status Date

PA
State

WAES0804USA00128
Mfr Report Id

Information has been received from a physician concerning a 16 year old female, who on 27-DEC-2007 was vaccinated with a third dose of GARDASIL.  On
approximately 10-JAN-2008 the patient came into the office with arm pain and swelling.  It was noted that the patient complained of other symptoms and was
referred to see a rheumatologist.  The patient was diagnosed with lupus.  At the time of the report, the outcome of the patient was unknown.  No product quality
complaint was involved.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Diagnostic laboratory unspecified
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

302337-2

05-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Oedema peripheral, Pain in extremity, Systemic lupus erythematosus

 NO CONDITIONS, NOT SERIOUS

Related reports:   302337-1

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6487
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Jan-2008
Vaccine Date

10-Jan-2008
Onset Date

0
Days

14-Jan-2008
Status Date

CA
State Mfr Report Id

Onset 7 mins. after 2nd dose Gardasil pt. pale, diaphoretic, lightheaded.  After lying flat approx. 15 mins. symptoms subsided.  Vital signs remained stable.
Was released home at 10:35, improved.

Symptom Text:

Prozac, Orth Tri-CyclenOther Meds:
Lab Data:
History:

NonePrex Illness:

T 96.4; BP was 118/72 prior to vaccine, 106/60 after; P 60
Anxiety

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

302338-1

14-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Hyperhidrosis, Pallor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
10-Jan-2008

Received Date

pale, diaphoretic, lightheaded~Hep B (no brand name)~UN~0~In PatientPrex Vax Illns:

HPV4 MERCK & CO. INC. 1062U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 6488
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Jan-2008
Vaccine Date

09-Jan-2008
Onset Date

0
Days

14-Jan-2008
Status Date

MA
State Mfr Report Id

Pt. rec. Gardasil 1/9/08.  Fainted 2 mins post vaccine.  Awoke immediately.  Ice applied.  No laceration/no sx. head injury.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

302339-1

14-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
10-Jan-2008

Received Date

Prex Vax Illns:

TDAP
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

C2904AA
1267U 2

Left arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 6489
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Dec-2007
Vaccine Date

03-Jan-2008
Onset Date

17
Days

14-Jan-2008
Status Date

MA
State Mfr Report Id

had pea sized lump under skin at vaccine site after HPV vaccine RUE           then slept on floor 1/3/08 at friends and next am site sore and red           worsened
over next few d           still looks red, tender           no fevers           no d/c. 2 cm area erythema, induration, warmth, tenderness R deltoid c/w injection site. no
fluctuance appreciated

Symptom Text:

Albuerol MDISingulairOther Meds:
Lab Data:
History:

NonePrex Illness:

Asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

302461-1

14-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site induration, Injection site nodule, Injection site pain, Injection site warmth

 ER VISIT, NOT SERIOUS

Other Vaccine
11-Jan-2008

Received Date

Prex Vax Illns:

HPV4
FLU

MERCK & CO. INC.
SANOFI PASTEUR

1522U
U2523AA

0 Right arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 6490
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Jan-2008
Status Date

--
State

WAES0801USA00876
Mfr Report Id

Information has been received from a female consumer via a letter concerning a female (age unknown) who, on an unspecified date, was vaccinated with a
dose of Gardasil. According to the reporting consumer, on an unspecified date, the patient "nearly died," At the time of this report, the patient's outcome was
unknown. Upon internal review, "nearly died" was considered to be an other important medical event. This is a hearsay report in the absence of an identifiable
patient. Attempts are being made to verify the existence of a patient. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

302463-1

14-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Unevaluable event

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
11-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6491
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Dec-2006
Vaccine Date

28-Dec-2006
Onset Date

6
Days

14-Jan-2008
Status Date

NC
State Mfr Report Id

Pt c/o redness, warmth, and itching (R) arm, (R) side of body and (R) leg. Lasted x 48 hours. Took Benadryl and helped.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

302478-1

14-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Pruritus, Skin warm

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
11-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0955F 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 6492
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Jul-2007

Vaccine Date
25-Jul-2007
Onset Date

0
Days

01-Feb-2008
Status Date

WA
State

WAES0707USA04382
Mfr Report Id

Information has been received from a  registered nurse concerning an 18 (also reported as 16) year old female with a history in 2003 of Valley Fever who on
25-JUL-2007 was vaccinated in the left upper arm with a first dose of measles virus vaccine live (Enders-Edmonston) (+) mumps virus vaccine live (Jeryl Lynn)
(+) rubella virus vaccine live (Wister RA 27/3) (+) varicella virus vaccine live (Oka/Merck upgrade process) (Lot #657879/0652U). Additional suspect
vaccination included a first dose of hepatitis A virus vaccine inactivated (MSD) (lot # 656497/1213F) given in the right deltoid, a first dose of hepatitis B virus
vaccine rHBsAg (yeast) (MSD) (lot # 650890/0144R) given in the left deltoid, and a first dose of HPV rL1 6 11 16 18 VLP vaccine (yeast) (MSD) (lot #
655620/0171U) given in the right deltoid. Concomitant therapy included a first dose of poliovirus vaccine inactivated (Vero) (IPOL) (lot # 20001-2) given in the
right upper arm and a first dose of diphtheria toxoid (+) pertussis acellular 3-component vaccine (+) tetanus toxoid (INFANRIX) (Lot#AC52B03AA) given in the
left deltoid. There was no illness at the time of vaccination. No symptoms were reported. There was no product quality complaint involved. Follow up
information was received from the nurse who noted that the patient was an un-immunized teen, and she "glitched" and gave her the measles virus vaccine live
(Enders-Edmonston) (+) mumps virus vaccine live (Jeryl Lynn) (+) rubella virus vaccine live (Wister RA 27/3) (+) varicella virus vaccine live (Oka/Merck
upgrade process) without thinking about the patient's age. She received six vaccinations that day. The nurse added that the patient was fine afterwards.
Additional follow-up information from the registered nurse indicated that the patient had some slight soreness in her arms from the multiple shots. It was noted
that the right deltoid HPV rL1 6 11 16 18 VLP vaccine (yeast) (MSD) (lot # 655620/0171U) injection site was sore for 3-4 days. On 21-SEP-2007 specimens
were collected, the patient's

Symptom Text:

Other Meds:
Lab Data:

History:
Prex Illness:

serum measles IgG 10/03/07 - positive; serum mumps IgG antibody 09/27/07 - positive; serum rubella IgG 09/27/07 - positive; serum varicella zoster 10/05/07 -
negative
Coccidioidomycosis

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

302479-1

01-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, Medication error, Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-Jan-2008

Received Date

Prex Vax Illns:

MMRV
IPV
HPV4
HEP
DTAP

HEPA

MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

0652U
20001-2
0171U
0144R
AC52B0BAA

1213F

0
0
0
0
0

0

Unknown
Unknown
Unknown
Unknown
Unknown

Unknown

Unknown
Unknown
Unknown
Unknown
Unknown

Unknown



10 JUN 2008 06:27Report run on: Page 6493
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Jan-2008
Vaccine Date

08-Jan-2008
Onset Date

0
Days

14-Jan-2008
Status Date

MA
State Mfr Report Id

Pt. received Gardasil.  C/O dizziness, stomach cramps.  Advised to treat as viral.  Increased fluids, sm. am'ts bland food.  Call if change of sx.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

302480-1

14-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain upper, Dizziness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
11-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1522U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 6494
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
26-Dec-2007
Vaccine Date

26-Dec-2007
Onset Date

0
Days

14-Jan-2008
Status Date

--
State Mfr Report Id

Pt. fainted immediately after receiving Gardasil and Menactra.  Hit mouth-injury gum & cutting lip.  Contusion on cheek and forehead.Symptom Text:

Other Meds:
Lab Data:
History:

NoPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

302484-1

14-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Contusion, Immediate post-injection reaction, Injury, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
11-Jan-2008

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2542AA
1266U

0
2

Right arm
Left arm

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 6495
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Jan-2008
Vaccine Date

03-Jan-2008
Onset Date

0
Days

14-Jan-2008
Status Date

MA
State Mfr Report Id

Pt. C/O feeling lightheaded after getting Gardasil.  Fainted in waiting room.  BP 80/50. BP taken after 10 mins-100/40, 98/65 awake & alert.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

302488-1

14-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure decreased, Dizziness, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
11-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1448U 2 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 6496
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Jan-2008
Vaccine Date

08-Jan-2008
Onset Date

0
Days

18-Jan-2008
Status Date

PA
State Mfr Report Id

Low grade fever, fatigue, body aches, headaches, stomach ache.Symptom Text:

Prozac, Doryx, naproxenOther Meds:
Lab Data:
History:

None knownPrex Illness:

Strep test done, rapid test, negative
None known

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

302519-1

18-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain upper, Fatigue, Headache, Pain, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
11-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1267U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6497
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Jun-2007
Vaccine Date

01-Sep-2007
Onset Date

71
Days

14-Jan-2008
Status Date

NY
State Mfr Report Id

Pt developed swelling of her arms and shoulders towards the later part of the summer with muscle pain and hardening of the muscles beginning in September
2007

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

multiple blood tests , mri and muscle biopsey, diagnosed with macrophagic myofascitis
Hashimotos Disease, Raynauds, penecillin and sulfa allergies

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

302532-1

14-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Musculoskeletal stiffness, Myalgia, Myofascitis, Swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
11-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0523U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6498
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Jan-2008
Vaccine Date

08-Jan-2008
Onset Date

1
Days

14-Jan-2008
Status Date

NY
State Mfr Report Id

First day felt sluggish and had expected severe pain in arm (L.) that was injected, could not use that arm for several hours, Second day woke up with the
beginnings of a sore throat and had random arthritis-like pain in left hand and in knees and ankles when walking. second day sore throat was severe and
painful, was coughing up a lot of mucus, sinuses extremely congested so had to breathe out of mouth, felt warm and had some headaches, 3rd day the sore
throat was still severe and was coughing up traces of blood and what felt and looked like tissue, and took temperature for the first time on a reliable digital
thermometer (102.8), fourth day (today) fever is lower (averaging 99-100) but still coughing, sinus congestion, and extremely painful and inflamed sore throat,
being this sick and having a fever this high is VERY unusual for me, in fact i have NEVER to my knowledge had a fever this high

Symptom Text:

levothyroxine 200 mcg (1x day),  dexedrine (as needed approximatedly 10 mg a day)Other Meds:
Lab Data:
History:

nonePrex Illness:

Hashimoto's Thyroiditis, ADD

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
34.0

302533-1

14-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Cough, Haemoptysis, Headache, Injected limb mobility decreased, Nasal congestion, Pain in extremity, Pharyngeal oedema, Pharyngolaryngeal
pain, Rhinorrhoea, Sinus congestion, Skin warm, Sluggishness

 ER VISIT, NOT SERIOUS

Other Vaccine
11-Jan-2008

Received Date

none- been vaccinated numerous times with common vaccinations as required by school and travel (MMR, DTP, Tetanus, Hep A, B, etcPrex Vax Illns:

HPV4 MERCK & CO. INC. UNKNOWN 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 6499
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Jan-2008
Vaccine Date

03-Jan-2008
Onset Date

0
Days

14-Jan-2008
Status Date

PA
State Mfr Report Id

Approximately 5 minutes after receiving the HPV vaccination, patient passed out and experienced involuntary jerking of arms and hands for about 20 - 30
seconds.  After regaining consciousness she felt sleepy and "mentally foggy" for about 30 minutes.

Symptom Text:

YasminOther Meds:
Lab Data:
History:

nonePrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

302537-1

14-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dyskinesia, Feeling abnormal, Immediate post-injection reaction, Loss of consciousness, Somnolence

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
11-Jan-2008

Received Date

none~ ()~NULL~~In PatientPrex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6500
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Jan-2008
Vaccine Date

08-Jan-2008
Onset Date

0
Days

14-Jan-2008
Status Date

IA
State Mfr Report Id

A day after receiving my third Gardasil injection, I got  hives on my upper body, specifically my chest, neck, back, shoulders, arms, hands, and face. Dr.
prescribed Atarax to relieve itching.

Symptom Text:

Clonazepam, Zoloft, Zyrtec, Singulair.Other Meds:
Lab Data:
History:

None.Prex Illness:

None.
Exercise induced asthma, allergic rhinitis, anxiety and depression

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

302549-1

15-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
11-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 6501
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Jan-2008
Vaccine Date

10-Jan-2008
Onset Date

0
Days

14-Jan-2008
Status Date

CO
State Mfr Report Id

Within 30 minutes of receiving vaccine, patient had severe headache, visual disturbances.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

302553-1

14-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Visual disturbance

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
13-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 6502
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Dec-2007
Vaccine Date

31-Dec-2007
Onset Date

0
Days

22-Jan-2008
Status Date

NE
State Mfr Report Id

Patient fainted in waiting room while checking out after receiving first guardasil vaccination.  Treated with observation and remaining supine with monitoring of
vital signs - was alert/oriented and vital signs stable - observed about 45 min to one hour as she was dizzy also up until about 45 minutes after the event.
Mildly hypotensive.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

"Viral type" gastroenteritis.  stomach upset in AM.Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

302631-1

22-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Hypotension, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1287U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 6503
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Jan-2008
Vaccine Date

08-Jan-2008
Onset Date

1
Days

22-Jan-2008
Status Date

NC
State Mfr Report Id

2 inch x 3 inch red indurated area back of right arm.  Warm & tender.  Treatment ice, Benadryl 25 mg orally at bedtime, Benadryl gel topically during school.Symptom Text:

Bicillin 1.2 million units IM on 1/7/08.Other Meds:
Lab Data:
History:

(+) RST - strep throatPrex Illness:

allergy (red dye in foods)

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
10.0

302632-1

23-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Induration, Skin warm, Tenderness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-Jan-2008

Received Date

Prex Vax Illns:

VARCEL
FLU
HEPA

HPV4

MERCK & CO. INC.
SANOFI PASTEUR
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

1496U
U2508AA
AHAVB225BB

1060U

1
1
0

0

Right arm
Right arm
Right arm

Left arm

Subcutaneously
Intramuscular
Intramuscular

Intramuscular



10 JUN 2008 06:27Report run on: Page 6504
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Jun-2007
Vaccine Date

14-Jun-2007
Onset Date

1
Days

22-Jan-2008
Status Date

FL
State Mfr Report Id

1 day after Gardasil injection, fever of 104.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
Hydronephrosis, hematuria, Protieinuria

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

302644-1

23-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0245L 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6505
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Dec-2007
Vaccine Date

18-Dec-2007
Onset Date

1
Days

22-Jan-2008
Status Date

PA
State Mfr Report Id

Day after vaccine, had 6 days have low-grade temp (max 99.1), vomiting, diarrhea, epigastric pain.Symptom Text:

folic acid 1mg; aspirin 81mg; Zantac 150mg bidOther Meds:
Lab Data:
History:

nonePrex Illness:

none
GERD

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

302663-1

22-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain upper, Body temperature increased, Diarrhoea, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-Jan-2008

Received Date

fever~Pertussis (no brand name)~2~0~In PatientPrex Vax Illns:

HPV4 MERCK & CO. INC. 0523U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 6506
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Jan-2008
Vaccine Date

04-Jan-2008
Onset Date

0
Days

22-Jan-2008
Status Date

NJ
State Mfr Report Id

Client states she felt "very hot" after vaccination and then fainted.  Client felt fine within several minutes.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

302670-1

23-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Feeling hot, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1448U 0 Right leg Intramuscular



10 JUN 2008 06:27Report run on: Page 6507
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
11-Jan-2008
Vaccine Date

11-Jan-2008
Onset Date

0
Days

21-Jan-2008
Status Date

NY
State Mfr Report Id

PATIENT RECEIVED VACCINE AT APPROXIMATELY 11 AM ON 1/11/08 AND CALLED COMPLAINING OF "THROAT CLOSING UP". PATIENT WAS
ADVISED TO GO TO THE ER IMMEDIATELY (TO BE DRIVEN BY SOMEONE). SHE TOOK BENADRYL BEFORE LEAVING HER HOME AND ENDED UP
LEAVING THE ER AFTER MORE THAN AN HOUR WITHOUT BEING SEEN BECAUSE OF THE LONG WAIT. AT THAT POINT SHE WAS FEELING MUCH
BETTER. NO HX OF ADVERSE DRUG OR VACCINE REACTIONS. FIRST DOSE OF GARDASIL. NO COMPLAINTS FOLLOWING EVENT. NO HX OF
ASTHMA OR OTHER MEDICAL CONDITIONS.

Symptom Text:

SOMA, NAPROXENOther Meds:
Lab Data:
History:

NONEPrex Illness:

NONE
FACTOR V LEIDEN POS (HETEROGENOUS)

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

302696-1

22-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 No reaction on previous exposure to drug, Throat tightness

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1211U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 6508
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Dec-2007
Vaccine Date

28-Dec-2007
Onset Date

11
Days

16-Jan-2008
Status Date

FL
State

WAES0801USA01659
Mfr Report Id

Information has been received from a physician, via a company representative, concerning a 22 year old female patient, who on an unspecified date was
vaccinated with the first dose of Gardasil (lot # not reported).  "About two weeks after" the vaccination, also described as "recently," the patient was diagnosed
with encephalomyelitis, and was hospitalized (details not provided).  The physician noted that the patient experienced confusion and headaches.  He added
that the patient was not vaccinated at his office, but at an OB/GYN office.  At the time of this report, the outcome of the events was unknown.  The reporting
physician considered encephalomyelitis to be disabling.  Additional information has been requested.  2/29/08 Reviewed hospital medical records of
12/28/2007-1/15/2008 admission. FINAL DX: acute disseminated encephalomyelitis secondary to suspected Gardisil vaccination; chronic back pain secondary
to traumatic fall. Consults: critical care, ID, neuro & neurosurgery. HPI: Patient went to ER due to HA, dizziness & N/V for a few days beginning 10-12 days s/p
vaccination.  Seen by pcp & dx w/UTI, tx w/antibiotics.  No improvement & went to ER.  Quickly developed mental status changes & was unresponsive to
stimuli.  Transferred to ICU & intubated.  Failed extubation & was re-intubated.  Able to progress & successfully extubated.  Tx w/antibiotics, antivirals & high
dose steroids.  Progressed very slowly & incompletely, able to walk only a few steps, off balance & incontinent of urine.  Transferred to inpatient rehab center.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:

Prex Illness:

Unknown LABS: Initial labs WNL.  Initial LP done w/CSF WNL.  Antibody (+).  Initial MRI of 12/30 WNL.  Repeat MRI of 1/9/08 c/w ADEM.  Repeat MRI prior to
transfer to rehab c/w persistent encephalitis.
Unknown PMH: traumatic L4 compression fracture 9 yrs prior to admit w/multiple back surgeries, extensive hardware & pain management services w/recent
revision of implantable TENS insertion.  Anxiety & depression.  Allergies: tetrocycline & monocycline.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

302704-1 (S)

06-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Balance disorder, Confusional state, Dizziness, Extubation, Gait disturbance, Headache, Intensive care, Intubation, Leukoencephalomyelitis, Mechanical
ventilation, Mental status changes, Nausea, Unresponsive to stimuli, Urinary incontinence, Urinary tract infection, Vaccination complication, Vomiting

 ER VISIT, HOSPITALIZED, PERMANENT DISABILITY, SERIOUS

Related reports:   302704-2;  302704-3

Other Vaccine
15-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6509
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Dec-2007
Vaccine Date

26-Dec-2007
Onset Date

11
Days

23-Jan-2008
Status Date

--
State Mfr Report Id

Patient presented 11 days after Gardasil vaccination with meningoencephalitis of uncertain etiology. A specific viral infection could not be identified. The
patients CSF was suggestive of a demyelinating process. She was hospitalized from 12/26/07 until 1/15/08 with complication of respiratory failure. She was
discharged to a rehabilitation hospital with motor weakness and slowed cognition.

Symptom Text:

Other Meds:
Lab Data:

History:
Prex Illness:

CSF WBC 235 58%lymph 16%neut 26%mono glucose 59 protein 117 cultures --- mylin basic protein 11.8, synthesis rate +4.5 CSF IgG 10.0 serum IgG 1070,
Lyme serology ---, HIV ---, Arboviral panel West Nile IgG -+- IgM ---, enterovirus pcr on CS
L4 compression fracture at 13 s/p 6 surgeries, spinal stimulator at 21

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

302704-3 (S)

07-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Cognitive disorder, Demyelination, Encephalitis, Hypokinesia, Respiratory failure, Viral infection

 HOSPITALIZED, SERIOUS

Related reports:   302704-1;  302704-2

Other Vaccine
18-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6510
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Nov-2007
Vaccine Date

01-Nov-2007
Onset Date

0
Days

16-Jan-2008
Status Date

IL
State

WAES0801USA01347
Mfr Report Id

Information has been received from a 20 year old female with no pertinent medical history who on 01-Nov-2007 was vaccinated with a 0.5 ml dose of Gardasil.
Concomitant therapy included prenatal vitamins.  On 05-Jan-2008 the patient was dehydrated.  She was hospitalized where she found out that she was
pregnant with twins.  The patient's last menstrual period was approximately 22-Oct-2007 and estimated date of delivery was 28-Jun-2008.  On 07-Jan-2008, the
patient was released from the hospital.  The patient's outcome was not reported.  Additional information has been requested.

Symptom Text:

Vitamins (unspecified)Other Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 10/22/2007)Prex Illness:

Diagnostic laboratory - results not reported

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

302705-1 (S)

16-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dehydration, Drug exposure during pregnancy

 ER VISIT, HOSPITALIZED, SERIOUS

Other Vaccine
15-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6511
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Nov-2007
Vaccine Date

29-Nov-2007
Onset Date

3
Days

16-Jan-2008
Status Date

FR
State

WAES0801USA01024
Mfr Report Id

Information has been received from a gynaecologist concerning a adolescent female (exact age not reported) with a history of epilepsy who on 26-NOV-2007
was vaccinated (route and site not reported) with the 2nd dose of Gardasil (lot# not reported). On 29-NOV-2007, the patient had a epileptic fit and was
hospitalized. The patient recovered within an unspecified time period. The 1st dose of Gardasil was well tolerated. Other business partner numbers include
E2008-00013 (0). Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Epilepsy; the 1st dose of Gardasil was well tolerated.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

302706-1 (S)

16-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Condition aggravated, Epilepsy

 HOSPITALIZED, SERIOUS

Other Vaccine
15-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6512
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Jan-2008
Vaccine Date

04-Jan-2008
Onset Date

0
Days

16-Jan-2008
Status Date

CA
State

WAES0801USA00959
Mfr Report Id

Information has been received from a medical assistant concerning a 17 year old female with no medical history and no drug allergies, who on 04-JAN-2008
was vaccinated intramuscularly with a 0.5mL first dose of Gardasil (Lot# 658488/1264U). There was no concomitant medication. On 04-JAN-2008 four or five
hours post vaccination the patient experienced difficulty in breathing, shortness of breath, and a swollen throat. The symptoms lasted about 6 hours and then
the patient developed a "high fever" and a cough that lasted about 2 days. The patient called the office. The patient was not hospitalized. No laboratory
diagnostics were performed. On 06-JAN-2008 the patient recovered. No product quality complaint was involved. The physician considered the difficulty
breathing, shortness of breath, swollen throat, "high fever", and cough to be life threatening. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

302707-1 (S)

16-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Cough, Dyspnoea, Pharyngeal oedema, Pyrexia

 ER VISIT, LIFE THREATENING, SERIOUS

Other Vaccine
15-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1264U 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Aug-2007
Vaccine Date

01-Aug-2007
Onset Date

0
Days

16-Jan-2008
Status Date

FR
State

WAES0801AUS00061
Mfr Report Id

Information has been received from a general physician via CSL as part of a business agreement (manufacturer control #GARD20080110002) concerning a 26
year old female with inflammation who in approximately August 2007, was vaccinated with the first dose of Gardasil.  Concomitant therapy included meloxicam
(MOBIC).  In approximately August 2007, after vaccination with Gardasil, the patient developed bilateral pain down both legs and back aches.  The patient
consulted a rheumatologist who described the patient as having "evolving problems such as neuropathies".  The patient was also referred to a gynecologist by
the reporting general physician.  At the time of reporting on 10-Jan-2008, the patient's bilateral pain down both legs and back ache persisted.  Bilateral pain
down both legs and back ache were considered to be disabling by the reporting general physician.  Additional information is not expected.

Symptom Text:

MeloxicamOther Meds:
Lab Data:
History:

InflammationPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

302708-1 (S)

16-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Back pain, Neuropathy, Pain in extremity

 PERMANENT DISABILITY, SERIOUS

Other Vaccine
15-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Dec-2007
Vaccine Date

31-Dec-2007
Onset Date

0
Days

16-Jan-2008
Status Date

--
State

WAES0801USA00501
Mfr Report Id

Information has been received from a mother concerning her 15 year old daughter who has had a liver transplant.  There were multiple concomitant
medications but none were specified.  On 31-DEC-2007 the patient was vaccinated with her first dose of Gardasil.  The mother reported that her daughter
fainted within 10 minutes after receiving the vaccination.  She passed out for about 1 minute after hitting her head.  She was seen in the emergency room and
required 7 staples in her head to close the wound she received.  A CT of the head and neck was performed, as well as X-rays.  No results were reported.  Her
head injury was considered to be immediately life-threatening and disabling.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Liver transplantPrex Illness:

computed axial - head and neck - no results reported; X-ray - no results reported

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

302709-1 (S)

16-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Head injury, Loss of consciousness, Syncope

 ER VISIT, LIFE THREATENING, PERMANENT DISABILITY, SERIOUS

Other Vaccine
15-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6515
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Aug-2007
Vaccine Date

02-Aug-2007
Onset Date

0
Days

16-Jan-2008
Status Date

WA
State

WAES0801USA00401
Mfr Report Id

Information has been received from a nurse concerning an 18 year old female with no pertinent medical history, seasonal allergies and allergies to nickel and
penicillin who on 02-AUG-2007 was vaccinated intramuscularly (site not reported) with the 1st dose of the 0.5 ml Gardasil (lot#655620/0171U). The patient was
concomitantly vaccinated with Varivax (MSD) and DTaP (manufacturer unknown). On 15-AUG-2007, the patient was seen in the emergency room with lowering
hcg levels and some vaginal bleeding. On 16-AUG-2007 and 17-AUG-2007, the patient returned to the emergency room with continuing decreasing hcg levels
and later had a spontaneous abortion (exact date not reported). On 01-OCT-2007, the patient was vaccinated intramuscularly (site not reported) with the 2nd
dose of the 0.5 ml Gardasil (lot#658094/0524U) while pregnant (WAES#0801USA01237). Follow-up information was received from the nurse stating that the
exact date of the spontaneous abortion and LMP after the 2nd dose of the Gardasil vaccine is unknown. Upon internal review spontaneous abortion was
considered to be an other important medical events. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:

Pregnancy NOS (LMP=Unknown); Penicillin allergy; Hypersensitivity; Seasonal allergyPrex Illness:

beta-human chorionic 10/01/07 posit

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

302710-1

04-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Blood gonadotrophin decreased, Drug exposure during pregnancy, Vaginal haemorrhage

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Jan-2008

Received Date

Prex Vax Illns:

VARCEL
HPV4
DTAP

MERCK & CO. INC.
MERCK & CO. INC.
UNKNOWN MANUFACTURER

NULL
0171U
NULL

0
Unknown
Unknown
Unknown

Unknown
Intramuscular

Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Dec-2007
Vaccine Date

27-Dec-2007
Onset Date

7
Days

16-Jan-2008
Status Date

FR
State

WAES0801POL00003
Mfr Report Id

Information has been received from a physician concerning a 30 year old patient who in approximately 20-DEC-2007 was vaccinated with second dose of
Gardasil (Batch number: NF13740). Seven days after vaccination on 27-DEC-2007 the patient experienced expanding micropapular rash on lower limbs and
trunk and pruritus. Rash and pruritus regressed after 5 days due to administered therapy. The reporter considered rash and pruritus to be 'Other Important
Medical Events'. Inappropriate schedule of drug administration was coded due to patient's age. The reporter felt that rash and pruritus was related to therapy
with Gardasil. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory test 02Jan08 Comment: normal
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
30.0

302713-1

16-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, Pruritus, Rash papular

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NF13740 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6517
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Nov-2007
Vaccine Date

14-Nov-2007
Onset Date

2
Days

16-Jan-2008
Status Date

FR
State

WAES0801USA00627
Mfr Report Id

Information has been received from a health authority (#NC20070324) concerning a 14 year old female who on 08-Sep-2007 was vaccinated IM with the first
dose of Gardasil (Lot # not provided).  There was no concomitant medication.  On 14-Nov-2007 the patient developed otalgia and was seen by her physician
for a consultation.  On 26-Nov-2007 the patient was hospitalized due to an epileptic seizure.  The event was described as a Bravais-jacksonian epileptic seizure
of the left upper limb, with secondary generalization.  A computed tomography and MRI did not find any anomalies.  An EEG was also normal; no anomalies
were found in the work up.  Subsequently, it was reported that on an unspecified date the patient recovered from the epileptic seizure and otalgia.  Additional
information has been requested.  Other business partner numbers include E2008-00044.

Symptom Text:

NoneOther Meds:
Lab Data:

History:
Prex Illness:

computed axial tomography 26Nov07 Comment: no anomalies; electroencephalography 26Nov07 Comment: Normal; magnetic resonance imaging 26Nov07
Comment: No anomalies
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

302714-1 (S)

16-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Ear pain, Epilepsy

 HOSPITALIZED, SERIOUS

Other Vaccine
15-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Jan-2008
Vaccine Date

03-Jan-2008
Onset Date

0
Days

22-Jan-2008
Status Date

IN
State Mfr Report Id

After injection of Varivax #2 in R arm and HPV #1 in L arm she fainted.Symptom Text:

Other Meds:
Lab Data:
History:

NoPrex Illness:

B/P 95/58, bl. sugar 98
No

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

302728-1

23-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Jan-2008

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

1490U
0802U

1
0

Right arm
Left arm

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 6519
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Oct-2007
Vaccine Date

06-Oct-2007
Onset Date

2
Days

22-Jan-2008
Status Date

TX
State Mfr Report Id

Swelling over golf ball size, pain ever since.  Now having skin pigment change at vaccination site.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

302730-1

22-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site discolouration, Pain, Swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1061U 2 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Jan-2008
Vaccine Date

04-Jan-2008
Onset Date

0
Days

22-Jan-2008
Status Date

OH
State Mfr Report Id

11/1/07 1715 Prob: Fainting episode; Fall trauma 2hours to the above; S: Patient has "needle phobia". Received Gardasil without problems in the left upper
arm (deltoid region)....left the room after the mother agreed to watch her. ...went to retrieve the patient's chart and the patient fainted while sitting on exam
table. The patient then impacted with the floor injuring her right knee and her left infra orbital cheek bone: using an. ammonia capsule the patient was revived.
She was alert and 0 x 3. no seizure  or activity. She was normally reactive when the paramedics arrived. Transported to med ctr's ER to evaluate injury or
injuries with a C-collar in place. She was stable on departure no seizures observed, no anaphylactic reaction noted! She was transported in stable and
satisfactory condition. 11/12/07 Called to check on progress of patient. She stated her left cheek was perfectly fine, her left knee still hurts and is bruised. I told
the patient to notify her mother that I called.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

302733-1

22-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Contusion, Fall, Joint injury, Phobia, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Jan-2008

Received Date

Yes~HPV (Gardasil)~1~14~In PatientPrex Vax Illns:

HPV4 MERCK & CO. INC. 0515U 1 Right arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Jan-2008
Vaccine Date

12-Jan-2008
Onset Date

1
Days

22-Jan-2008
Status Date

TX
State Mfr Report Id

Joint pain, metallic taste.Symptom Text:

Synthroid, Lipitor, ActonelOther Meds:
Lab Data:
History:

NonePrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
57.0

302742-1

04-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Dysgeusia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1267U 1 Unknown Subcutaneously
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Jan-2008
Vaccine Date

12-Jan-2008
Onset Date

1
Days

21-Jan-2008
Status Date

OH
State

PENDING
Mfr Report Id

24 HOURS AFTER VACCINE MOTHER NOTICED REDNESS, SWELLING, WARMTH AND TENDERNESS ABOUT 5 INCHES IN DIAMETER AROUND
SIGHT OF INJECTION. THIS HAS GRADUALLY IMPROVED BUT THE CHILD COMPLAINS OF NUMBNESS OF THE SAME FOREARM. TESTING IN THE
OFFICE SHOWS ABNORMAL COLD/HEAT AND DULL/SHARP DISCRIMINATION ON THE EXTENSER SURFACE OF LEFT FOREARM. FOLLOW UP IN
TWO WEEKS.

Symptom Text:

PROAIR INHALER PERSCRIBED AT VISITOther Meds:
Lab Data:
History:
Prex Illness:

NORMAL REFLEXES IN SAME ARM

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

302756-1

22-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Injection site erythema, Injection site pain, Injection site swelling, Injection site warmth, Sensory disturbance

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Jan-2008

Received Date

Prex Vax Illns:

VARCEL
TDAP
MNQ
HPV4

MERCK & CO. INC.
SANOFI PASTEUR
SANOFI PASTEUR
MERCK & CO. INC.

1469U
C2759AA
U2365AA
1063U

1
0
0
0

Left arm
Left arm

Right arm
Right arm

Subcutaneously
Intramuscular
Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Dec-2007
Vaccine Date

06-Jan-2008
Onset Date

11
Days

23-Jan-2008
Status Date

NE
State Mfr Report Id

Administered 12-26-07; rash 1-6-08; large welts, joint pain, stiffness, lethargy, fever, etc. follow 1 week after rash.Symptom Text:

Yaz, SaratemOther Meds:
Lab Data:
History:
Prex Illness:

Unknown, done at another facility
Allergy to Cefzil, codeine

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

302769-1

23-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Lethargy, Musculoskeletal stiffness, Pyrexia, Rash, Urticaria

 ER VISIT, NOT SERIOUS

Related reports:   302769-2

Other Vaccine
15-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1287U 0 Left arm Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Dec-2007
Vaccine Date

06-Jan-2008
Onset Date

11
Days

28-Feb-2008
Status Date

NE
State

WAES0801USA02879
Mfr Report Id

Initial and follow up information has been received from a licensed practical nurse, concerning an 18 year old white female with drug allergies to cefprozil
(CEFZIL) and codeine, who on 26-DEC-2007 was vaccinated IM in the left deltoid, with the first dose of Gardasil (lot # 655327/1287U).  Concomitant
medication included YASMIN and SARAFEM.  There was no illness at the time of vaccination.  On 06-JAN-2008, the patient developed a rash.  The patient
was referred to an allergist.  By 14-JAN-2008, the patient had developed welts and joint swelling, along with stiffness and lethargy.  The LPN noted that the
patient's physician (another facility) diagnosed serum sickness (treatment not specified).  At the time of this report, the outcome of the events was unknown.
Additional information is not expected.

Symptom Text:

Yasmin; SarafemOther Meds:
Lab Data:
History:

Drug hypersensitivityPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

302769-2

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Joint swelling, Lethargy, Musculoskeletal stiffness, Rash, Serum sickness, Urticaria

 ER VISIT, NOT SERIOUS

Related reports:   302769-1

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1287U 0 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Jan-2008
Vaccine Date

15-Jan-2008
Onset Date

0
Days

23-Jan-2008
Status Date

MO
State Mfr Report Id

lightheaded and dizziness; Rev'd SpriteSymptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

302771-1

24-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1448U Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Nov-2007
Vaccine Date

04-Nov-2007
Onset Date

3
Days

23-Jan-2008
Status Date

OH
State Mfr Report Id

After receiving Gardasil patient report site felt "fine" for 3 days.  On Monday 11/5/07 felt pain axillary area.  PMD ordered sonogram which found increased
lympnadenopathy both axillary, pain stopped about 2 hours later.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

302775-1

23-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Axillary pain, Lymphadenopathy

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 02929U 0 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Nov-2007
Vaccine Date

01-Nov-2007
Onset Date

0
Days

23-Jan-2008
Status Date

OH
State Mfr Report Id

11/1/07 Prob. fainting episode.  Fall trauma secondary to the above.  Patient has "needle phobia".  Received Gardasil without problem in the left upper arm
(deltoid region).  Nurse left the room after the mother agreed to watch her.  Nurse went to retrieve the patient's chart and the patient fainted while sitting on the
exam table.  The patient then impacted with the floor injuring her right knee and her left infra orbital cheek bone.  Using an ammonia capsule the patient was
revived.  She was alert and 0x3.  No seizure history or activity.  She was normally reactive when the paramedics arrived.  Transported to medical center's ER to
evaluate injury or injuries with a C-collar in place.  She was stable on departure.  No seizures observed, no anaphylactic reaction noted.  She was transported
in stable & satisfactory condition.  11/12/07 called to check on progress of patient.  She states her left cheek is perfectly fine, her left knee still hurts and is
bruised.  I told the patient to notify the NIO there that I called.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

302777-1

23-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Contusion, Face injury, Injury, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0515U 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 6528
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Dec-2007
Vaccine Date

10-Dec-2007
Onset Date

0
Days

01-Feb-2008
Status Date

VA
State

200704257
Mfr Report Id

An 11-year-old female patient with no reported past medical history, had received a first, intramuscular, left deltoid dose of Menactra (lot number U2277AA),
and a first, intramuscular left deltoid dose of Gardasil (manufacturer Merck, lot number 1245V, expiration date July 10 [year not reported) on 10 December 2007
at 11:00 a.m.  A few hours later in the afternoon, the patient developed pain, numbness, and tingling in the lower left arm distal to the injection site.  There was
no loss of strength in the left arm, but the patient was keeping the arm bent, and was guarding the arm as the forearm and wrist hurt.  There was no adverse
event associated with the actual injection site itself.  The patient was evaluated by a physician; and follow-up information is forthcoming.  Treatment received,
and diagnostic testing performed were not reported.  At the time of this report, the recovery status of the patient was "unknown."

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

302804-1

04-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Pain in extremity, Paraesthesia

 ER VISIT, NOT SERIOUS

Other Vaccine
14-Jan-2008

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2277A
1245V

0
0

Left arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 6529
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Jan-2008
Vaccine Date

14-Jan-2008
Onset Date

0
Days

21-Jan-2008
Status Date

CO
State Mfr Report Id

Pt developed Hives on body 20 minutes after receiving Influenz TIV and HPV immunizations.Symptom Text:

AlbuterolOther Meds:
Lab Data:
History:

nonePrex Illness:

N/A
Allergy to Sulfa

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

302836-1

22-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Jan-2008

Received Date

Prex Vax Illns:

HPV4
FLU

MERCK & CO. INC.
SANOFI PASTEUR

0388U
U2490AA

1
2

Left arm
Left arm

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Jan-2008
Vaccine Date

15-Jan-2008
Onset Date

0
Days

21-Jan-2008
Status Date

NJ
State Mfr Report Id

Within 2 minutes after receiving the Gardisil vaccine (subsequent to receiving Varivax)patient had a near syncopal episode while sitting in the chair.  Patient
face totally lost color and she reported feeling numb in her lips and shaky in her extremities. Patient needed to be aroused. Pt was placed in the supine position
and BP was78/32 and pulse 45. It took 5-10 minutes to recover before patients color returned and repeat BP was 108/62 pulse 60.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

N/A
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

302838-1

22-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure decreased, Depressed level of consciousness, Heart rate decreased, Hypoaesthesia oral, Immediate post-injection reaction, Pallor,
Presyncope, Tremor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Jan-2008

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

1495U
0802U

1
0

Right arm
Left arm

Subcutaneously
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Jan-2008
Status Date

AZ
State Mfr Report Id

Patient reported that vaccine was administered via IM injection to the dorsogluteal region two months ago and has resulted in a "hole" or depression of the
tissue at the injection site.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

302923-1

22-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site induration, Wrong technique in drug usage process

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Jan-2008
Vaccine Date

04-Jan-2008
Onset Date

1
Days

21-Jan-2008
Status Date

TX
State Mfr Report Id

"Approximately 1/3/08 she received her 3rd Gardasil injection in the left deltoid shoulder area.  She said it felt a little more uncomfortable than usual, felt just ill
inside, like the fluid going into her arm.  Since that time, she has had progressive pain extending down the entire arm with some tingling generalized in the arm
and hands.  Pain in a broad area.  She denies any skin changes over the site, no constitutional symptoms during the last symptoms.  She denies any
generalized reaction to prior injections or to any immunizations in the past that she can recall.  She has pain with resistant abduction and external rotation.  No
treatment at this time."

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

302925-1

22-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injected limb mobility decreased, Injection site discomfort, No reaction on previous exposure to drug, Pain in extremity, Paraesthesia

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Left arm Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Oct-2007
Vaccine Date

30-Oct-2007
Onset Date

1
Days

18-Jan-2008
Status Date

FR
State

WAES0711USA07052
Mfr Report Id

Information has been received from a gynecologist concerning a 24 year old female with no relevant medical history or on-going diseases who on 29-OCT-
2007 was vaccinated in the upper left arm (route not reported) with the 1st dose of the Gardasil (Batch: NG00010, lot#1401F). Concomitant therapy included
levothyroxine Na (L THYROXIN) and iodine. On 30-OCT-2007, post vaccination, the patient complained of pain at the injection site. On 31-OCT-2007, the
patient developed swelling of lymph nodes in the left axilla, left groin and in the left adductor canal. At the time of reporting the patient also complained of
tendon pain of the left arm with painful inner rotation. Medication with Ibuprofen was started. The patient had recovered from all symptoms after about 14 days.
After an interval free of complaints the pain in the arm reoccurred. The patient was admitted into the hospital for diagnostics test (neurological apartment),
including lumbar puncture. Results are pending. Symptoms were ongoing at the time of reporting. Other business partners numbers include E2007-08078 (0).
Additional information is not expected.

Symptom Text:

L Thyrox; iodineOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

302943-1 (S)

18-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Lymphadenopathy, Tendon pain

 HOSPITALIZED, SERIOUS

Other Vaccine
17-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1401F 0 Left arm Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jun-2007
Vaccine Date

01-Jun-2007
Onset Date

0
Days

18-Jan-2008
Status Date

NY
State

WAES0801USA02179
Mfr Report Id

Information has been received from a physician's assistant concerning an 18 year old female who in June 2007, was vaccinated with a first dose of Gardasil
(lot# unknown) 0.5 mL injection. In June 2007, on an unspecified date the patient experienced "seizures and became code blue" after receiving Gardasil.
Medical attention was sought. No further information was provided. Upon internal review, seizure is considered to be an other medical event (OME). Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

302944-1

18-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Jan-2008
Vaccine Date

15-Jan-2008
Onset Date

1
Days

21-Jan-2008
Status Date

PA
State Mfr Report Id

Patient received first gardasil injection on Monday January 14, 2007. She noted an itchy red rash extending from the injection site Right deltoid across upper
chest and across upper back the next day.

Symptom Text:

Other Meds:
Lab Data:
History:

unknownPrex Illness:

allergy to pencillin

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

302957-1

22-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site pruritus, Injection site rash, Rash, Rash pruritic

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. ? 0 Right arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Nov-2007
Vaccine Date

Unknown
Onset Date Days

24-Jan-2008
Status Date

IL
State Mfr Report Id

11/8/07 Gardasil injection given, patient reports rash on both arms & trunk.  Rash resolved after went 1 week with no treatment.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

302964-1

24-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1263U 0 Right arm Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Dec-2007
Vaccine Date

20-Dec-2007
Onset Date

0
Days

08-Feb-2008
Status Date

AL
State Mfr Report Id

Gardasil was administered in the left arm and Hepatitis B vaccine was administered in the right arm, both with the patient standing. Within less than one minute
of the second vaccine administration, the patient fainted, falling against a counter and bumping her head before falling to the floor. She revived within about one
minute. She was taken to an examining room and laid on the examining table for about 15 minutes before leaving the doctor's office. At that time BP was
102/62 and HCT was 36%. She experienced pain at the injection site in both arms immediately after the shots, with the left arm worse than the right. For 2-3
days afterwards she experienced headache, dizziness, malaise, nausea and somnolence. She continues to have headaches and dizziness daily. She has
received numerous vaccinations over her lifetime and this has been the only occurrence of fainting.

Symptom Text:

Pulmicort; FlonaseOther Meds:
Lab Data:
History:

NonePrex Illness:

bp 102/62 HCT 35%
NKA, asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

302965-1

08-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Fall, Head injury, Headache, Injection site pain, Malaise, Nausea, Somnolence, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Jan-2008

Received Date

Prex Vax Illns:

HPV4
HEP

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

03890
AHBVB437AA

2
2

Left arm
Right arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 6538
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Dec-2007
Vaccine Date

18-Dec-2007
Onset Date

0
Days

24-Jan-2008
Status Date

NY
State Mfr Report Id

1. Day of injection-pain at site.  2.  2nd day after injection-general body aches (flu-like), no URI sx x2 wks.  3. Noted numbness from injection site to finger tips,
persists now.

Symptom Text:

Yaz, Allegra-spring/fall onlyOther Meds:
Lab Data:
History:

NonePrex Illness:

None
Allergic to: PCN, sulfa, erythromycin.  Prior med Hx: whiplash after MVA, carpal tunnel R (resolved) totally

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

302968-1

25-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Influenza like illness, Injection site anaesthesia, Injection site pain, Pain

 NO CONDITIONS, NOT SERIOUS

Related reports:   302968-2

Other Vaccine
17-Jan-2008

Received Date

pain at injection site x2 days~HPV (Gardasil)~1~24~In PatientPrex Vax Illns:

HPV4 MERCK & CO. INC. 1263U 1 Left arm Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Oct-2007
Vaccine Date

18-Oct-2007
Onset Date

0
Days

27-Feb-2008
Status Date

--
State

WAES0801USA00917
Mfr Report Id

Information has been received from a consumer concerning her 24 year old daughter with no medical history and allergies to penicillin, sulfonamide and
azithromycin who on 18-OCT-2007, was vaccinated IM with a first dose of GARDASIL. On 18-DEC-2007, the patient was vaccinated with a second dose of
GARDASIL. There was no concomitant medication. On 18-DEC-2007, after she received the vaccination, the patient experienced soreness and numbness in
her arm where the vaccine was given. It was also reported that she felt very achy, as if she was coming down with something and felt very ill. The consumer
also mentioned that after her daughter received her first dose of the vaccine she had pain at the injection site. Unspecified medical attention was sought.  No
laboratory diagnostic studies were performed. At the time of this report, the patient had not recovered. Follow up information stated that the patient had full
range of motion in the arm she received the injection in. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
Penicillin allergy; sulfonamide allergy; Hypersensitivity

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

302968-2 (S)

27-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Injection site pain, Malaise, Pain, Pain in extremity

 ER VISIT, EXTENDED HOSPITAL STAY, SERIOUS

Related reports:   302968-1

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Jan-2008
Vaccine Date

08-Jan-2008
Onset Date

0
Days

08-Feb-2008
Status Date

NY
State Mfr Report Id

1640 female with epistaxis evening of vaccination adm. following day pt dev. L. arm shaking, tremor. L arm felt heavy, achy and was shaking P142 bmp.
Resolved, until following day felt L. arm heaviness and pain-resolved. Pt seen recovered at exam.

Symptom Text:

Other Meds:
Lab Data:
History:

6 days prior appendencitisPrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

302981-1

07-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Epistaxis, Limb discomfort, Sensation of heaviness, Tremor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 12870 2 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Jan-2008
Vaccine Date

03-Jan-2008
Onset Date

0
Days

24-Jan-2008
Status Date

CA
State Mfr Report Id

Patient fainted after receiving immunizations.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

302982-1

24-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Jan-2008

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2420AA
0928U

0
0

Unknown
Unknown

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Jan-2008
Vaccine Date

07-Jan-2008
Onset Date

0
Days

24-Jan-2008
Status Date

CA
State Mfr Report Id

Pt fainted after receiving immz.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

N/A
None per parents

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

302983-1

24-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Jan-2008

Received Date

Prex Vax Illns:

TDAP
MMR
HPV4

SANOFI PASTEUR
MERCK & CO. INC.
MERCK & CO. INC.

C2245AA
0866U
0928U

1
1
0

Left arm
Left arm
Left arm

Unknown
Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
22-Jan-2008
Status Date

FR
State

WAES0712USA08683
Mfr Report Id

Information has been received from a consumer concerning her 16 year old daughter with a history of being overweight, lactose intolerance, dizziness and
asthenia who in August 2007 (exact date not reported), was vaccinated intramuscularly in the upper arm with the 2nd dose of Gardasil (lot # not reported).  At
the end of October 2007, the patient experienced remarkable hair loss.  At the time of reporting the hair loss was ongoing and a diagnostic check up (family
physician/dermatologist) was to be done.  To be noted, at the time of onset, the girl went to a nutrition consultant and started sports at a gym to reduce weight.
Cause of pre-existing dizziness and asthenia had not been determined.  This case was upgraded to serious due to the patient being hospitalized.  The mother
additionally reported that the patient had an occurrence of hypertension since the summer of 2007 (exact date not reported).  The patient was admitted into the
hospital on 4-Dec-2007 and discharged on 7-Dec-2007 for clinical diagnostics test.  A diagnostic check-up by a dermatologist was not performed.  The patient's
hair loss stopped (exact date not reported) and new hair started growing in forehead area.  The laboratory test conducted (no details reported) in the hospital
were all in normal ranges.  The physicians did not see a causal relation to the vaccine.  The 1st and 3rd dose of Gardasil (3rd dose given 15-Dec-2007) was
tolerated well.  Other business partners numbers include E2007-08860 (0).  Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Overweight; Lactose interolance; Dizziness; AstheniaPrex Illness:

diagnostic laboratory test, ??Dec07, normal ranges
The 1st and 3rd dose of Gardasil (3rd dose given 15-Dec-2007) was tolerated well.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

303006-1 (S)

22-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Alopecia, Hypertension

 HOSPITALIZED, SERIOUS

Other Vaccine
18-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Oct-2007
Vaccine Date

01-Oct-2007
Onset Date

0
Days

22-Jan-2008
Status Date

CA
State

WAES0801USA02992
Mfr Report Id

Information has been received via the Merck pregnancy registry, from a physician, concerning a 17 year old female patient who was 2-3 weeks pregnant in
October 2007, when she was vaccinated with the first dose of Gardasil (lot # not reported). On 13-JAN-2008, the patient had a miscarriage and was
hospitalized (details and dates not provided). The physician stated that the patient was "traumatized." At the time of this report, the outcome of miscarriage and
patient traumatized was unknown. The physician considered the miscarriage to be disabling/incapacitating due to the patient being traumatized. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP=Unknown)Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

303008-1 (S)

22-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy, Emotional distress

 ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, PERMANENT DISABILITY, SERIOUS

Other Vaccine
18-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-May-2007
Vaccine Date

01-Jun-2007
Onset Date

14
Days

23-Jan-2008
Status Date

--
State Mfr Report Id

Patient received Gardasil vaccine on 3/20/2007 and 5/18/2007.  Developed seropositive RA by 6/2007.  Requires disease-modifying therapy.  1/29/08
Reviewed reporter's medical records which reveal patient seen 1/8/08 as arthritis second opinion.  Patient had experienced pain in hands & feet, CTS, elbow
pain & morning stiffness beginning 6/2007.  Seen by specialist at that time who dx RA & had been on varying doses of steroids since 7/07.  Stated Plaquenil
10/07 but continued to have discomfort, stiffness & swelling of fingers & knees which interfered w/sleep & intermittent fine motor incoordination.  Numbness of
lower arms & legs esp at night.  Hands were weak.  Additional meds had been recommended & sought second opinion at that time.  After exam, patient agreed
to addition of Methotrexate & folic acid along w/serial labs.  Referred for baseline CXR & hand/foot x-rays to monitor progression. FINAL DX: Rheumatoid
arthritis. 2/5/08 Reviewed med records from pcp which reveal patient experienced weakness & pain of right hand on 7/20/07 vs.  Dx w/CTS & tx w/meds &
brace.  Returned on 8/22 w/complaints of increasing fatigue, joint pain & stiffness x 3 mos.  Had seen podiatrist & x-ray of feet abnormal.  Labs done & referred
to rheumatologist.  10/22 vs for sinusitis & 12/13 for URI.  Referred to 2nd rheumatologist.  Vaccine date/lot # added to VAERS database. FINAL DX:
Rheumatoid arthritis.

Symptom Text:

oral contraceptives, CymbaltaOther Meds:
Lab Data:

History:
Prex Illness:

RF 17.3 8/23/2007 CCP antibody 123.6 9/20/2007 PCP Labs: LABS: Cyclic citrullinated peptide antibody IgG 123.6 (H).  RA factor 17.3 (H).  ANA 29 (N).
LABS: Labs of 1/9/08: CBC, Hepatic function panel & sed rate WNL.  CXR & bilat feet x-
No known allergies, non smoker, no significant alcohol PMH: mood disorder w/OCD features; anxiety.  Family hx: gout.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

303022-1

05-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Asthenia, Carpal tunnel syndrome, Coordination abnormal, Fatigue, Hypoaesthesia, Joint swelling, Musculoskeletal stiffness, Oedema peripheral,
Pain in extremity, Rheumatoid arthritis, Sinusitis, Sleep disorder, Upper respiratory tract infection, X-ray abnormal

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jan-2008

Received Date

Prex Vax Illns:

HPV4HPV4 MERCK & CO. INC. 0245U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6546
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Oct-2007
Vaccine Date

18-Oct-2007
Onset Date

0
Days

08-Feb-2008
Status Date

WI
State Mfr Report Id

10/18/07 and 12/30/07 RE: 10/18/07 pt-Had 2nd Gardasil vaccine & Flu shot at about 5:15 PM. When I called to schedule her 2nd Gardasil shot, I asked if she
could also receive her Flu shot at the same time. I was told "sure, no problem". On 10/18-when they were getting things ready-they mentioned that when pt
returns for her 3rd Gardasil vaccine, she should also received her 2nd chicken pox vaccine. When the nurse took the vaccine out of the refridgerator, she
dropped it. She then said "Oh, that's not good". I don't know which of the two vaccine she dropped. My daughter was sitting in the chair, she received one shot
in each arm. (I don't recall which one first, or which one in which arm). She remained seated for a minute or two, then she got up & I sat down to get my flu
shot. Just as my shot was complete, I was putting my shirt sleeve back in order, I heard a bang. It was daughter-she had fallen back, hit the wall, and had gone
down to the floor. Her eyes were rolling back & she went out. The nurses & I got her flat & then raised her feet up onto a chair. She was out for a short
time...when she "came to" we removed her jacket. Her head, neck, and back hurt. They called for a Dr. to come check her out. They looked into her ears, and
eyes. They told me to keep an eye on her, and that she maybe sore from hitting the wall & going down. She had never had anything like this happen to her
before, so she was quite shaken up. Then on Sunday 12/30/07-she had been snowmobiling with her Dad through out the day, up at his cabin (which is three
hours away from home). They had slept in, went out for breakfast. Rode during the day, and had stopped for pizza around 5 PM. The pizza was just about to
come out of the oven, and while she was standing up, she suddenly told her dad that she felt dizzy. As quick as he stood up, she had gone down (Again). They
got her up & put her in a chair...they got her some water to drink. There happened to be a nurse there, and she said no, give her Orange Juice, that'd be better.
The nurse suggest

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

10/18-No labs 12/30/07-# of labs-all "ok"
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

303028-1

08-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Back pain, Dizziness, Fall, Gaze palsy, Headache, Loss of consciousness, Neck pain, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jan-2008

Received Date

Prex Vax Illns:

HPV4
FLU

MERCK & CO. INC.
NOVARTIS VACCINES AND
DIAGNOSTICS

1265U
79241

1
2

Unknown
Unknown

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 6547
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Jan-2007
Vaccine Date

11-Jan-2007
Onset Date

0
Days

24-Jan-2008
Status Date

PA
State Mfr Report Id

Nausea, vomiting, fever.  Symptoms lasted for 1-2 days after receiving vaccine.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

303030-1

24-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Nausea, Pyrexia, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Jan-2008

Received Date

Prex Vax Illns:

TDAP
HPV4
MNQ
HEPA

SANOFI PASTEUR
MERCK & CO. INC.
SANOFI PASTEUR
GLAXOSMITHKLINE
BIOLOGICALS

C2730AA
1061U
U2367AA
0494U

1
1
1

Left arm
Left arm

Right arm
Right arm

Intramuscular
Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 6548
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Jan-2008
Vaccine Date

14-Jan-2008
Onset Date

7
Days

21-Jan-2008
Status Date

AZ
State Mfr Report Id

Mother states patient has developed lower abdominal pain since her HPV.  Saw PCP who ran several tests all negative, but beleived she has PID.  Mother was
instructed to take patient to GYN for exam and treatment.  Mother denies that daughter is sexually active.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

negative for UTI, unknown what other diagnostic tests were performed.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

303048-1

22-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Pelvic inflammatory disease

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Jan-2008

Received Date

Prex Vax Illns:

TDAP

MNQ
HPV4
IPV

GLAXOSMITHKLINE
BIOLOGICALS
SANOFI PASTEUR
MERCK & CO. INC.
SANOFI PASTEUR

AC52B016BA

U2539AA
0523U
A0873

0

0
0
0

Left arm

Right arm
Right arm
Left arm

Intramuscular

Intramuscular
Intramuscular

Subcutaneously



10 JUN 2008 06:27Report run on: Page 6549
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Dec-2007
Vaccine Date

02-Jan-2008
Onset Date

2
Days

21-Jan-2008
Status Date

NY
State Mfr Report Id

over the course of several days, symptoms worsened. started with tingling in extremities, then uncomfortable feeling in abdomen (like a balloon was pushing
up), then difficulty chewing, swallowing, inability to eat, felt like "a grapefruit" was in her neck, wrapping around it from the back. all sensations were like nothing
she had felt before.

Symptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

saw doctor. symptoms were starting to improve at that point (a few days later)
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

303055-1

22-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal discomfort, Dysphagia, Mastication disorder, Musculoskeletal discomfort, Paraesthesia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. UNKNOWN 1 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 6550
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Jan-2008
Vaccine Date

02-Jan-2008
Onset Date

0
Days

22-Jan-2008
Status Date

CO
State Mfr Report Id

I recently went in for my annual checkup and pap smear, which should have been easy enough. At the conclusion of my appointment the Dr. asked me if I
would like to get the HPV shot a.k.a. Gardasill. I questioned why and she said it would be a good idea because it protects against certain cancers and forms of
genital warts. She told me that this was the last year I could get it (I am 26) and made it sound so routine, "just a quick shot." I was not informed of any of the
side affects until after I got the shot and received a fact sheet with the information. My appointment was at 8:30 in the morning. At about 5:00 pm I began to
experience some upper back pain on my left side (the vaccination was in my left arm). Not long after the pain traveled down around my shoulder blade, to my
side and around to the muscles around my heart. At 9:00 pm.  I was in quite a bit of pain, but decided to try and sleep it off. I took ibuprofen and went to bed
with much difficulty. At 2:00 in the morning, I woke up from the serious pain. I tried several different positions to try to make the pain stop. Eventually, I got up
and tried to walk around. This was very difficult to do because I was having trouble breathing. By 5:00 am I was in so much pain that I decided to call my mom.
She called my doctor and an ambulance was sent to be because my symptoms sounded like a blood clot or heart attack. When I arrived at the hospital, the
doctors did multiple tests on me which included chest x-rays, blood tests to check for blood clots, and urine tests. Everything came back normal. I mentioned
the idea of an adverse reaction from the HPV shot, but was shot down rather quickly. This was frustrating considering how I was healthy before I received the
shot in my left arm the previous morning. I was sent home Thursday morning with some pain killers and no real explanation for my pain other than possible
muscle strain. From Thursday-Saturday I was in bed resting and dealing with the pain. I missed two days of work and was frustrated. The back pain had

Symptom Text:

birth control pillsOther Meds:
Lab Data:

History:
NonePrex Illness:

1st emergency visit hospital did blood clot blood test, urine test and EKG and chest xray. Second emergency visit to doctor's office they did urine again and
blood test for blood clots in lung.
History of kidney stones

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

303061-1

22-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Back pain, Chest pain, Dyspnoea, Insomnia, Musculoskeletal pain

 ER VISIT, NOT SERIOUS

Related reports:   303061-2

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 6551
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Jan-2008
Vaccine Date

03-Jan-2008
Onset Date

1
Days

29-Jan-2008
Status Date

CO
State Mfr Report Id

Chest pain; Back pain; Lightheadedness; Shortness of breath; (+) D diner 623; CT Chest neg for PE; CXR, EKG, labs normal; treated with PercocetSymptom Text:

MicrogestinOther Meds:
Lab Data:
History:

nonePrex Illness:

(See above) (+) D diner 623; CT Chest neg for PE; CXR, EKG, labs normal; treated with Percocet
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

303061-2

29-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Back pain, Chest pain, Dizziness, Dyspnoea

 ER VISIT, NOT SERIOUS

Related reports:   303061-1

Other Vaccine
22-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0929U 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 6552
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Dec-2007
Vaccine Date

21-Dec-2007
Onset Date

0
Days

22-Jan-2008
Status Date

MS
State Mfr Report Id

Vasovagal syncopal reaction - loss of consciousness with amnesia.  No seizure activity, no post ictal period.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

303098-1

22-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Amnesia, Loss of consciousness, Syncope vasovagal

 ER VISIT, NOT SERIOUS

Other Vaccine
22-Jan-2008

Received Date

Prex Vax Illns:

HPV4
FLU

MERCK & CO. INC.
SANOFI PASTEUR

0515U
U2506AA

0
0

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 6553
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Mar-2007
Vaccine Date

13-Apr-2007
Onset Date

15
Days

11-Feb-2008
Status Date

MA
State

WAES0712USA01735
Mfr Report Id

Information has been received from a physician, via a company representative, concerning an 18 year old female patient with a "lengthy medical history"
(details not provided), who on 29-MAR-2007 was vaccinated with the first dose of Gardasil (lot #657006/0188U).  Concomitant therapy included a "lengthy
medication list" (medications not provided).  On 13-APR-2007, 15 days after vaccination, the patient experienced symptoms of Guillain Barre syndrome.  On
14-APR-2007, she was admitted to the hospital, and was discharged on 22-APR-2007 (details not provided).  On 25-APR-2007, the patient was again admitted
to the hospital, and released on 27-APR-2007 (details not provided).  At the time of this report, the patient was recovering from the event.  Additional
information has been requested.  02/29/2008 Per email from CDC:  CDC's CISA staff has determined this case to be GBS Brighton level 2. 02/29/2008 MR
received from CDC for visits from 5/2007 to 7/2007 from multiple sources including neurology. DX: Guillain-Barre Syndrome. Pt presented to ER 4/12/2007 with
c/o leg weakness with PE suggestive of GBS (bilateral ascending paresthesias and weakness).  LP defered due to hx of spinal subdural hematoma.  Txd with
IVIG. Admitted until 4/23/07.  Re-admitted 4/25/07 unable to walk and with c/o throat tremors, hand tremors,  difficulty lifting objects, and increased fatigue.
DTRs in lower extremities absent and decreased vibratory sensation.  Improvement noted by 7/2007 OV with new c/o headaches.

Symptom Text:

[therapy unspecified]Other Meds:
Lab Data:
History:

General symptomPrex Illness:

Unknown. Labs and Diagnostics:  EMG/NCS suggestive of GBS.
PMH:  Spinal sub-dural hematoma, Asthma, Migraines, Endometriosis, Bipolar Depression, Hep B.  Allergy to codeine.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

303110-1 (S)

03-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abasia, Areflexia, Fatigue, Guillain-Barre syndrome, Headache, Muscular weakness, Paraesthesia, Sensory loss, Throat irritation, Tremor

 ER VISIT, HOSPITALIZED, SERIOUS

Other Vaccine
16-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0188U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6554
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
26-Nov-2007
Onset Date Days

11-Feb-2008
Status Date

IA
State

WAES0712USA01715
Mfr Report Id

Information has been received from a medical assistant (MA), concerning a female patient (age not specified) with no pertinent medical history and no known
allergies, who was vaccinated (date not specified) with the third dose of Gardasil (lot # not reported).  There was no concomitant medication.  After the third
vaccination, on 26-NOV-2007 (time duration to onset not specified), the patient experienced headaches, and dizziness that has been so severe, that "she
needed to sit down very often."  At the time of this report, the patient had not recovered.  The MA considered the events to be serious as
disabling/incapacitating.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

303112-1 (S)

11-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Headache

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Other Vaccine
16-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6555
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Nov-2007
Vaccine Date

20-Nov-2007
Onset Date

0
Days

06-Feb-2008
Status Date

OH
State

WAES0712USA02145
Mfr Report Id

Information has been received from a physician concerning a 10 year old female who on 20-NOV-2007 was vaccinated IM with the second dose of Gardasil.
Per the reporter, 3 minutes after the patient received the shot, the patient experienced light headedness.  Subsequently, the patient recovered from her light
headedness.  The reporter felt that light headedness was not related to therapy with Gardasil.  No further information was provided.  Additional information has
been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
10.0

303113-1

06-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6556
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Oct-2007
Vaccine Date

09-Oct-2007
Onset Date

0
Days

06-Feb-2008
Status Date

WA
State

WAES0712USA02146
Mfr Report Id

Information has been received through the Merck pregnancy registry through an 18 year old female consumer who on 09-OCT-2007 was vaccinated with her
first dose of Gardasil.  Concomitant therapy included hepatitis B virus vaccine (unspecified), varicella virus vaccine live (unspecified), meningococcal vaccine
(unspecified) and tetanus toxoid.  The patient experienced mild cold symptoms for approximately 1 day following the vaccinations.  On 16-OCT-2007, the
patient found out she was pregnant (LMP approximately 29-AUG-2007).  The patient sought unspecified medical attention with her physician.  The patient had
a pregnancy test and unspecified blood work performed.  Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 8/29/2007)Prex Illness:

beta-human chorionic, positive; hematology

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

303115-1

06-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Nasopharyngitis

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Jan-2008

Received Date

Prex Vax Illns:

VARCEL
TTOX
HEP
HPV4
MEN

UNKNOWN MANUFACTURER
UNKNOWN MANUFACTURER
UNKNOWN MANUFACTURER
MERCK & CO. INC.
UNKNOWN MANUFACTURER

NULL
NULL
NULL
NULL
NULL

0

Unknown
Unknown
Unknown
Unknown
Unknown

Unknown
Unknown
Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 6557
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Oct-2007
Vaccine Date

31-Oct-2007
Onset Date

0
Days

06-Feb-2008
Status Date

PA
State

WAES0712USA02155
Mfr Report Id

Information has been received from a physician concerning a 19 year old female who on 31-Oct-2007 was vaccinated with the second dose of Gardasil.
Concomitant therapy ending on 29-Oct-2007 included amoxicillin (AMOXIBRON (amoxicillin)).  On 31-Oct-2007 the patient experienced papular eruption and
the symptom lasted for about a week.  The patient saw a physician.  No further information is available.  Additional information has been requested.

Symptom Text:

AMOXIBRON (Amoxicillin)Other Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

303116-1

06-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash, Rash papular

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6558
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
06-Feb-2008
Status Date

CA
State

WAES0712USA02181
Mfr Report Id

Information has been received from a physician concerning a 17 year old female who was vaccinated intramuscularly with the first dose of Gardasil.
Subsequently the patient had "skipped her menstrual cycle for 2 months." The patient recovered from her skipped menstrual cycle. No further information was
provided. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

303117-1

06-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Menstruation irregular

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Dec-2007
Vaccine Date

06-Dec-2007
Onset Date

0
Days

06-Feb-2008
Status Date

CA
State

WAES0712USA02199
Mfr Report Id

Information has been received from a physician concerning a 12 year old female who on 06-DEC-2007 was vaccinated intramuscularly with the first dose of
Gardasil. On 06-DEC-2007 the patient experienced "blurred vision and felt faint." No further information was provided and no lot number was given. The
reporter felt that blurred vision and felt faint were not related to therapy with Gardasil. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

303118-1

06-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Vision blurred

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6560
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
06-Feb-2008
Status Date

--
State

WAES0712USA02310
Mfr Report Id

Information has been received from a nurse practitioner, via a company representative, concerning a 14 year old female patient, who was vaccinated on an
unspecified date, with the second dose, 0.5 ml, of Gardasil (lot # not reported).  Subsequently, the patient experienced a "pit" (dent) on her arm where the
injection was given.  At the time of this report, the patient had not recovered.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

303120-1

06-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site reaction

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6561
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
04-Dec-2007
Onset Date Days

06-Feb-2008
Status Date

NJ
State

WAES0712USA02325
Mfr Report Id

Information has been received from a healthcare professional (who is also the patient) who on an unspecified date was vaccinated (route and site not reported)
with the 2nd dose of Gardasil (lot# not reported). On 04-DEC-2007, after receiving the 2nd dose of Gardasil, the patient experienced inflamed lymph node, a
pain all throughout her left arm which was the injection site and across her chest. No diagnostic laboratory test were performed. Per the patient, the "swelling
has improved and so has the pain". At the time of this report the patient was recovering. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

303121-1

06-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Lymphadenopathy, Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6562
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-May-2007
Vaccine Date

25-May-2007
Onset Date

7
Days

06-Feb-2008
Status Date

MA
State

WAES0712USA02328
Mfr Report Id

Information has been received from a physician concerning a 19 year old female with penicillin allergy who on 18-MAY-2007 was vaccinated (site and route not
reported) with the 1st dose of Gardasil (lot# 656051/0244U).  On 17-Jul-2007, the patient was vaccinated (site and route not reported) with the 2nd dose of the
Gardasil (lot#658100/0525U).  On 23-Nov-2007, the patient was vaccinated (site and route not reported) with the 3rd dose of the Gardasil (lot#658560/1062U).
On approximately 25-MAY-2007, 24-JUL-2007 and 30-NOV-2007, 7 days post vaccination, the patient developed a rash all over her body.  The physician
stated that she was only aware of the rash after the 1st dose of the vaccine.  The patient was treated, the 1st time with a topical steroid.  No diagnostic
laboratory tests were performed.  The patient recovered.  No other information available.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Penicillin allergyPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

303123-1

06-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash generalised

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0244U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6563
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
06-Feb-2008
Status Date

NY
State

WAES0712USA02349
Mfr Report Id

Information has been received from a physician, via a company representative, concerning a 15 year old female patient with asthma and rhinitis allergic, who
on an unspecified date was vaccinated with the first dose of Gardasil (lot # not provided). A few hours after the vaccination, the patient became lethargic,
developed a fever (value not specified) and had induration around the injection site. The symptoms lasted for approximately 3 days before the patient
recovered. The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Asthma; Rhinitis allergicPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

303124-1

06-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site induration, Lethargy, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6564
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
06-Dec-2007
Onset Date Days

06-Feb-2008
Status Date

IN
State

WAES0712USA02358
Mfr Report Id

Information has been received from a nurse practitioner concerning a 17 year old female who was vaccinated into the left arm with a 0.5 ml third dose of
Gardasil.  On 06-Dec-2007, the patient experienced a tingling feeling on her tongue.  The patient also experienced numbness on the top of her right hand, right
foot and right leg.  The patient was given diphenhydramine hydrochloride (Benadryl) and the experiences went away.  Unspecified medical attention was
sought.  On 07-Dec-2007, the patient recovered.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

303125-1

06-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Paraesthesia, Paraesthesia oral

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 6565
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Dec-2007
Vaccine Date

06-Dec-2007
Onset Date

0
Days

06-Feb-2008
Status Date

FL
State

WAES0712USA02360
Mfr Report Id

Information has been received from a registered nurse concerning a 25 year old female with no pertinent medical history who on 06-Dec-2007 was vaccinated
intramuscularly with a 0.5 ml dose of Gardasil (Lot #659437/1266U).  There was no concomitant medication.  On 06-Dec-2007, the patient developed
generalized tingling and burning throughout her body including her genitals.  There was no laboratory or diagnostic tests performed.  The patient called the
office.  At the time of the report the patient had not recovered.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

303127-1

06-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Burning sensation, Paraesthesia

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1266U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6566
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
06-Feb-2008
Status Date

IL
State

WAES0712USA02363
Mfr Report Id

Information has been received from a nurse practitioner concerning a female who was vaccinated with a 0.5 ml first dose of Gardasil. Subsequently, the patient
experienced "swelling on her arm". Unspecified medical attention was sought. At the time of the report the patient's outcome was unknown. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

303128-1

06-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Oedema peripheral

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6567
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
15-Nov-2007
Onset Date Days

06-Feb-2008
Status Date

--
State

WAES0712USA02374
Mfr Report Id

Information has been received from a registered nurse concerning a 16 year old female, who, on an unspecified date "several weeks ago", was vaccinated
intramuscularly with a 0.5mL first dose of Gardasil.  Concomitant therapy included "another vaccine" (therapy unspecified).  Subsequently the patient
experienced nausea and dizziness.  The patient did not seek medical attention.  The patient recovered the same day on an unspecified date.  No product
quality complaint was involved.  Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

303130-1

06-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Jan-2008

Received Date

Prex Vax Illns:

UNK
HPV4

UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL 0

Unknown
Unknown

Unknown
Intramuscular



10 JUN 2008 06:27Report run on: Page 6568
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Oct-2007
Vaccine Date

06-Oct-2007
Onset Date

0
Days

06-Feb-2008
Status Date

--
State

WAES0712USA01681
Mfr Report Id

Information has been received from a health professional concerning a 20 year old female who on 06-OCT-2007 was vaccinated with Gardasil IM. On 06-OCT-
2007 the patient experienced itching from the injection site down to her fingers that lasted for about 48 hours post vaccination. Subsequently, the patient
recovered from itching from the injection site. The patient sought medical attention with a doctors office visit. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

303132-1

06-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pruritus, Pruritus

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6569
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
06-Feb-2008
Status Date

--
State

WAES0712USA01685
Mfr Report Id

Information has been received from a pharmacist concerning a female (age not reported) who on an unspecified date was vaccinated with a dose of Gardasil.
The pharmacist reported that the patient developed hives after receiving the vaccine and went to the emergency room because 3 months later she still had
hives. The patient was not admitted to the hospital. The patient's status was reported as unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

303133-1

06-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6570
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Dec-2007
Vaccine Date

04-Dec-2007
Onset Date

0
Days

06-Feb-2008
Status Date

TX
State

WAES0712USA01688
Mfr Report Id

Information has been received from a physician concerning a 15 year old female who on 04-DEC-2007 was vaccinated with the second dose of Gardasil (Lot#
656050/0245U) and fainted.  It was reported that the patient was fine before leaving the office and had fully recovered on 04-DEC-2007.  The patient sought
unspecified medical attention.  It was reported that the patient did not have this experience after receiving the first dose (date unspecified).  Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
It was reported that the patient did not have this experience after receiving the first dose.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

303134-1

06-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0245U 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6571
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Nov-2007
Vaccine Date

23-Nov-2007
Onset Date

2
Days

06-Feb-2008
Status Date

MO
State

WAES0712USA01738
Mfr Report Id

Information has been received from a consumer, concerning her 16 year old daughter with no pertinent medical history, who on 21-NOV-2007 was vaccinated
in the left arm, with the first dose of Gardasil (lot # not reported).  There was no concomitant medication.  On 23-NOV-2007 the patient experienced spotting
that lasted for 11 days.  She also developed an "enlarged lymph, like an almond sized node" in her groin and left arm pit, vomiting and nausea, "has always
been crying," and is not acting like herself (dates not specified).  On 27-NOV-2007, the patient had labwork performed, inclusive of a screen for hepatitis B, with
results indicative only of an elevated white blood count.  On 03-DEC-2007, the had an ultrasound of her spleen and kidneys, with no abnormal results found.  At
the time of this report the outcome of "spotting" was recovered, and the outcome of all remaining events was not recovered.  Additional information has been
requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

renal ultrasound, 12/03/07, normal; abdominal ultrasound, 12/03/07, normal; WBC count, 11/27/07, elevated; serum hepatitis B, 11/27/07, negative
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

303135-1

06-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abnormal behaviour, Crying, Lymphadenopathy, Metrorrhagia, Nausea, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 6572
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Dec-2007
Vaccine Date

04-Dec-2007
Onset Date

0
Days

06-Feb-2008
Status Date

CA
State

WAES0712USA01754
Mfr Report Id

Information has been received from a physician concerning a female who on 04-DEC-2007 was vaccinated with Gardasil. The nurse administering the vaccine
had blood mix in the syringe after aspirating. The nurse discarded the syringe with the Gardasil and blood mixture. The patient did not receive any product from
this syringe. The office gave the patient another Gardasil (new vial and syringe) that was free of blood at another site. On 04-DEC-2007 the patient experienced
pain because it required 2 skin penetrations to get 1 Gardasil dose. Neither dose was a prefilled syringe. The patient sought medical attention in the office and
her outcome was not reported. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

303136-1

06-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pain

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6573
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Dec-2007
Vaccine Date

04-Dec-2007
Onset Date

1
Days

06-Feb-2008
Status Date

WI
State

WAES0712USA01757
Mfr Report Id

Information has been received from a registered nurse concerning a 20 year old female with no drug reactions/allergies who on 03-DEC-2007 was vaccinated
IM in the left arm with the first dose of Gardasil (lot # not reported).  There was no concomitant medication.  On 04-DEC-2007 the patient experienced itching in
her right leg and rash on her stomach and all extremities.  The patient's itching in her right leg and rash on stomach and extremities persisted.  No laboratory
diagnostic tests were performed.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

303137-1

06-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus, Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 6574
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Nov-2007
Vaccine Date

16-Nov-2007
Onset Date

4
Days

06-Feb-2008
Status Date

UT
State

WAES0712USA01781
Mfr Report Id

Information has been received from a registered nurse concerning a 22 year old female who on 12-NOV-2007 was vaccinated in the left deltoid with the first
dose of Gardasil (lot # 659437/1266U).  On 16-NOV-2007 the patient complained of stiff neck, stiff joints and stiff fingers.  The patient's status was not reported.
 Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

303138-1

06-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Joint stiffness, Musculoskeletal stiffness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1266U 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 6575
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Oct-2007
Vaccine Date

02-Oct-2007
Onset Date

0
Days

06-Feb-2008
Status Date

TX
State

WAES0712USA02068
Mfr Report Id

Information has been received from a physician concerning a 19 year old female with a history of low blood pressure who on 02-Oct-2007 was vaccinated with
her first dose of Gardasil IM (lot #655849/0263U).  On 02-Oct-2007 the patient "passed out".  Subsequently, the patient recovered from passing out and was
fine before leaving the office.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Low blood pressure

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

303139-1

06-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0263U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6576
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
06-Feb-2008
Status Date

TX
State

WAES0712USA02070
Mfr Report Id

Information has been received from a nurse concerning a female who was vaccinated intramuscularly with a 0.5 ml dose of Gardasil.  Subsequently the patient
experienced a lump underneath the injection site.  Unspecified medical attention was sought.  At the time of the report the patient's outcome was unknown.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

303140-1

06-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site mass

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6577
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Dec-2007
Vaccine Date

05-Dec-2007
Onset Date

0
Days

06-Feb-2008
Status Date

NH
State

WAES0712USA02074
Mfr Report Id

Information has been received from a medical writer concerning his 19 year old daughter with a history of chronic yeast infections, gets easily nervous and is
allergic to BACTRIM who on 05-DEC-2007 was vaccinated with the first "standard dose" of Gardasil (lot # not reported).  Concomitant therapy included DEPO-
PROVERA.  On 05-DEC-2007 after receiving the first dose of Gardasil, the patient experienced intense injection site pain.  Within an hour of administration the
patient developed nausea and lot sensation of her arm.  Her hand turned purple as if her circulation had diminished.  The patient felt almost intoxicated and had
slurred speech.  The patient had no hives and not itching but felt hot.  The patient went to the emergency room and her symptoms disappeared except for the
injection site pain.  She was told to take ibuprofen and apply ice packs to the area and the patient was released.  Neurological tests (eye and head movements)
were performed at the emergency room (results not provided).  The patient's outcome was reported as recovering.  Additional information has been requested.

Symptom Text:

DEPO-PROVERAOther Meds:
Lab Data:
History:
Prex Illness:

neurological, eye and head movement (results not provided)
Nervousness; yeast infection; sulfonamide allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

303141-1

06-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dysarthria, Feeling drunk, Feeling hot, Injection site pain, Nausea, Peripheral vascular disorder, Sensory loss, Skin discolouration

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6578
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
06-Feb-2008
Status Date

CA
State

WAES0712USA02082
Mfr Report Id

Information has been received from a physician concerning a 14 year old female who was vaccinated with an injection of her third dose of Gardasil.
Subsequently the patient experienced a fever one week after getting the third dose of Gardasil.  The patient's fever persisted and she sought unspecified
medical attention.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

303142-1

06-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6579
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
29-Dec-2006
Onset Date Days

06-Feb-2008
Status Date

NY
State

WAES0712USA02119
Mfr Report Id

Information has been received from a physician concerning a 22 year old female with a history of attention deficit/hyperactivity disorder, allergic reaction to
Macrobid and an allergic reaction to Lorabid who on 29-Dec-2006 was vaccinated intramuscularly with her first dose of Gardasil in the left arm (lot
#654389/0961F).  Concomitant therapy included amphetamine aspartate/amphetamineSO4/dex (ADDERALL XR bid) and drospirenone (+) ethinyl estradiol
(YASMIN).  On 02-May-2007 the patient was vaccinated intramuscularly with her second dose of Gardasil in the left arm (lot #657617/0384U).  The patient
complained of pain and throbbing during both injections.  On approximately 16-May-2007 the patient returned to the office with a dent with pain and ache in her
left arm a few inches below the injection site.  On 10-Oct-2007 the patient was vaccinated intramuscularly with her third dose of Gardasil in the right arm (lot
#657617/0384U).  On 30-Nov-2007 the patient was seen by the orthopedist for the dent in her arm.  He feels it is muscle mass deterioration related to
absorption of the Gardasil.  The patient has not recovered.  The nurse also mentioned many other patients have had pain at the injection site.

Symptom Text:

Adderall XR; YasminOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Attention deficit/hyperactivity disorder; Allergic reaction to antibiotics (Macrobid, Lorabid)

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

303143-1

06-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Muscle atrophy, Pain, Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0384U 3 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6580
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Sep-2007
Vaccine Date

15-Sep-2007
Onset Date

1
Days

06-Feb-2008
Status Date

TX
State

WAES0712USA02122
Mfr Report Id

Information has been received from a nurse concerning a 24 year old female who on 14-SEP-2007 was vaccinated intramuscularly with her first dose of
Gardasil (lot# 658560/1062U). Concomitant therapy included hormonal contraceptives (unspecified) and ZYRTEC. On 15-SEP-2007 the patient experienced
redness and pain at the injection site and hives on her arms and chest. The patient needed to use her inhaler (medication not specified) the next day.
Subsequently, the patient recovered from redness and pain at the injection site and hives on her arm and chest. The patient sought medical attention with an
office visit. Additional information has been requested.

Symptom Text:

ZYRTEC; hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

303144-1

06-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site pain, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1062U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6581
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Dec-2007
Vaccine Date

06-Dec-2007
Onset Date

0
Days

06-Feb-2008
Status Date

SC
State

WAES0712USA02134
Mfr Report Id

Information has been received from a physician concerning a 25 year old female with a history of allergies and who has swelling with topical benzoyl peroxide
who on 06-DEC-2007 was vaccinated intramuscularly with the first dose of Gardasil (lot# 659055/1522U). Concomitant therapy included montelukast sodium,
(dose, duration and indication not reported). Other concomitant therapy included ZYRTEC. On 06-DEC-2007 the patient experienced redness at injection site
within seconds of receiving the injection, redness on face and neck and felt "weird". No shortness of breath was noted. The patient was taken by ambulance to
the hospital. The doctor did not want the staff to give the patient an epi pen since he wanted to check her first. The patient's redness at injection site, redness
on face and neck and feeling "weird" persisted. The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

Zyrtec; SingulairOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Hypersensitivity

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

303145-1

06-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Feeling abnormal, Immediate post-injection reaction, Injection site erythema

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1522U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6582
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Dec-2007
Vaccine Date

03-Dec-2007
Onset Date

1
Days

06-Feb-2008
Status Date

OH
State

WAES0712USA02144
Mfr Report Id

Information has been received from a physician concerning a female with a history of ventricular septal defect and cardiac valve disease who on 02-DEC-2007
was vaccinated IM with the second dose of Gardasil.  Concomitant therapy included ZOLOFT.  On 03-DEC-2007 the patient experienced dizziness.
Subsequently, the patient recovered from her dizziness.  The reporter felt that dizziness was not related to therapy with Gardasil.  No further information was
provided.  Additional information has been requested.

Symptom Text:

ZOLOFTOther Meds:
Lab Data:
History:
Prex Illness:

Ventricular septal defect; cardiac valve disease

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

303146-1

06-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6583
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Nov-2007
Vaccine Date

10-Nov-2007
Onset Date

0
Days

23-Jan-2008
Status Date

FR
State

WAES0711USA04484
Mfr Report Id

Information has been received from a physician concerning a 20 year old female patient in good health, who on 10-NOV-2007 was vaccinated IM in the buttock
(side not specified) with a dose of Gardasil. There was no concomitant medication. Immediately after the vaccination, the patient experienced "intense pain" at
the injection site. That evening, she experienced arthralgia and myalgia on the vaccinated side of her body. The patient continued to receive symptomatic
treatment (not specified). At the time of this report, the patient had not recovered from the events. Follow up information from the physician indicated that the
patient experienced very intense and disabling arthralgia and myalgia since vaccination (a period of 2 months). A work up was performed by an internist, and
showed positive antinuclear antibodies at 1:640 (date not provided). There was no finding for the rheumatology and infectious fields (details not provided). At
the time of this report, the patient had not yet recovered. The physician considered one or more of the events to be serious as disabling. The physician added
that the patient had no pertinent medical history, and was convinced that the events were related to Gardasil. Other business partner numbers include: E2007-
07930.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

serum ANA 1:640
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

303185-1 (S)

23-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Immediate post-injection reaction, Injection site pain, Myalgia

 PERMANENT DISABILITY, SERIOUS

Other Vaccine
22-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6584
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jul-2007

Vaccine Date
01-Jul-2007
Onset Date

0
Days

23-Jan-2008
Status Date

ND
State

WAES0709USA04666
Mfr Report Id

Information has been received from a 26 year old female with no pertinent medical history who in approximately July 2007, was vaccinated with her first dose of
Gardasil. There was no concomitant medication. The patient called to join the Merck pregnancy registry. It was reported that the patient became pregnant
around the same time she received her first vaccination. The patient last menstrual period was approximately 10-JUN-2007 and estimated delivery was 16-
MAR-2008. In Jul-2007, the patient experienced no adverse effect. Unspecified medical attention was sought. Information was received on 04-JAN-2008
indicating the patient had a spontaneous abortion on 09-NOV-2007 (approximately 12 weeks from LMP, reported in follow up as 12-AUG-2007). The patient
had a D&C on 09-NOV-2007. The pathology result was "consistent with product of conception." The spontaneous abortion was considered to be an other
important medical event. No further information available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP=8/12/2007)Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

303186-1

23-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy, Uterine dilation and curettage

 ER VISIT, NOT SERIOUS

Other Vaccine
22-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6585
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
01-Jan-2008
Onset Date Days

23-Jan-2008
Status Date

FR
State

WAES0801AUS00088
Mfr Report Id

Information has been received from a female who in 2007 was vaccinated with the first and second dose of Gardasil. In approximately January 2008
("recently"), the patient had a miscarriage after having the second injection of Gardasil. Upon internal medical review a miscarriage after having the second
injection of Gardasil was considered to be an other important medical event.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = Unknown)Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

303187-1

23-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6586
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
23-Jan-2008
Status Date

FL
State

WAES0801USA01317
Mfr Report Id

Information has been received from a physician concerning a female patient who on an unknown date was vaccinated with a dose of Gardasil.  Subsequently,
the patient experienced a coma and is now paralyzed.  At the time of this report, the patient's outcome was unknown.  No product quality complaint was
involved.  Upon internal review, coma and paralyzed were determined to be other important medical events.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

303188-1

23-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Coma, Paralysis

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6587
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Jan-2008
Vaccine Date

08-Jan-2008
Onset Date

2
Days

23-Jan-2008
Status Date

FL
State

WAES0801USA02310
Mfr Report Id

Information has been received from a physician concerning her 17 year old daughter who on 06-JUL-2007, was vaccinated IM with a first 0.5ml dose of
Gardasil. On 12-SEP-2007 and 06-JAN-2008, the patient was vaccinated with a second and third dose of Gardasil (Lot# 657872/0515U), respectively.
Concomitant therapy included PROZAC and vitamins (unspecified). On 08-JAN-2008 two days later, the patient experienced nausea. On 09-JAN-2008 the next
morning, she vomited. On approximately (09-JAN-2008 )since the last vaccination), she experienced myalgia, headache, sore throat, fever, loss of appetite and
difficulty sleeping. Unspecified medical attention was sought. Laboratory diagnostic studies included a complete blood cell count which was reported as normal.
As of 10-JAN-2008, the patient no longer had a fever or sore throat but she was experiencing an increase in her myalgia. As of 14-JAN-2008, it was reported
that the patient started to feel better. It was also reported that the patient had not been able to attend school since 08-JAN-2008. On 15-JAN-2008, the patient
returned to school. No product quality complaint was involved. Nausea, vomited, myalgia, headache, sore throat, fever, loss of appetite and difficulty sleeping
were considered to be disabling by the reporter. Additional information is not expected.

Symptom Text:

PROZAC; vitamins (unspecified)Other Meds:
Lab Data:
History:
Prex Illness:

complete blood cell - normal
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

303189-1 (S)

23-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anorexia, Headache, Insomnia, Myalgia, Nausea, Pharyngolaryngeal pain, Pyrexia, Vomiting

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Other Vaccine
22-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0515U 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6588
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Jan-2008
Vaccine Date

04-Jan-2008
Onset Date

2
Days

23-Jan-2008
Status Date

FR
State

WAES0801USA02758
Mfr Report Id

Initial and follow up information has been received from a health professional concerning an 18 year old female patient in good health who on 02-JAN-2008
was vaccinated IM in the deltoid with a second dose of Gardasil. It was reported that 48 hours after vaccination, the patient experienced severe pain in the
shoulder. No reaction occurred at the site of injection. One week later, the event worsened as the patient could no longer move her arm. Oedema in the
shoulder joint was suspected. Pain was reported to prevent the patient from sleeping. Frozen shoulder was the suspected diagnosis. At the time of this report
the patient had not recovered. In follow up it was reported that the patient had no relevant medical history and was in good health. The first dose of Gardasil
was well tolerated by the patient. The physician confirmed that the patient had nocturnal inflammatory type pain that did not regress on analgesics. No work up
was performed. As of 14-JAN-2008, the patient was in better condition. The reporting physician considered that the event had been very disabling for at least 3
days. The other business partner numbers include: E2008-00196. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
The first dose of Gardasil was well tolerated by the patient.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

303190-1 (S)

23-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Inflammatory pain, Injected limb mobility decreased, Insomnia, Musculoskeletal pain, Oedema, Periarthritis

 PERMANENT DISABILITY, SERIOUS

Other Vaccine
22-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6589
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Sep-2007
Vaccine Date

03-Oct-2007
Onset Date

14
Days

23-Jan-2008
Status Date

FR
State

WAES0801USA03061
Mfr Report Id

Information has been received from a health authority concerning a 13 year old female who on 19-SEP-2007 was vaccinated intramuscularly in the right deltoid
muscle with the 1st dose of Gardasil (batch: NF46740, lot#0233U). Two weeks post vaccination, on approximately 03-OCT-2007, the patient complained about
headache, nausea and hot flushes. She experienced loss of appetite with loss of weight, increased body temperature and joint effusions in different joints.
Diagnosis of polyarthritis, somatisation disorder and activation of a chlamydial infection were established. No drugs were administered during this time and no
psychological stress was reported. A bacterial cause was ruled out. The patient previous vaccination (not specified) were well tolerated. Symptoms were
ongoing at the time of reporting. The reporter considered this case to be serious as an other important medical event. Other business partner numbers include
E2008-00161 and PEI2007-13559. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

303191-1

23-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anorexia, Body temperature increased, Chlamydial infection, Headache, Hot flush, Joint effusion, Nausea, Polyarthritis, Somatisation disorder, Weight
decreased

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0233U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6590
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
23-Jan-2008
Status Date

FR
State

WAES0801USA03199
Mfr Report Id

Information has been received from a physician concerning a 17 year old female who on an unspecified dates was vaccinated with the first, second and third
doses of Gardasil (Lot# not reported). Subsequently, on an unspecified date the patient experienced asthenia and paresthesia of the right hand. She was
referred to a neurologist who initially assumed the paraesthesia to be caused by "sports overwork". It was reported that after the third vaccination with Gardasil
(Lot# not reported) the symptoms became aggravated and the patient was admitted to the hospital. The patient was then diagnosed with multiple sclerosis. The
physician noted that the first vaccination of Gardasil (Lot# not reported) was well tolerated. At the time of this report it was unknown if the patient had recovered
from th event. Other manufacturer control # E2008-00192. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

303192-1 (S)

23-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Multiple sclerosis, Paraesthesia

 HOSPITALIZED, SERIOUS

Other Vaccine
22-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6591
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Jan-2008
Vaccine Date

10-Jan-2008
Onset Date

0
Days

23-Jan-2008
Status Date

FR
State

WAES0801USA03064
Mfr Report Id

Information has been received from a general practitioner concerning a 14 year old female with a history of neurodermatitis and urticaria factitia, who on 10-
JAN-2008 was vaccinated intramuscularly with a first dose of Gardasil (Batch# NG00020). Immediately post vaccination the patient experienced one injection
site hive (12 x 5mm) and injection site redness (12cm diameter). the patient was admitted to the hospital for monitoring. The symptoms were ongoing at the
time of the report. It was reported that previous vaccinations were well tolerated. Other business partner numbers included: E2008-00176. Additional
information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Neurodermatitis; Urticaria; No reaction on previous exposure to vaccine

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

303193-1 (S)

23-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site urticaria

 HOSPITALIZED, SERIOUS

Other Vaccine
22-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NG00020 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6592
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Jul-2007

Vaccine Date
10-Jul-2007
Onset Date

0
Days

24-Jan-2008
Status Date

OH
State Mfr Report Id

Received vaccines, passed out while checking out and hit head on floor about 15 minutes later. Ice applied and observed x 20min. Did have brief LOC
immediately after fall. Released to home, where began to experience episodes of vomiting and seemed "out of it" per dad about 1 1/2 after vaccine given. Sent
per squad to MC-ER. Was evaluated and admitted. 2/4/08-records received for DOS 7/10-7/11/07-DC DX: Left frontal contusions secondary to fall.
Experienced a vasovagal event after receiving vaccinations producing a fall to floor. Momentary loss of consciousness then recurrent emesis and confusion.
C/O headache and waning nausea. Left-sided neck pain.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

Head Ct 2/4/08-records received-CT scan left front contusion. Subsequent CT scan 7/37/07-resolution of left frontal parenchymal contusion. Normal CT.
Allergy to Amoxil, Left anomolous carotoid Artery in middle ear. 2/4/08-records received-Allergy:Penicillin.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

303199-1 (S)

06-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Confusional state, Contusion, Feeling abnormal, Head injury, Headache, Loss of consciousness, Nausea, Neck pain, Syncope vasovagal, Vomiting

 ER VISIT, HOSPITALIZED, SERIOUS

Other Vaccine
22-Jan-2008

Received Date

Prex Vax Illns:

VARCEL
HPV4
MNQ
TDAP

MERCK & CO. INC.
MERCK & CO. INC.
SANOFI PASTEUR
GLAXOSMITHKLINE
BIOLOGICALS

0715U
0802U
U2224AA
AC52B018AB

1
0
0
0

Left arm
Right arm
Right arm
Left arm

Unknown
Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 6593
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Jan-2008
Vaccine Date

22-Jan-2008
Onset Date

1
Days

24-Jan-2008
Status Date

CA
State Mfr Report Id

3rd dose of HPV given to otherwise healthy 17 y/o Hispanic female, L deltoid. Patient notes mild pharyngitis at time of injection, recovering from a previous URI.
 Gradual onset over the following 24 hours of pain, swelling, erythema, and warmth at injection site, approx 7 cm wide and 15 cm long heading distally. Also
notes deep-seated pain in forearm but CR < 2 sec, sensation/strength intact.  Patient has been icing and there has been some improvement.  Motrin, Benadryl,
ice x 48 hours was prescribed.

Symptom Text:

noneOther Meds:
Lab Data:
History:

mild resolving URI/pharyngitisPrex Illness:

n/a
PENICILLIN ALLERGY

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

303216-1

24-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site pain, Injection site swelling, Injection site warmth, Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
22-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1448U 2 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 6594
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Jan-2008
Status Date

MO
State Mfr Report Id

DL got "hot" after HPV vaccine injection; dizzy Did not Lose consciousness "Always feels this way when blood drawn"Symptom Text:

Other Meds:
Lab Data:
History:

cold; head congestionPrex Illness:

none
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

303223-1

30-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Feeling hot

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1448U 2 Right arm Unknown



10 JUN 2008 06:27Report run on: Page 6595
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Dec-2007
Vaccine Date

Unknown
Onset Date Days

29-Jan-2008
Status Date

PA
State Mfr Report Id

CP 2 days after GardasilSymptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

CXR, EKG, Echo
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

303230-1

29-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Chest pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 15220 2 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 6596
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Dec-2007
Vaccine Date

08-Dec-2007
Onset Date

2
Days

29-Jan-2008
Status Date

PA
State Mfr Report Id

Chest pain 2 days after HPV # 1Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

303233-1

29-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Chest pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1522U 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 6597
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Nov-2007
Vaccine Date

28-Nov-2007
Onset Date

0
Days

29-Jan-2008
Status Date

CT
State Mfr Report Id

Received HPV #2 (GARASIL) on 11/28/07 at approximately 0800 hrs. Itchy, generalized rash started in afternoon, covering entire body. Mom gave "some pills"
to stop rash. Rash resolved that evening.

Symptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

None
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

303242-1

29-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus, Rash generalised

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0171U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 6598
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Jan-2008
Vaccine Date

Unknown
Onset Date Days

29-Jan-2008
Status Date

NC
State Mfr Report Id

12 month old received a Gardasil vaccine that is not indicated for this age group.Symptom Text:

Vuslon ointment; Locoid LipocreamOther Meds:
Lab Data:
History:

NonePrex Illness:

N/A
NKDA, GER, WARI

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
1.1

303246-1

30-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-Jan-2008

Received Date

Prex Vax Illns:

VARCEL
PNC
HPV4
DTAP
HEPA

MERCK & CO. INC.
WYETH PHARMACEUTICALS, INC
MERCK & CO. INC.
SANOFI PASTEUR
GLAXOSMITHKLINE
BIOLOGICALS

1462U
B97283A
1267U
U2289AA
AHAVB217AA

0
3
0
3
0

Right leg
Left leg

Right leg
Left leg
Left leg

Subcutaneously
Intramuscular
Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 6599
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Jan-2008
Vaccine Date

21-Jan-2008
Onset Date

0
Days

29-Jan-2008
Status Date

CT
State

CT200801
Mfr Report Id

dizzy in 5 minutes after Gardasil injection and PPD placementSymptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

BP 94/60; regular pulse; clear lungs
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

303256-1

29-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0927U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 6600
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Sep-2007
Vaccine Date

01-Sep-2007
Onset Date

0
Days

24-Jan-2008
Status Date

FR
State

WAES0711USA07001
Mfr Report Id

Information has been received from a health authority concerning a 16 year old female with bronchial asthma who on 08-OCT-2007 was vaccinated with her
second dose of Gardasil into the left upper arm. On 10-OCT-2007 the patient developed erythema nodosum. Symptoms were still ongoing at the time of
reporting. Previous vaccination in SEP-2007 was tolerated well. Follow up on 11-JAN-2008-the gynecologist reported that the patient was hospitalized from 29-
NOV-2007 until 05-DEC-2007. Typical efflorescences of erythema nodosum (red, painful nodules) appeared initially on both forelegs. On 25-NOV-2007
symptoms also occurred in the areas of both elbows. Additionally, exact onset was not reported, a scaly rash left pretibial, oedema of the left foreleg and
enlarged lymph nodes of the left groin occurred. Laboratory (routine) findings showed normal results. Histological examination of nodule biopsy revealed only
limited consistence with erythema nodosum. Treatment was carried out with corticosteroids (oral and topical) and compression bandages of both legs.
Heparine (CLEXANE) and pantozol were administered prophylactically. Concomitant treatment included chlormadinone acetate (+) ethinyl estradiol (BELARA),
dyphylline (THEOPHYLLIN), and salmeterol xinafoate (SEREVENT). The hospital physicians assumed that the reaction was most likely caused by the use of
chlormadinone acetate (+) ethinyl estradiol (BELARA), however they stated that in single doses erythema nodosum was described after injection with Gardasil.
Intake of chlormadinone acetate (+) ethinyl estradiol (BELARA) was stopped. According to the reporter the girl recovered completely in the beginning of JAN-
2008. Other business partner numbers include E200707969 and 2007010457 Additional information is not expected.

Symptom Text:

BELARA; COR-THEOPHYLLIN; SEREVENTOther Meds:
Lab Data:
History:

Bronchitis asthmaticPrex Illness:

biopsy nodule biopsy-only limited consistence with erythema nodosum; diagnostic laboratory test routine findings showed normal results

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

303295-1 (S)

24-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Erythema nodosum, Exfoliative rash, Lymphadenopathy, Nodule on extremity, Oedema peripheral, Pain

 HOSPITALIZED, SERIOUS

Other Vaccine
23-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6601
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Jan-2008
Vaccine Date

04-Jan-2008
Onset Date

0
Days

24-Jan-2008
Status Date

PA
State

WAES0801USA00932
Mfr Report Id

Initial and follow up information has been received from a licensed practical nurse (LPN) concerning a 17 year old female student with long standing not
controlled asthma, perennial allergic rhinoconjunctivitis, and acute sinusitis who on 04-JAN-2008 at 3:00 p.m. was vaccinated IM in left deltoid with her first
dose of Gardasil, lot# 659439/1267U. Concomitant therapy included beclomethasone dipropionate (QVAR). On 04-JAN-2008 at 8:00 p.m. the patient
experienced tingling of the lips and facial flushing. The patient was prescribed diphenhydramine hcl (BENADRYL). On 05-JAN-2008, the patient recovered. The
reporter felt that the events were other important medical events. Additional information is not expected.

Symptom Text:

QvarOther Meds:
Lab Data:
History:

Asthma; Acute sinusitis; Conjunctivitis allergic; Perennial allergic rhinitisPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

303296-1

24-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Flushing, Paraesthesia oral

 ER VISIT, NOT SERIOUS

Other Vaccine
23-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1267U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6602
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Jan-2008
Vaccine Date

10-Jan-2008
Onset Date

0
Days

24-Jan-2008
Status Date

--
State

WAES0801USA02712
Mfr Report Id

Information has been received from a licensed practical nurse concerning a 20 year old female who on 10-JAN-2008 was vaccinated with Gardasil (Lot #
659653/1448U). Concomitant therapy included MICROGESTIN FE and on the same day received diphtheria toxoid (+) pertussis acellular vaccine (unspecified)
(+) tetanus toxoid. On 10-JAN-2008, 10-15 minutes after receiving the vaccines, the patient fainted. She immediately had an innocuous seizure, and sustained
a bump, an "egg," on her head and laceration on forehead. Dermabond was applied to the laceration. The nurse attempted to sit the patient up and the patient
had another seizure. The seizures lasted 10-15 seconds. She was placed on an exam table for an hour and was better. The patient's blood pressure was fine
and the patient was sent home. Subsequently, the patient recovered. Upon review, the seizures were upgraded to serious due to an other important medical
event. Additional information has been requested.

Symptom Text:

MICROGESTIN FEOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

303297-1

07-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Head injury, Inappropriate schedule of drug administration, Skin laceration, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
23-Jan-2008

Received Date

Prex Vax Illns:

HPV4
DTAP

MERCK & CO. INC.
UNKNOWN MANUFACTURER

1448U
NULL

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 6603
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Dec-2007
Vaccine Date

01-Dec-2007
Onset Date

0
Days

24-Jan-2008
Status Date

FR
State

WAES0801USA02757
Mfr Report Id

Information has been received from a health professional concerning a female patient who in December 2007, was vaccinated IM into deltoid with a second
dose of GARDASIL. No problem was encountered during injection. 48 hours after vaccination, the patient experienced pain in the shoulder. Pain worsened
over a week with the occurrence of mobility impairment of the upper limb. The shoulder was described as red and oedematous on palpation. X-ray was normal,
sedimentation rate and serum c-reactive protein (CRP) test were slightly increased. the patient was seen in rheumatology on 11-JAN-2008; results were
awaited. The reporting physician considered the event disabling for over 6 days, repercussion on the patient's job. The outcome was not reported. The other
business partner numbers include: E2008-00196 additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

X-ray ??Dec07 Normal; serum c-reactive protein ??Dec07 slightly increased; sedimentation ??Dec07 slightly increased
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

303298-1 (S)

24-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Mobility decreased, Musculoskeletal pain, Oedema

 PERMANENT DISABILITY, SERIOUS

Other Vaccine
23-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6604
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Sep-2007
Vaccine Date

28-Sep-2007
Onset Date

21
Days

24-Jan-2008
Status Date

--
State

WAES0801USA02870
Mfr Report Id

Information has been received from a nurse practitioner concerning an 18 female with a penicillin allergy and a history of a fractured nose. The nurse
practitioner reported that the patient completed the Gardasil series and then miscarried. The patient received her first dose of Gardasil (Lot #655503/0012U) on
05-MAR-2007, her second dose on 05-MAY-2007 (Lot #657621/0387U) and her third dose on 07-SEP-2007 (Lot #658488/0930U). The patient miscarried 3-4
weeks after receiving the last dose approximately 28-SEP-2007. The mother of the patient said the miscarried fetus had developed for about 3 months. The
patient went to the emergency room for the miscarriage and was treated there for bleeding post-miscarriage. The patient had also been treated at an
unspecified OBGYN post-miscarriage for bleeding and presently vertigo and headaches. The patient has been to the emergency room twice for treatment post-
miscarriage and an unspecified neurologist. It was unclear if the patient was ever hospitalized. There was no testing on the miscarried fetus, because it was
"flushed" and not recovered. There was no other information to report. Upon internal review a miscarriage was considered an other important medical event.
Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:

History:
Penicillin allergyPrex Illness:

computed axial - results not reported; magnetic resonance - results not reported; diagnostic laboratory - unspecified blood work - no results reported;
electroencephalography - no results reported; computed axial - orbit and sinus - results
Fractured nose

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

303299-1

24-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy, Haemorrhage, Headache, Vertigo

 ER VISIT, NOT SERIOUS

Other Vaccine
23-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0930U 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6605
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Oct-2007
Vaccine Date

23-Dec-2007
Onset Date

69
Days

24-Jan-2008
Status Date

FR
State

WAES0801USA03070
Mfr Report Id

Information has been received from a physician concerning a 14 year old female with iritis who on 15-OCT-2007 was vaccinated intramuscularly into the upper
arm with the 1st dose of Gardasil (lot not reported). The first vaccination was tolerated well. On 21-DEC-2007, the patient was vaccinated intramuscularly into
the upper arm with the 2nd dose of Gardasil (Batch NF56470). The patient was treated with a cortisone-containing eye drops from 17-Dec-2007 to 21-Dec-
2007. Two days post vaccination, on approximately 23-DEC-2007, the patient experienced vision disorder and papilledema of both eyes was diagnosed. The
patient was hospitalized from 02-Jan-2008 to 04-Jan-2008. A cranial MRI, lab findings, and CSF including CSF pressure were normal. The patient recovered on
08-Jan-2008. Other business partner numbers include E2008-00121. No further information is available.

Symptom Text:

cortisone 17Dec07 - 21Dec07Other Meds:
Lab Data:

History:
IritisPrex Illness:

magnetic resonance imagine ??Jan08 Comment: Normal; diagnostic laboratory test ??Jan08 Comment: Normal; cerebrospinal fluid appearance ??Jan08
Comment: Normal

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

303300-1 (S)

24-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Papilloedema, Visual disturbance

 HOSPITALIZED, SERIOUS

Other Vaccine
23-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NF56470 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6606
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
24-Jan-2008
Status Date

TX
State

WAES0801USA02180
Mfr Report Id

Information has been received from a physician concerning a female (age not reported) who on an unspecified date was vaccinated with a second dose of
Gardasil (lot# unknown) injection. On an unspecified date "sometime after the second dose of Gardasil the patient had a seizure. The physician reported that
the patient went to the emergency room but did not know if she was admitted." There was no further adverse event information. On an unspecified date the
patient recovered from the seizure. Upon internal review, seizure is considered to be an other medical event. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

303321-1

24-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion

 ER VISIT, NOT SERIOUS

Other Vaccine
23-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6607
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
24-Jan-2008
Status Date

--
State

WAES0801USA01995
Mfr Report Id

Information has been received from a consumer concerning his 10 year old daughter with no known allergies and no reported medical history who in OCT-2007
was vaccinated with her first dose of Gardasil via injection. There was no concomitant medication. Per the father, the patient experienced a mild seizure and
then passed out a few minutes after receiving the second dose of Gardasil. The father did not specify the exact date when his daughter received the second
dose. The first dose was administered sometime in OCT-2007. There was no adverse event reported after the patient received her first dose. Lot number was
not available. The father also reported that the patient fell on the floor, face down, and bruised her lips badly and moved her teeth backwards. The patient had
braces prior to  receiving the second dose of Gardasil. The father mentioned that it took 10 to 15 minutes for the patient to recover after passing out. The
patient was brought to the hospital for some blood work but was not admitted to the hospital. No results were given. The patient was brought to the orthodontist
and an x-ray was done to her. Per the father, the orthodontist mentioned that "if the patient did not have the braces when she passed out, the patient might
have lost some teeth because of the fall". No further information was provided. Upon internal review, mild seizure was considered an other important medical
event. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Orthodontic appliance userPrex Illness:

diagnostic laboratory - blood work - no results given; dental X-ray - no results given

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
10.0

303322-1

24-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Contusion, Convulsion, Face injury, Fall, Head injury, Loss of consciousness, Mouth injury, No reaction on previous exposure to drug, Tooth injury

 ER VISIT, NOT SERIOUS

Other Vaccine
23-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6608
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Dec-2007
Vaccine Date

09-Dec-2007
Onset Date

2
Days

24-Jan-2008
Status Date

FR
State

WAES0801USA01865
Mfr Report Id

Information has been received from a physician concerning a 16 year old female with a history of infectious mononucleosis with hepatic function alteration (May
2007, total recovery by the end of June 2007) and allergic rhinitis who on 07-DEC-2007 was vaccinated IM with a first dose of Gardasil (batch # reported as
8220).  On 09-DEC-2007, the patient started to complain about pruritis which the physician initially thought was related to the suspension of antihistaminic
treatment of the patient's allergic rhinitis.  Seven to ten days later, on approximately 16-DEC-2007 the patient experienced epigastralgia and dark urine. On 24-
DEC-2007, the patient was addressed in the emergency department due to persistent pruritis, abnormal urine and the appearance of sclerotic jaundice.
Laboratory tests showed a serum aspartate aminotransferase test (AST) of 176, a serum alanine aminotransferase test of 432, a total serum bilirubin test of
2.63, a direct serum bilirubin test of 2.06, and a serum c-reactive protein test of 0.18.  Repeat tests were performed on 30-DEC-2007 in another hospital and
the results were a serum aspartate aminotransferase test of 131, a serum alanine aminotransferase test of 262, a serum c-reactive protein test of 0.06, a direct
serum bilirubin test of 2.06, and a total serum bilirubin test of 1.21.  It was also reported that the patient received hepatitis A and hepatitis B vaccines (date was
not specified).  There was no suspicion of toxic abuse.  The physician decided not to administer a second dose of the human papillomavirus vaccine.  It was
reported that further laboratory tests were expected.  At the time of this report, the symptoms were residual and the patient was recovering.  Pruritis, dark urine,
epigastralgia, abnormal hepatic function, and sclerotic jaundice were considered to be other important medical events.  Other business partner numbers
include: E200800139 and RA0022008.  No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Prex Illness:

serum C-reactive protein 24Dec07 0.18; serum alanine aminotransferase 24Dec07 432; serum alanine aminotransferase 24Dec07 262; serum aspartate
aminotransferase 24Dec07 176; serum aspartate aminotransferase 24Dec07 131; serum direct bilirubi
Infectious mononucleosis; Hepatic function abnormal; Rhinitis allergic

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

303323-1

24-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain upper, Chromaturia, Jaundice, Pruritus

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
23-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 8220 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6609
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Aug-2007
Vaccine Date

13-Oct-2007
Onset Date

57
Days

24-Jan-2008
Status Date

NY
State

WAES0801USA01720
Mfr Report Id

Information has been received from a licensed practical nurse concerning a 22 year old female who on 15-JAN-2007 was vaccinated with a first dose of
Gardasil (lot # 654741/1208F) 0.5 ml IM. On an unspecified date, the patient was vaccinated with a second dose of Gardasil (lot # 656049/0187U) 0.5 ml IM.
On 17-AUG-2007, the patient was vaccinated with the third dose of Gardasil (lot # 658222/0927U) 0.5 ml. IM. Concomitant therapy included hormonal
contraceptives (unspecified). On 13-OCT-2007 and 29-DEC-2007, the patient experienced a seizures. On an unspecified date, the patient was seen at the
emergency room. The patient was not hospitalized. The outcome of the seizures was not reported. Upon internal review, seizure was considered to be an Other
Important Medical Event. Additional information has been requested.

Symptom Text:

Hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

303324-1

24-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion

 ER VISIT, NOT SERIOUS

Other Vaccine
23-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0927U 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6610
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Nov-2007
Vaccine Date

26-Nov-2007
Onset Date

0
Days

24-Jan-2008
Status Date

FR
State

WAES0801uSA00440
Mfr Report Id

Information has been received from a healthcare professional regarding herself, a 33 year old female with a positive result for Gardasil (obtained on 7-Nov-
2007), drug hypersensitivity to dipyrone (NOLOTIL) and butylscopolamine bromide (BUSCAFINA) who on 26-NOV-2007 vaccinated herself intramuscularly in
the thigh with the 1st dose of the Gardasil (lot # not reported). On approximately 01-DEC-2007, 6 days post vaccination, the patient developed a severe
injection site reaction presenting intense pain, intense pruritus and induration. The events lasted for approximately 4 days. On approximately 05-DEC-2007, 10
days post vaccination, the patient developed a red bumpy rash on her chest and abdomen with a severe pruritus. The patient was diagnosed with urticaria.
Ebastine (EBASTEL FORTE) was used to treat symptoms. The events lasted for approximately 45 days. The patient recovered. Events were considered as
clinically relevant. The patient's urticaria, injection site induration, injection site pain, and injection site pruritus were considered other important medical events.
Other business partners numbers include E2008-00017. Additional information is not expected. Case is closed.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Drug hypersensitivityPrex Illness:

serum HPV 16 neutralization07Nov07 positive

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
33.0

303325-1

24-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Inappropriate schedule of drug administration, Injection site induration, Injection site pain, Injection site pruritus, Pruritus, Rash, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
23-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6611
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Dec-2007
Vaccine Date

01-Jan-2008
Onset Date

10
Days

24-Jan-2008
Status Date

FR
State

WAES0801USA01034
Mfr Report Id

Information has been received from a health professional concerning an 18 year old female with no relevant medical history who on 22-DEC-2007 was
vaccinated with Gardasil (lot# 0221U; batch # NG14100) by intradermal route (IM) in the deltoid. Concomitant therapy included hormonal contraceptive
(unspecified). On 01-JAN-2008 ie 10 days after the vaccination, the patient experienced urticarial lesions, then erythrodermia on the whole body except her
face. The patient received corrective treatment with corticosteroids and emollient cream. The patient was not hospitalized, however work-up was requested. At
the time of reporting, the patient had not recovered, however lesions had regressed. They persisted on the arms, thighs and feet and were desquamating.
Additional information is not expected. Other business partners included are: E2008-00082.

Symptom Text:

hormonal contraceptives (unspecified)Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

303326-1

24-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dermatitis exfoliative, Skin exfoliation, Skin lesion, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
23-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0311U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6612
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Feb-2007
Vaccine Date

19-Feb-2007
Onset Date

0
Days

24-Jan-2008
Status Date

VA
State Mfr Report Id

HPV series completed on 8/20/07. Had dizziness same day 1st dose on 2/19/2007. Has progressed with body rashes and continues to have petechiae on her
face, swelling of her eyes, cheecks,and lips and rashes, has been treated with benadryl, zertex and has an epi pen at school and at home.She ended in the ER
on 1/22/2008 and was give prednisone. All this has been going on since she first started with the HPV vaccine.

Symptom Text:

Other Meds:
Lab Data:

History:
nonePrex Illness:

Tested for SLE, RA, arthritis, thyroid deficiency & lyme disease all negative results. Allergy testing done and presently referred to allergist for more testing but
they want her off any medication and she can's do that because of symptoms.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

303338-1

24-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Eye swelling, Lip swelling, Petechiae, Rash generalised, Swelling face

 NO CONDITIONS, NOT SERIOUS

Related reports:   303338-2

Other Vaccine
23-Jan-2008

Received Date

no~ ()~NULL~~In Patient|no~ ()~NULL~~In Sibling1Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6613
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Feb-2007
Vaccine Date

19-Feb-2007
Onset Date

0
Days

01-Feb-2008
Status Date

VA
State Mfr Report Id

Dizziness after 1st injection of HPV vaccine, she has been having an ongoing rash on her upper body, trunk and arms. Now hands turn blue, petechiae over
her face along with swelling of the eyes, cheeks and monster lips. She complains of aches all over her body. She has been on Benadryl, Zyrtex, an epi-pen and
yesterday was at the ER where she received prednisone.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

None.Prex Illness:

Tested negative for SLERA, arthritis, thyroid deficiency, lyme disease and other allergies. Dr. has those results.0
Pt was born without the sense of smell.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

303338-2

06-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Cyanosis, Dizziness, Eye swelling, Lip swelling, Pain, Petechiae, Rash, Skin discolouration, Swelling face

 ER VISIT, NOT SERIOUS

Related reports:   303338-1

Other Vaccine
01-Feb-2008

Received Date

None~ ()~~0~In Patient|None~ ()~~0~In SiblingPrex Vax Illns:

HPV4 MERCK & CO. INC. UN 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6614
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Nov-2007
Vaccine Date

12-Nov-2007
Onset Date

0
Days

30-Jan-2008
Status Date

PA
State Mfr Report Id

Bright red rash and pain over entire body within hours after shot.  Hives by the following day.  Given Benadryl with relief.  Sent home from school.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NoPrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

303346-1

30-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pain, Rash erythematous, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
23-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1266U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 6615
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Jan-2008
Vaccine Date

10-Jan-2008
Onset Date

0
Days

30-Jan-2008
Status Date

NC
State

NC08012
Mfr Report Id

Immediate complete syncope: unresponsive; fleeting seizure-type activity, i.e. tremors; pale; sweaty.  Responded to voice spontaneously in less than 2 min.
Initial BP 70/30, P-80, gradually increased to 120/80 and P-84 over 20 min at which time she was up walking and stated she felt normal.

Symptom Text:

Ortho Tri-Cyclen LoOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

303354-1

06-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Hyperhidrosis, Hypotension, Pallor, Syncope, Tremor, Unresponsive to stimuli

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
23-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1522U 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 6616
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Jan-2008
Vaccine Date

17-Jan-2008
Onset Date

0
Days

30-Jan-2008
Status Date

MA
State Mfr Report Id

Patient received HPV and Varivax in left arm. Immediately after patient stated her left arm was numb and she couldn't move it. She was observed x about 30
mins, after about 15-20 mins she said her left hand was cold with white blotches on palm and redness up her arm. About 10 mins later her hand was pink
again, her arm felt heavy but hand had feeling and arm with F ROM.

Symptom Text:

Acne meds - (Topical)Other Meds:
Lab Data:
History:

NonePrex Illness:

Asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

303359-1

31-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Hypoaesthesia, Injected limb mobility decreased, Peripheral coldness, Rash macular, Sensation of heaviness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
23-Jan-2008

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

1567U
1063U

1
0

Left arm
Left arm

Subcutaneously
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Dec-2007
Vaccine Date

06-Dec-2007
Onset Date

0
Days

30-Jan-2008
Status Date

NY
State Mfr Report Id

Aft pt. received injections she walked to check out and started feeling lightheaded and nauseous.  Pt was put in a wheelchair & taken to an examine room
where pt then had seizure like activity.  Pt had no postictal activity.  Pt was alert, oriented & able to give info to call her mother.  Pt was evaluated by Dr.  911
was called - pt was taken by ambulance to hospital.  Dx: vasovagal syncope.

Symptom Text:

TB test, Parkdale, 39146 to L forearm, no previous doses; Advair diskus; Tylenol/codeine; Xanax; Allegra; Xopenex HFAOther Meds:
Lab Data:
History:
Prex Illness:

BW done at ER.
Allergy-Effexor XR; anxiety; insomnia; migraine; asthma; depressive disorder.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

303377-1

31-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Dizziness, Nausea, Syncope vasovagal

 ER VISIT, NOT SERIOUS

Other Vaccine
23-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1264U 0 Right arm Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Jan-2008
Vaccine Date

16-Jan-2008
Onset Date

0
Days

30-Jan-2008
Status Date

TN
State Mfr Report Id

Became faint diaphoretic and vomitted after 2 injections. Within 1hr states migraine headache and diarrhea. Migraine lasted at least 24 hrs with Maxalt MLT
10mg x3. 8hrs after vaccines Temp 101.3 and dull pain in left arm. Next AM left arm "pain in bones all the way down my arm." Inj sites unremarkable. Advised
to see PCP or go to Emergency Room if desired

Symptom Text:

Seasonal; Effexor; Maxalt MLT 10mgOther Meds:
Lab Data:
History:

nonePrex Illness:

None
Percocette Allergy; Migraine Headaches, Depression

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

303378-1

31-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Body temperature increased, Bone pain, Diarrhoea, Headache, Hyperhidrosis, Migraine, Pain in extremity, Syncope, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
23-Jan-2008

Received Date

Prex Vax Illns:

TDAP
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

C2863AA
0523U 0

Right arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 6619
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Jan-2008
Vaccine Date

02-Jan-2008
Onset Date

0
Days

30-Jan-2008
Status Date

CT
State Mfr Report Id

Hives after each HPV dose, that persists for months.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

303380-1

31-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
23-Jan-2008

Received Date

hives~HPV (no brand name)~2~0~In PatientPrex Vax Illns:

HPV4 MERCK & CO. INC. 1267U 2 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
07-Feb-2008
Status Date

--
State

WAES0710USA00888
Mfr Report Id

Information has been received from a Registered Nurse (R.N.) concerning a female patient between 14 and 16 year old who was vaccinated with a second
dose of Gardasil. The reporter mentioned that patient's mother called in to report she was experiencing flu like symptoms. She received the dose of Gardasil 2
weeks earl. It was unknown if patient sought medical attention, the outcome was unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

303413-1

07-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, Influenza like illness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
07-Feb-2008
Status Date

FL
State

WAES0710USA02421
Mfr Report Id

Information has been received from a physician concerning patients who were vaccinated with Gardasil. Subsequently the patients experienced fainting and
nausea. The nurse indicated at least 5 patients experienced fainting and nausea. The nurse indicated at least 5 patients have had this experience. They did not
eat before receiving the vaccination. The patient's sought unspecified medical attention and their outcome was not reported. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

303414-1

07-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Nausea, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Aug-2007
Vaccine Date

26-Nov-2007
Onset Date

103
Days

07-Feb-2008
Status Date

LA
State

WAES0710USA03082
Mfr Report Id

Information has been received from a consumer concerning her 16 year old daughter who on approximately 15-AUG-2007 "two months ago" was vaccinated
with a dose of Gardasil. There was no concomitant medication. The consumer was not sure whether it was her daughter's first or second dose. It was reported
that her daughter is currently four months pregnant (approximate LMP 15-JUN-2007). Her pregnancy was confirmed by a pregnancy test. Unspecified medical
attention was sought. At the time of this report, the patient had not recovered. No product quality complaint was involved. Follow up information indicated that
the patient had back pain starting on 26-NOV-2007 and also urinated a little bit of blood. She went to the emergency room on 27-NOV-2007 and was checked
to see if she was having any contractions and sent her home. No ultrasound was done at that time. An ultrasound was done on 05-NOV-2007 and the baby
was moving and another ultrasound was scheduled for 14-DEC-2007. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 6/15/2007)Prex Illness:

ultrasound 11/05/07 baby was moving; beta-human chorionic

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

303415-1

07-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Back pain, Blood urine present, Drug exposure during pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
23-Sep-2007
Onset Date Days

07-Feb-2008
Status Date

CT
State

WAES0710USA06533
Mfr Report Id

Information has been received through the Merck pregnancy registry through a nurse concerning a 26 year old female who on 03-APR-2007 was vaccinated
with her first dose of GARDASIL. On 07-JUN-2007, the patient was vaccinated with her second dose of GARDASIL. On 27-SEP-2007 the patient was
vaccinated with her third dose of GARDASIL. Subsequently, it was determined that the patient was pregnant (LMP = 23-SEP-2007, also reported as 27-SEP-
2007). No adverse reactions were reported. This is a consolidation of two reports. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

"Pregnancy NOS (LMP = 9/23/2007)"Prex Illness:

Unknown
Pregnancy NOS (LMP = 9/23/2007)

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

303416-1

07-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
07-Feb-2008
Status Date

--
State

WAES0711USA04466
Mfr Report Id

Information has been received from a health professional concerning a female (age not reported) who on an unspecified date was vaccinated IM with a dose of
Gardasil (lot #, site of administration not reported). Immediately after vaccination, the patient experienced moderate inflammation at the site of injection
characterised by redness, warmth and pain. Subsequently the patient experienced axillary adenopathy. At the time of the report, the duration of the events and
the outcome of was not reported. Other business partner numbers include: E2007-07547. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

303418-1

07-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Injection site erythema, Injection site inflammation, Injection site pain, Injection site warmth, Lymphadenopathy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
07-Feb-2008
Status Date

--
State

WAES0712USA01123
Mfr Report Id

Information has been received from a physisican concerning a female in her "early twenties" who was vaccinated with her third dose of GARDASIL (lot#
unspecified). There was no concomitant medication. Sometime during the last week of November 2007, the patient experienced pain down her arm that later
morphed into numbness down her hand. The patient's outcome was not reported. No further information is available.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

303419-1

07-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
07-Feb-2008
Status Date

--
State

WAES0712USA01137
Mfr Report Id

Information has been received from a health professional concerning a female patient who was vaccinated with a dose of GARDASIL (lot# unspecified). There
was no concomitant medication. The nurse had indicated that the patient experienced rash on the back of her arm and torso. The patient's outcome was not
reported. No further information is available.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

303421-1

07-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
07-Feb-2008
Status Date

--
State

WAES0712USA01150
Mfr Report Id

Information has been received from a physician concerning a female patient who was vaccinated with a dose of Gardasil (lot# unspecified).  The physician was
informed that the patient had a reaction to a recent dose of the vaccine.  No diagnostic laboratory studies were performed.  No details of the reaction were
available at this time.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

303423-1

07-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Vaccination complication

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Sep-2007
Vaccine Date

03-Sep-2007
Onset Date

0
Days

13-Feb-2008
Status Date

--
State

WAES0712USA01157
Mfr Report Id

Information has been received from a health professional concerning a 15 year old female with high insulin levels and obesity (patient's weight reported to be
"about 212 pounds"), who on 03-SEP-2007 was vaccinated with the first dose of GARDASIL (Lot # not reported). When the patient came back to the office on
12-NOV-2007 for her second dose of GARDASIL her mother indicated that the patient experienced heavier periods after receiving the first dose of GARDASIL.
It was reported that the patient went to an "ACADOSIS panel" prior to even receiving the first dose of GARDASIL and concluded that the patient has high
insulin. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Insulin High; ObesityPrex Illness:

diagnostic laboratory 09/03?/07 - high insulin
Insulin High; Obesity

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

303424-1

14-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Menorrhagia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
23-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Sep-2007
Vaccine Date

Unknown
Onset Date Days

07-Feb-2008
Status Date

--
State

WAES0712USA01164
Mfr Report Id

Information has been received from the father of a 16 year old female consumer with no medical history and/or drug reactions/allergies who on 04-Sep-2007
was vaccinated IM with the first 0.5 mL dose of Gardasil (lot not reported).  There was no concomitant medication.  During the first part of October, 2007, the
patient experienced swollen ankle.  The patient went to the ER and was diagnosed with ankle sprain.  "A couple of days later" her other ankle swelled.  At the
time of the report the patient was experiencing pain in her ankles, knees, hips, elbows and wrists and she has "subcutaneous nodules" on her arms and legs."
Unspecified blood work was performed (results not provided).  At the time of the report the patient was recovering.  There was no product quality complaint.
Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Diagnostic laboratory results not reported
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

303426-1

07-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Joint sprain, Joint swelling, Subcutaneous nodule

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Nov-2007
Vaccine Date

21-Nov-2007
Onset Date

0
Days

07-Feb-2008
Status Date

TX
State

WAES0712USA01174
Mfr Report Id

Information has been received from a medical assistant concerning a 19 year old female with no medical history and no known drug reactions or allergies who
on 22-MAY-2007 was vaccinated with the first dose of Gardasil. On 23-July-2007 the patient was vaccinated with the second dose of Gardasil. And on 21-Nov-
2007 the patient was vaccinated with the third dose of Gardasil (Lot # 0530U). Concomitant therapy included LOESTRIN. On 21-NOV-2007 the patient
developed a white spot at injection site. At the time of reporting the patient had not recovered. No laboratory diagnostic tests were performed. Unknown medical
attention was sought. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

LOESTRINOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

303428-1

07-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site discolouration

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0530U 2 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Nov-2007
Vaccine Date

28-Nov-2007
Onset Date

0
Days

07-Feb-2008
Status Date

IL
State

WAES0712USA01175
Mfr Report Id

Information has been received from a registered nurse concerning her 16 year old daughter, with a history of seasonal allergy and no other pertinent medical
history who on 28-NOV-2007 was vaccinated subcutaneously in the arm with a dose of GARDASIL. On 29-NOV-2007 the patient's arm hurt and it was bruised
with a lump on the arm where she was vaccinated. Unspecified medical attention was sought. The patient recovered on 02-DEC-2007. No diagnostic laboratory
tests were performed. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Seasonal allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

303429-1

07-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site bruising, Injection site mass, Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Subcutaneously
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Oct-2007
Vaccine Date

08-Oct-2007
Onset Date

0
Days

07-Feb-2008
Status Date

--
State

WAES0712USA01214
Mfr Report Id

Information has been received from a nurse concerning a 21 year old female who on 08-OCT-2007 was vaccinated with a dose of Gardasil (lot #
657005/0314U). Concomitant therapy included hormonal contraceptives (unspecified). On 08-OCT-2007 the patient experienced redness, swelling and water
blisters around the injection site. The patient's status was not reported. There was no product quality complaint involved. Additional information has been
requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

303430-1

07-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site swelling, Injection site vesicles

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0314U Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Nov-2007
Vaccine Date

21-Nov-2007
Onset Date

0
Days

07-Feb-2008
Status Date

PA
State

WAES0712USA01222
Mfr Report Id

Information has been received from a health care professional concerning an 18 year old white female college student weighing 165 pounds and height of 5' 3"
with a history of asthma and no known drug allergies or illnesses at time of vaccination who on 21-NOV-2007 was vaccinated in the left deltoid with the first
dose of Gardasil (lot # 658100/0525U). It was reported that within 5 minutes after vaccination, the patient complained of nausea and dizziness. The patient had
stood up. The patient was told to stay seated and was given cold compresses on back of neck and head and was told to lower her head. The patient was also
given water and crackers. After 30 minutes the patient was allowed to go home. The patient also complained of left hand tingling after 5 to 10 minutes of
vaccination. The patient recovered on 21-NOV-2007. No laboratory diagnostic tests were performed. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

303431-1

07-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Immediate post-injection reaction, Nausea, Paraesthesia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0525U 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
07-Feb-2008
Status Date

CA
State

WAES0712USA01229
Mfr Report Id

Information has been received from a physician concerning an 18 year old female who was vaccinated with a dose of Gardasil.  The patient became pale and
lightheaded.  Subsequently, the patient recovered from pale and lightheaded.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

303432-1

07-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Pallor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6635
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jan-2007
Vaccine Date

Unknown
Onset Date Days

07-Feb-2008
Status Date

--
State

WAES0712USA01340
Mfr Report Id

Information has been received from a registered nurse concerning a female in 2007 who was vaccinated with a first dose of Gardasil (lot# unknown). On an
unspecified date, the patient experienced a fainting episode. On 05-DEC-2007, the patient was vaccinated with a second dose of Gardasil. On an unspecified
date the patient developed shingles like rash. The rash broke out on her face a few days later. Medical attention was sought. At the time of reporting the patient
had not recovered. No further information is available.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

303434-1

07-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash vesicular, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
07-Feb-2008
Status Date

TX
State

WAES0712USA01371
Mfr Report Id

Information has been received from a nurse concerning a female who was vaccinated intramuscularly with a 0.5 ml dose of Gardasil. Subsequently the patient
experienced a lump underneath the injection site. Unspecified medical attention was sought. At the time of the report the patient's outcome was unknown.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

303435-1

07-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site mass

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Sep-2007
Vaccine Date

15-Oct-2007
Onset Date

32
Days

07-Feb-2008
Status Date

NY
State

WAES0712USA01382
Mfr Report Id

Information has been received from a licensed practical nurse concerning a 19 year old female with seizure disorder, asthma, a papanicolaou smear with
epithelial abnormality and cellular changes suggestive of HPV on 15-Mar-2007, and a papanicolaou smear that was negative two years earlier, who on 15-Mar-
2007 was vaccinated intramuscularly with a 0.5mL first dose of Gardasil (Lot #654535/0960F).  On 21-Jun-2007 the patient was vaccinated with a second dose
of Gardasil (Lot #655617/1447F).  On 13-Sep-2007 the patient was vaccinated with a third dose of Gardasil (Lot #655205/1426F).  Concomitant therapy
included albuterol inhaler as needed and a seizure disorder medication (therapy unspecified) that was stopped on an unknown date by the patient before the
pregnancy.  On 13-Sep-2007 a urine pregnancy test was taken and was negative.  On 15-Oct-2007 the patient experienced a syncopal episode and a urine
pregnancy test was negative.  On 25-Nov-2007 the patient was seen in the office and a urine pregnancy test was positive.  The patient's last menstrual period
was 15-Oct-2007 and her estimated delivery date was 21-Jul-2007.  At the time of the report, the outcome of the patient was unknown.  No product quality
complaint was involved.  Additional information has been requested.

Symptom Text:

(Therapy unspecified) AlbuterolOther Meds:
Lab Data:

History:
Pregnancy NOS (LMP = 10/15/2007) Convulsion; Asthma; Papanicolaou smear abnormalPrex Illness:

Cervical smear 03/15/07 epithelial abnormality and cellular changes suggestive of HPV; cervical smear negative; urine beta-human 09/13/07 negative; urine
beta-human 10/15/07 negative; urine beta-human 11/25/07 positive.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

303436-1

07-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1426F 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6638
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Nov-2007
Vaccine Date

20-Nov-2007
Onset Date

1
Days

07-Feb-2008
Status Date

--
State

WAES0712USA01387
Mfr Report Id

Information has been received from a nurse practitioner concerning a 25 year old female, who on 19-NOV-2007 was vaccinated with a first dose of Gardasil
(Lot# 654539/0742U). On 20-NOV-2007 the patient developed red lumps on her face. The patient was advised to take BENADRYL. On 24-NOV-2007 the
patient still was not recovered and went to the emergency room where she received steroids. The patient was advised to receive the second and third dose of
Gardasil. The patient recovered on an unspecified date. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

303439-1

07-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Mass

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0742U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6639
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Nov-2007
Vaccine Date

17-Nov-2007
Onset Date

0
Days

07-Feb-2008
Status Date

--
State

WAES0712USA01398
Mfr Report Id

Information has been received from a nurse practitioner concerning a 14 year old female who on 17-NOV-2007 was vaccinated with Gardasil and has had
injection site pain since then.  Onset of injection site pain was also reported as 13-JAN-2007.  Medical attention was sought, patient called nurse practitioner.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

303440-1

06-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6640
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Mar-2007
Vaccine Date

20-Mar-2007
Onset Date

0
Days

07-Feb-2008
Status Date

OR
State

WAES0712USA01403
Mfr Report Id

Information has been received from a physician concerning a 16 year old female with no pertinent medical history and no drug reaction/allergies who on 17-
JAN-2007 was vaccinated with her first dose of GARDASIL. Concomitant therapy included pantoprazole sodium (PROTONIX). On 20-MAR-2007 the patient
received her second dose of GARDASIL (lot# 653736/0014U) subcutaneously, 0.5ml once. After receiving the second dose subcutaneously the patient had an
injection site reaction. The reaction consisted of pain and bruising at the injection site. No laboratory studies were performed. The patient eventually recovered
on 03-APR-2007. She received the third dose of intramuscularly on 29-SEP-2007 without an incident. Medical attention was sought, the patient saw a
physician. Additional information has been requested.

Symptom Text:

PROTOXINOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

303442-1

07-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site bruising, Injection site pain, Injection site reaction

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0014U 1 Unknown Subcutaneously



10 JUN 2008 06:27Report run on: Page 6641
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Aug-2007
Vaccine Date

17-Aug-2007
Onset Date

0
Days

07-Feb-2008
Status Date

--
State

WAES0712USA01405
Mfr Report Id

Information has been received from a consumer concerning a 15 year old female with thyroid condition and no drug reactions/allergies who on 17-AUG-2007
was vaccinated with her first dose of Gardasil and her second dose of Gardasil on 17-OCT-2007. Concomitant therapy included propranolol HCl. The patient
had been very anxious and had trouble focusing since she was given both doses of Gardasil. As of 04-DEC-2007, the patient had not recovered. Additional
information has been requested.

Symptom Text:

propranolol hclOther Meds:
Lab Data:
History:

Thyroid disorderPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

303443-1

07-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anxiety, Disturbance in attention

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6642
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
07-Feb-2008
Status Date

--
State

WAES0712USA01409
Mfr Report Id

Information has been received from a physician concerning a female with warts on her hands who was vaccinated with Gardasil.  Subsequently the patient's
warts got worse while she was taking her final exams.  There was no illness reported at the time of vaccination.  The patient's warts got worse persisted.
Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

WartPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

303444-1

07-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Condition aggravated, Skin papilloma

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6643
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Nov-2007
Vaccine Date

19-Nov-2007
Onset Date

0
Days

07-Feb-2008
Status Date

--
State

WAES0712USA01413
Mfr Report Id

Information has been received from a nurse concerning a 21 year old female with amoxicillin allergy and allergic reaction to BIAXIN who in August 2007, was
vaccinated with her first dose of Gardasil.  There was no concomitant medication.  The nurse reported that her daughter had injection site reactions after
receiving her second dose of Gardasil by subcutaneous route on 19-NOV-2007.  The patient experienced localized pain, redness and small lump at the
injection site.  The patient had not yet received the third dose.  Three days after the vaccination, the patient recovered from localized pain, redness and small
lump at the injection site.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Penicillin allergy; allergic reaction to antibioticsPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

303446-1

07-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site pain, Local reaction

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Subcutaneously



10 JUN 2008 06:27Report run on: Page 6644
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Nov-2007
Vaccine Date

Unknown
Onset Date Days

07-Feb-2008
Status Date

--
State

WAES0712USA01439
Mfr Report Id

Information has been received from a physician concerning his 22 year old daughter with no medical history and/or drug reactions/allergies who on during the
week of 22-NOV-2007 was vaccinated IM with the third dose of Gardasil (lot # not reported).  Dates of previous doses were not reported.  There was no
concomitant medication.  "After administration of the third dose of the vaccine, the patient's arm became red and swollen.  Her arm improved after 3 days.  The
patient's status was reported as recovered.  No laboratory diagnostic tests were performed.  There was no product complaint involved.  Additional information
has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

303448-1

07-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Oedema peripheral

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6645
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-May-2007
Vaccine Date

21-May-2007
Onset Date

0
Days

07-Feb-2008
Status Date

NH
State

WAES0712USA01486
Mfr Report Id

Information has been received through the Merck pregnancy registry through a health professional concerning an 18 year old female with a history of Herpes
simplex, a positive Human Papillomavirus test and sports induced asthma, who on 21-MAY-2007 was vaccinated intramuscularly in the left deltoid with her first
dose of Gardasil (Lot # 657736/0389U)  On 21-MAY-2007, the patient developed a bump on her left arm at the injection site.  The bump on her arm resolved
without treatment.  On 12-JUL-2007, the patient was vaccinated intramuscularly in the right deltoid with her second dose of Gardasil (Lot # 658100/0525U).  On
an unspecified date the patient found out she was pregnant (LMP approximately 01-MAR-2007).  On 16-AUG-2007, the patient reported the pregnancy at an
office visit.  Prenatal screening tests (not specified) were normal.  Concomitant medications include VALTREX to prevent a Herpes simplex outbreak at the time
of delivery.  Additional information has been requested.

Symptom Text:

Valtrex, 500 mgOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 3/1/2007); asthma exercise inducedPrex Illness:

beta-human chorionic, positive; Pap test; positive; prenatal screening tests (not specified) were normal
Herpes simplex; papilloma viral infection

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

303450-1

07-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Injection site nodule

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0389U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 6646
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Sep-2007
Vaccine Date

Unknown
Onset Date Days

07-Feb-2008
Status Date

--
State

WAES0712USA01515
Mfr Report Id

Information has been received from a physician concerning a female patient who on approximately 05-Sep-2007 was vaccinated with Gardasil.  In September
2007, the patient reported that she had developed hives.  At one point the patient reported hives and then the patient was complaining of hives so it is not clear
if she still had hives.  No other information was reported.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

303451-1

07-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6647
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
07-Feb-2008
Status Date

CO
State

WAES0712USA01649
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with Gardasil. Subsequently the patient experienced welts at the
injection site that lasted for about a month. The patient's outcome was not reported. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

303452-1

07-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6648
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Aug-2007
Vaccine Date

06-Sep-2007
Onset Date

21
Days

07-Feb-2008
Status Date

MI
State

WAES0712USA01666
Mfr Report Id

Information has been received from a physician concerning a 19 year old female who on 25-Jun-2007 was vaccinated with her first dose of Gardasil (lot # as
reported "5234U").  On 16-Aug-2007 the patient was vaccinated with her second dose of Gardasil (lot # as reported "802UU").  On approximately 06-Sep-2007
the patient experienced conjuctival squamous papilloma.  Subsequently, the patient recovered from conjuctival squamous papilloma.  Additional information
has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

303454-1

07-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Papilloma conjunctival

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6649
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Nov-2007
Vaccine Date

03-Nov-2007
Onset Date

0
Days

07-Feb-2008
Status Date

--
State

WAES0712USA09229
Mfr Report Id

Information has been received from a health professional concerning a 20 year old Hispanic female with a history of being positive for papilloma viral infection,
who on 03-Nov-2007 was vaccinated with a 0.5mL dose of Gardasil.  Subsequently, the patient was pregnant.  The patient's last menstrual period was 21-Sep-
2007 and her estimated delivery date was 27-Jun-2008.  The patient had one previous pregnancy and one full term delivery.  At the time of the report, the
patient's outcome was unknown.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Papilloma viral infection

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

303460-1

07-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6650
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
25-Jan-2008
Status Date

FR
State

WAES0801AUS00163
Mfr Report Id

Information has been received from a neurologist, via CSL as part of a business agreement concerning a female who was vaccinated with Gardasil. Shortly
after her first or second dose of Gardasil, the patient was diagnosed with multiple sclerosis. The patient's multiple sclerosis persisted. Upon internal review,
multiple sclerosis was considered to be an other important medical event. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

303473-1

25-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Multiple sclerosis

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
24-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6651
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Jan-2008
Vaccine Date

15-Jan-2008
Onset Date

0
Days

25-Jan-2008
Status Date

FR
State

WAES0801ISR00011
Mfr Report Id

Information has been received from a physician concerning an approximately 25 year old female who on 15-JAN-2008 was vaccinated with Gardasil, first dose
out of three. Immediately after the injection the patient experienced shock anaphylactic and almost fainted, she was treated right away with corticosteroid
injection - hydrocortisone sodium succinate (SOLU-CORTEF), an hour later she received PROTHIAZINE injection. Subsequently, the patient recovered from
shock anaphylactic and was advised to take prednisone 40mg Tab (PROMIFEN). Anaphylactic shock was considered to be an Other Important Medical Event.
No further information is available.

Symptom Text:

hydrocortisone sodium succinate; prednisone; promethazine HClOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

303474-1

25-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anaphylactic shock, Presyncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
24-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6652
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Jul-2007

Vaccine Date
17-Dec-2007
Onset Date

145
Days

25-Jan-2008
Status Date

NJ
State

WAES0801USA03098
Mfr Report Id

Initial and follow up information has been received from a registered nurse, concerning a 19 year old female patient with a history of left sided Bell's palsy (year
unknown), who on 25-JUL-2007 was vaccinated with the first dose of Gardasil (lot # 658100/0525U). Concomitant therapy included birth control pills
(unspecified manufacturer). On approximately 17-DEC-2007, the patient "developed symptoms" and on 31-DEC-2007 she was hospitalized with "probable
Miller-Fisher variant of Guillain Barre syndrome." Her symptoms included ophthalmoparesis and areflexia with stocking-glove distribution. Treatment included
immunoglobulin, IgG. On 01-JAN-2008 (previously reported as 07-JAN-2008), the patient was discharged from the hospital. The nurse indicated the patient had
a follow up visit scheduled with a neurologist on 07-JAN-2008, though she had no knowledge of the results or findings from the visit. The nurse mentioned that
the patient had not received subsequent doses of Gardasil, due to concern about the administration of IgG while in the hospital. At the time of this report, the
outcome of the event was unknown. Additional information has been requested.  1/25/08 Follow up initiated at request of CDC.  1/25/08 Received vax record
which reveals patient received Menactra U2380BA & Gardisil 0525U on 7/25/07.  Admitted to hospital 12/31/07 after outpatient vs to neurologist.  Numbness &
tingling in hand started approx 2 wks prior & spread to left arm.  Developed difficulty focusing, eye pain & numbness in both feet.  Exam revealed
ophthalmoparesis, areflexia & stocking/glove sensory disturbance.  MRI of brain reviewed which was WNL.  Nerve conduction studies done which was
abnormal. Neuro hospital admit dx: probable Miller Fisher variant of Guillain-Barre syndrome. 2/5/08 Reviewed hospital medical records which reveal patient
experienced numbness & tingling of hand & feet, difficulty focusing & eye pain starting approx 12/16/2007.  On admit had limited extraocular movements w/left
lateral gaze nystagmus, dysmetria on fin

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:

History:
Prex Illness:

Unknown LABS: CBC, ESR & chemistry WNL.  B. burgdorderi abnormal but not indicative of Lyme dx.  EMG/NCS done which revealed early demyelinating
process involving left ulnar nerve.
Bell's palsy PMH: left side Bell's palsy in infancy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

303475-1 (S)

11-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Areflexia, Cerebellar syndrome, Eye pain, Gait disturbance, Guillain-Barre syndrome, Headache, Hypoaesthesia, IIIrd nerve paresis, Immunoglobulins, Miller
Fisher syndrome, Nystagmus, Paraesthesia, Sensorimotor disorder, Vision blurred

 ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, SERIOUS

Other Vaccine
24-Jan-2008

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2380BA
0525U

0
0

Right arm
Left arm

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 6653
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Dec-2007
Vaccine Date

13-Dec-2007
Onset Date

0
Days

25-Jan-2008
Status Date

FR
State

WAES0801USA03718
Mfr Report Id

Information has been received from a pediatrician concerning a 15 year old female patient with a history of sleep disorder, convulsive syncope, injection site
inflammation, injection site swelling, feeling of warmth, injection site erythema, asthenia, sleeplessness, cold with cough and rhinitis after first vaccination of
Gardasil on 17-JUL-2007. On 13-DEC-2007 the patient was vaccinated IM into left deltoid with a second dose of Gardasil (batch # NF58150) (lot # 0354U).
Immediately post vaccination during removal of the needle, the patient experienced "symptoms like tonic-clonic convulsion with eyes rolling" for approximately
30 seconds. Subsequently she fainted and recovered after about 2-3 minutes. During the following 1-2 weeks she felt unwell and experienced dizziness. In
addition, she developed a localised inflammation with swelling and pain in the area of injection site. Cardiological check up showed normal results, neurological
check up and laboratory examinations were scheduled. The patient recovered completely. It was also reported that after first vaccination on 17-JUL-2007 the
patient developed a convulsive syncope and complained of asthenia and sleeplessness. She additionally developed injection site inflammation with redness
swelling and warmth. Subsequently (exact time to onset not reported), she developed a common cold with cough and rhinitis. The reporter considered these
events as serious and an other medical important event. The other business partner report included E200800288 and E200704777. Additional information is
not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Prex Illness:

Unknown
Syncope convulsive; Injection site inflammation; Injection site swelling; Feeling of warmth; Injection site erythema; Rhinitis; Asthenia; Sleeplessness; Cold;
Cough

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

303476-1

25-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Gaze palsy, Grand mal convulsion, Immediate post-injection reaction, Inflammation, Injection site pain, Injection site swelling, Malaise, Similar
reaction on previous exposure to drug, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
24-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0354U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6654
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Aug-2007
Vaccine Date

30-Oct-2007
Onset Date

90
Days

25-Jan-2008
Status Date

FR
State

WAES0801AUS00145
Mfr Report Id

Information has been received from a consumer, via CSL, as part of a business agreement (manufacturer control # GARD 2008 01 21 001), concerning her 22
year old daughter who in August 2007, was vaccinated with her first dose of Gardasil. There was no concomitant medication. On 14-OCT-2007 the patient was
vaccinated with her second dose of Gardasil. Since 30-OCT-2007 the patient has experienced pain in her legs, described by the reporter as "hell pain with her
legs" causing her to cry in agony. She has been unable to walk or work, resulting in loss of income. The patient's pain in legs causing an inability to walk or
work was considered to be disabling. The patient also experienced aches in her arms and felt extremity tired. The patient was initially treated by a neurologist
who conducted head and brains scans. The patient stated that the neurologist suspected multiple sclerosis (MS) but after the scans he diagnosed "a
GARDASIL adverse event". The reporter was advised to see a local specialist to manager her daughter's condition. The patient has been treated with
indomethacin, MSD with no effect. She was also treated with gabapentin to control the pain, but after 48 hours of use, there was no effect. The patient's pain in
legs causing an inability to walk or work, aches in arms and extreme tiredness persisted. The reporter felt that pain in legs, aches in arms and extreme
tiredness were related to therapy with Gardasil. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

head computed axial tomography ??07 head and brain scan-diagnosis "a GARDASIL adverse event"
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

303477-1 (S)

25-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abasia, Crying, Fatigue, Impaired work ability, Pain, Pain in extremity

 PERMANENT DISABILITY, SERIOUS

Other Vaccine
24-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Mar-2007
Vaccine Date

20-Mar-2007
Onset Date

0
Days

11-Feb-2008
Status Date

IL
State

WAES0709USA02722
Mfr Report Id

Information has been received from a nurse practitioner concerning a 21 year old black female with allergies to guaifenesin (ROBITUSSIN) and doxycycline
who on 20-Mar-2007 was vaccinated IM, into the right deltoid, with a first dose of Gardasil (lot #654702/0011U).  On 20-Mar-2007, the patient experienced pain
at the injection site.  The pain lasted for 1 week and then on 27-Mar-2007, the patient resolved without treatment.  On 16-Aug-2007 the patient was vaccinated
IM, into the right deltoid with a second dose of Gardasil.  On 16-Aug-2007, the patient developed a sore muscle and arm at and around the site of injection.  On
23-Aug-2007, the patient recovered.  No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

303486-1

11-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Myalgia, Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0011U 0 Right arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Sep-2007
Vaccine Date

11-Dec-2007
Onset Date

97
Days

25-Jan-2008
Status Date

TN
State Mfr Report Id

Pt. developed new onset epilepsy 3 months after second Gardasil dose.Symptom Text:

noneOther Meds:
Lab Data:
History:

none reportedPrex Illness:

EEG, MRI of brain, CT of head
allergic rhinitis, Reactive Airway disease

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

303503-1

25-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Epilepsy

 ER VISIT, NOT SERIOUS

Other Vaccine
24-Jan-2008

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

0388U
02450

1
1

Left arm
Right arm

Subcutaneously
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Jan-2008
Vaccine Date

09-Jan-2008
Onset Date

2
Days

30-Jan-2008
Status Date

RI
State Mfr Report Id

Headache, fever, sore throat, chills, diarrhea starting 48 hours after Gardasil vaccine was given.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
Scoliosis

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

303524-1

31-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Chills, Diarrhoea, Headache, Pharyngolaryngeal pain, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
24-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1267U 1 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jan-2008
Vaccine Date

19-Jan-2008
Onset Date

1
Days

25-Jan-2008
Status Date

WA
State Mfr Report Id

1 day after receiving vaccine began developing facial rash - unknown if related to vaccine?  Patient was seen in clinic for first time 6 days after vaccination for
this mild facial rash

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

303532-1

25-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
25-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1446U 1 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Feb-2007
Vaccine Date

09-Feb-2007
Onset Date

0
Days

11-Feb-2008
Status Date

PA
State

WAES0702USA03568
Mfr Report Id

Information has been received from an other health professional from the pregnancy registry concerning a 19 year old female patient with an amoxicillin allergy
and no pertinent medical history who on 09-Feb-2007, was vaccinated with a 0.5ml dose of Gardasil (lot #655619/1427F).  There was no concomitant
medication.  It was reported that the patient was pregnant when she received the vaccine.  Unspecified medical attention was sought.  The patient's last
menstrual period was reported to be 14-Jan-2007 and her estimated date of delivery was 21-Oct-2007.  Method of pregnancy confirmation was not reported.
Follow-up information received from the Pregnancy registry indicated that the patient was a smoker.  It was reported that she had pre-term labor, and delivered
the baby at 33 weeks on 07-Sep-2007.  The infant was a male weighing 5 lbs and 20 oz.  There were no congenital anomalies.  The baby was in RICN for 2
weeks and had an apnea monitor.  Medications used during this pregnancy for pre-term labor were Brethinc injection and bethamethasone 12 mg
intramuscularly on 05-Sep-2007.  Laboratory diagnostic tests included an ultrasound on 07-Jun-2007 which was within normal limits and examination of
cervical length on 18-Jul-2007.  On 14-Aug-2007 a diagnostic test for fetal fibronectin was performed.  On 05-Sep-2007, an ultrasound was performed for the
preterm labor.  On 27-Dec-2007, a follow up phone call was made and it was reported that the infant is doing well and no longer required the apnea monitor.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP - 1/14/2007); Penicillin allergyPrex Illness:

Ultrasound 06/07/07 within normal level; Diagnostic procedure 07/18/07 cervical length

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

303537-1

11-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Premature baby, Premature labour

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1427F 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6660
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Feb-2007
Vaccine Date

05-Feb-2007
Onset Date

0
Days

11-Feb-2008
Status Date

FL
State

WAES0703USA00591
Mfr Report Id

Information has been received from a healthcare worker concerning a 24 year old female with a history of previous pregnancy and elective termination and no
know drug allergies who on 05-FEB-2007 was vaccinated with a 0.5 mL first dose of Gardasil (Lot # 654741/0013U) while being pregnant. Concomitant therapy
included PRIMACARE ONE during pregnancy. The patient's last menstrual period was 16-JAN-2007 and her estimated date of delivery is 23-OCT-2007. There
were no adverse events. The patient sought unspecified medical treatment. On 01-MAR-2007, an ultrasound was performed which showed a normal fetal heart
rate. No product quality complaint was involved. On 26-OCT-2007 (40 weeks 3 days from LMP), the patient gave birth to a 8 lb 8 oz normal, male infant with no
congenital anomalies. However, it was noted that during labor/delivery the baby had shoulder dystocia and was born with a clavicle fracture. There were no
complications or illnesses/infections during pregnancy. Additional information is not expected.

Symptom Text:

Primacare OneOther Meds:
Lab Data:
History:
Prex Illness:

ultrasound 03/01/07 6 (2) normal fetal heartrate
Pregnancy; Termination of pregnancy-elective

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

303538-1

11-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Foetal disorder

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0013U 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Mar-2007
Vaccine Date

Unknown
Onset Date Days

11-Feb-2008
Status Date

MO
State

WAES0703USA04286
Mfr Report Id

Information has been received from a physician through the Pregnancy Registry concerning a 30 year old white female with no medical history or allergies who
on 21-MAR-2007, was vaccinated IM with a first 0.5ml dose of Gardasil (lot# 657006/0188U).  Concomitant therapy included prenatal vitamins.  On 21-MAR-
2007, the patient was inadvertently administered the vaccine.  It was reported that the patient's last menstrual period was (LMP) 21-JAN-2007.  A urine
pregnancy test and an ultrasound was performed.  The patient was reported to be 8 weeks and 3 days pregnant.  Her reported estimated delivery date was 28-
OCT-2007.  The result of the ultrasound was normal.  On 19-APR2007, an ultrasound was performed to screen for chromosomal abnormalities.  It was reported
to be normal.  On 21-MAY-2007 and 06-JUN-2007 both ultrasounds were also reported as normal.  On 31-AUG-2007, the patient was prescribed Nystatin
(topical) twice a day for the treatment of candida.  On 05-OCT2007, the patient was prescribed VISTARIL 25mg PRN for the treatment of insomnia.  On 19-
OCT-2007, an ultrasound was performed and the results were reported to be small for dates but normal.  On an unknown date in 2007 the patient was
prescribed ZANTAC 150mg twice a day for the treatment of gastrooesophageal reflux disease (GERD).  There were no previous pregnancies, no spontaneous
abortions (miscarriages) and no live births reported.  On 06-NOV-2007, the patient gave birth to a live born infant weighing 4175 grams and 19 3/4 inches.  She
was 41 weeks from her LMP.  The infant was reported to be normal and there were no congenital anomalies.  There were no complications during the
pregnancy or labor and delivery except, it was reported that the patient had failure to dilate.  At the time of this report, the patient's outcome was unknown.  No
product quality complaint was involved.  Additional information is not expected.

Symptom Text:

vitamins (unspecified)Other Meds:
Lab Data:

History:
Pregnancy NOS (LMP = 1/21/2007)Prex Illness:

ultrasound, positive; ultrasound, 03/21/07, normal IVP reason for test-dating; ultrasound, 04/19/07, normal, reason for test-screen chromosomal abnormalities;
ultrasound, 06/06/07, normal, reason for test-screen; ultrasound, 10/19/07, small

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
30.0

303539-1

11-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Candidiasis, Cervix disorder, Drug exposure during pregnancy, Gastrooesophageal reflux disease, Inappropriate schedule of drug administration, Insomnia

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0188U 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Oct-2006
Vaccine Date

01-Feb-2007
Onset Date

106
Days

11-Feb-2008
Status Date

OH
State

WAES0703USA04992
Mfr Report Id

Initial and follow up information has been received as part of a pregnancy registry, from a physician, concerning a 19 year old caucasian female patient with
migraine headaches and cervical dysplasia, and no known drug allergies, who on 23-Aug-2006 was vaccinated with the first dose of Gardasil (Lot
#653650/0702F), and on Oct-2006 was vaccinated with the second dose of Gardasil (Lot #653735/0688F).  The physician reported that since she received her
second dose, she has become pregnant; confirmed by a pregnancy test which was positive.  The date of the LMP was 01-FEB-2007, estimated date of
conception on 15-FEB-2007, with an estimated date of delivery on 08-NOV-2007.  She has not received the third dose.  Pregnancy is normal to date (no
adverse event).  Prenatal vitamins (manufacturer unspecified), 1 tablet daily, were initiated on 21-MAR-2007.  Follow up information from the physician
indicated that on 18-May-2007, the patient had an "uncomplicated urinary tract infection;" treatment included nitrofurantoin (MACROBID).  Routine prenatal
labs were within normal limits, and on 26-AUG-2007, the patient's hemoglobin was 11.9 (units not specified).  There were no complications during pregnancy.
On 24-AUG-2007, ferrous sulfate (SLOW FE) was initiated.  On 30-OCT-2007, at 38.5 weeks of gestation, the patient vaginally delivered a normal caucasian
male infant, with a birth weight of 3825 grams and an Apgar score of 8/9.  There were no complications or abnormalities.  Additional information is not
expected.

Symptom Text:

Vitamins (unspecified) tabletOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 2/1/2007); Cervical dysplasia; MigrainePrex Illness:

Beta-Human Chorionic pregnant; Hemoglobin 08/26/07 value 11.9

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

303540-1

11-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Urinary tract infection

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0688F 1 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Feb-2007
Vaccine Date

14-Mar-2007
Onset Date

28
Days

11-Feb-2008
Status Date

KY
State

WAES0705USA00917
Mfr Report Id

Information has been received from a registered nurse through the Merck Pregnancy registry concerning an 18 year old white female with asthma and a
penicillin allergy with a history of 0 pregnancies and 0 live births who on 29-NOV-2006 was vaccinated with a dose of Gardasil (Lot 654540/0800F).  On 13-
FEB-2007, an HCG level was performed and was negative.  On 14-FEB-2007, she received her second vaccination (Lot 655619/1427F).  Concomitant therapy
included albuterol.  On approximately 14-MAR-2007 the patient became pregnant (LMP 23-FEB-2007).  Laboratory diagnostic studies performed included CBC,
prenatal antibody screen, RPR, blood type and screen, hepatitis B screening, rubella status and HIV screening.  Results were not provided for these tests.  On
11-APR-2007, the patient started taking prenatal vitamins daily.  As of 03-MAY-2007, the patient had not reported any difficulties with her pregnancy.  On 05-
OCT-2007, the patient was given BRETHINE 5 mg and PROCARDIA 10 mg every 4 hours for pre-term labor to stop her contractions.  There were reported to
have discontinued on 14-NOV-2007.  On 20-NOV-2007, the patient gave birth to a liveborn female weighing 7 lbs. 11 oz.  She was 38 weeks from her last
menstrual period.  The infant was reported to be normal and there were no congenital anomalies.  The infant was reported to have jaundice but no other
symptoms.  At the time of this report the infant's and the patient's outcome was unknown.  No product quality complaint was involved.  Additional information is
not expected.

Symptom Text:

albuterolOther Meds:
Lab Data:

History:
Pregnancy NOS (LMP = 2/28/2007); asthma; penicillin allergyPrex Illness:

total serum human, 02/13/07, negative; complete blood cell, ?/?/07; serum rheumatoid factor, ?/?/07; erythrocyte ABO antigen, ?/?/07; serum hepatitis B Ab,
?/?/07; serum rubella IgG, ?/?/07; HIV antibody screen, ?/?/07; rapid plasma reagin,

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

303541-1

11-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Delivery, Drug exposure during pregnancy, Premature labour, Uterine contractions during pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1427F 1 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Dec-2006
Vaccine Date

03-Jan-2007
Onset Date

7
Days

11-Feb-2008
Status Date

TN
State

WAES0705USA01062
Mfr Report Id

Initial and follow up information has been received via the Merck pregnancy registry, from a certified medical assistant (CMA) concerning a 25 year old female
patient, with a history of a recent spontaneous miscarriage (22-DEC-2006), a positive result for human papilloma virus (HPV) and mild dysplasia on a
Papanicolaou (PAP) smear, who on 31-OCT-2006 was vaccinated IM, with the first dose of Gardasil (Lot #654540/0800F), and on 27-DEC-2006 was
vaccinated with the second dose of Gardasil (lot #653938/0954F) (previously reported as lot #654540/0800F).  There was no concomitant medication.  On 09-
FEB-2007, the patient had a positive pregnancy test; the date of the LMP was approximately 03-JAN-200, with an estimated date of delivery of 07-OCT-2007.
The CMA confirmed that there were no problems reported.  Follow up information from the CMA indicated ultrasound results on 12-FEB-2007, confirmed the
patient was 6 weeks and 1 day into the gestation period, and again noted that there were no adverse experiences.  Additional follow up information from the
CMA indicated that on 22-FEB-2007, the patient was administered IMODIUM for diarrhea, on 26-FEB-2007 she was prescribed ZOFRAN, prn, for nausea, and
on 24-APR-2007, the was prescribed Z-PAK for a vaginal disorder (illegible).  On 28-SEP-2007, the patient delivered a 7 pound, normal male infant with an
Apgar score of 9/9, with no complications reported during the pregnancy or delivery.  This patient also experienced a pregnancy following vaccination with the
first dose of Gardasil (WAES #0705USA00787).  Additional information is not expected.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

ultrasound, 02/12/07, 6 weeks, 1 day gestation; ultrasound, 02/26/07, 8 weeks, 1 day gestation; beta-human chorionic, 02/09/07, positive
Abortion spontaneous; dysplasia; papilloma viral infection

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

303542-1

11-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Delivery, Diarrhoea, Drug exposure during pregnancy, Nausea, Vaginal disorder

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0954F 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6665
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
11-Feb-2008
Status Date

IL
State

WAES0705USA01448
Mfr Report Id

Information has been received from a nurse, for the Pregnancy Registry for Gardasil concerning a 23 year old female with a history of papilloma viral infection
and two live births who in December 2006, was vaccinated with Gardasil.  There was no concomitant medication.  The nurse reported that the patient is now
pregnant.  The patient's LMP was 24-DEC-2006 and estimated due date was 30-SEP-2007.  The patient sought unspecified medical attention.  Follow-up
information from the physician's office indicated that the patient had a routine ultrasound on 31-MAY-2007 which was normal (24.6 weeks).  The patient
delivered a normal male baby on 03-SEP-2007, weighing 3375 grams, 19.5 inches long.  The infant was reported to have heavy meconium at delivery but was
normal with an apgar score of 8/9 and no congenital anomalies.  Additional information is not expected.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Ultrasound 05/31/07 value normal 24.6 weeks
Papilloma viral infection

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

303543-1

11-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Meconium increased

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Jun-2007
Vaccine Date

Unknown
Onset Date Days

28-Jan-2008
Status Date

MD
State

WAES0706USA03282
Mfr Report Id

Information has been received from a 26 year old female consumer, who was vaccinated with the first dose, 0.5ml, IM, of Gardasil (Lot # not provided, date
unspecified), and had unknowingly become pregnant, estimated date of conception, 22-MAY-2007 (on 19-JUN-2007, she was "4 weeks pregnant"). On 04-
JUN-2007, she was vaccinated with the second dose, 0.5ml, of Gardasil (Lot # not provided). There was no concomitant medication, and no other pertinent
medical history. On 19-JUN-2007, she reported a pregnancy test had confirmed her pregnancy. The estimated date of delivery was 28-FEB-2008. The
consumer confirmed that she has had no ill effects. Follow up information received from a physician's office, indicated that this was the patient's first pregnancy,
and added that she was a tobacco user. On 03-JUL-2007 through 08-JUL-2007, she was treated for gout, with prednisone, 5mg (no other details provided). On
10-JUL-2007, a pregnancy ultrasound was normal. The were no other illnesses or infections during pregnancy. On 10-DEC-2007, the patient underwent an
ultrasound due to decreased fetal movement, and it was determined that the infant had severe intrauterine growth retardation (IUGR). It was also determined
that the patient had placental insufficiency. Lab testing revealed the mother was positive for methylene-tetra-hydro-folate reductase (MTHFR) mutation
homozygous and included cardiolipin ob and lupus anticoagulant testing (results not provided). The patient was diagnosed with antiphospholipid syndrome. An
"emergent classical" caesarean section was performed, resulting in the live birth of a male infant, weight 700 gm, Apgar score 4/8. On 12-DEC-2007, the infant
died, due to complications from prematurity. An autopsy on the infant was pending. The outcome of gout. MTHFR homozgous and antiphopholipid syndrome
was unknown. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:

History:
Pregnancy NOS (LMP=5/22/2007); Tobacco userPrex Illness:

ultrasound 07/20/07 normal; ultrasound 12/10/07 severe intrauterine growth retardation; beta-human chorionic 06/07 pregnant; whole blood 12/10/07 MTHFR
homozygous; cardiolipin antibody 12/10/07; lupus anticoagulant 12/10/07

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

303544-1

07-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Antiphospholipid syndrome, Caesarean section, Drug exposure during pregnancy, Foetal disorder, Gout, Intra-uterine death, Placental disorder

 ER VISIT, NOT SERIOUS

Other Vaccine
25-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Dec-2007
Vaccine Date

19-Dec-2007
Onset Date

0
Days

11-Feb-2008
Status Date

FL
State

WAES0710USA07072
Mfr Report Id

Information has been received from a physician concerning a patient who on an unspecified date was going to be vaccinated with Gardasil (lot# unknown) late.
Follow-up information was received from a licensed practical nurse concerning a 19 year old white female with a "head cold" as per mother at the time of
vaccination who on 19-DEC-2007 was vaccinated with a third dose of Gardasil (lot# 659439/1267U) IM in the left deltoid at 9:33 AM.  On 19-DEC-2007, at 9:41
AM after witnessing her sister have a syncope episode the patient felt dizzy.  The patient was assisted to the exam table.  The patient was in a supine position
with her legs elevated with cold packs on neck and forehead.  The patient was continued to be monitored for 15 to 20 minutes.  The blood pressure
measurement was 110/70.  On 19-DEC-2007 the patient recovered.  Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Head coldPrex Illness:

blood pressure, 12/19/08, 110/70
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

303545-1

11-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1267U 2 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Oct-2007
Vaccine Date

12-Oct-2007
Onset Date

0
Days

11-Feb-2008
Status Date

PA
State

WAES0711USA01453
Mfr Report Id

Information has been received through the pregnancy registry through a 23 year old female consumer who on 12-OCT-2007 was vaccinated with her first dose
of Gardasil.  There was no concomitant medication.  On 20-OCT-2007, the patient had a pregnancy test which was positive (LMP approximately 25-SEP-2007).
 The patient reports visiting the emergency room after finding out she was pregnant because she was experiencing some bleeding and spotting.  The patient
had a "HCT Quantitative test" (not further specified).  She was not admitted to the hospital.  The patient reports having an "x-ray of hip while pregnant" (not
further specified).  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 9/25/2007)Prex Illness:

X-ray

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

303546-1

11-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Haemorrhage, Metrorrhagia

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Dec-2007
Vaccine Date

Unknown
Onset Date Days

28-Jan-2008
Status Date

--
State

WAES0801USA03228
Mfr Report Id

Information has been received from a licensed practical nurse concerning a 16 year old female who on 02-NOV-2007 was vaccinated with her first dose of
Gardasil (Lot #658554/0928U) via injection and on 28-DEC-2007 was vaccinated with her second dose of Gardasil (Lot #658554/0928U). There was no
concomitant medication. The nurse said that the patient was not pregnant during the two visits but the medical assistant said that the patient jerked and "went
out immediately" after each dose and she seemed to be having a seizure. The patient recovered both times while she was in the office. They will not be
administering dose 3. The patient did not receive any other vaccinations during her visits. She has no pertinent medical history and no lab/diagnostic studies
were performed. No other details were available. A seizure was considered to be an other important medical event. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

303548-1

28-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Dyskinesia, Loss of consciousness, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
25-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0928U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6670
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Oct-2006
Vaccine Date

13-Nov-2006
Onset Date

18
Days

11-Feb-2008
Status Date

--
State

WAES0711USA02987
Mfr Report Id

Information has been received from a certified medical assistant and a physician concerning a 15 year old female who on 26-OCT-2006 was vaccinated with
the first dose of Gardasil. The patient was given the second dose on Gardasil on 13-NOV-2006. The patient experienced an allergic reaction not further
specified. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

303549-1

11-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hypersensitivity, Inappropriate schedule of drug administration

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6671
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Dec-2007
Vaccine Date

07-Dec-2007
Onset Date

0
Days

28-Jan-2008
Status Date

NY
State

WAES0801USA03327
Mfr Report Id

Information has been received through the Merck pregnancy registry from a health professional concerning a female who on 07-DEC-2007 was vaccinated
intramuscularly with the first dose of Gardasil. Per the reporter, the patient was 3 weeks pregnant at the time of vaccination and subsequently experienced
vaccine exposure during pregnancy. On approximately 05-JAN-2008 the patient experienced elective termination of pregnancy (gestation = 7 weeks). No other
information was available. Elective termination of pregnancy was considered to be an other important medical event. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 11/15/2007)Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

303550-1

28-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abortion induced, Drug exposure during pregnancy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
25-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6672
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Feb-2007
Vaccine Date

05-Mar-2007
Onset Date

28
Days

11-Feb-2008
Status Date

PA
State

WAES0711USA03418
Mfr Report Id

Initial and follow-up information has been received from the Pregnancy Registry via a registered nurse concerning an 19 year old white female with bipolar
disorder who on 05-DEC-2006 was vaccinated intramuscularly with a 0.5 ml first dose of Gardasil (Lot #653736/0868F).  On 05-FEB-2007, the patient was
vaccinated intramuscularly with a 0.5 ml second dose of Gardasil (Lot #655617/1447F).  There was no concomitant medication.  Subsequently, the patient was
pregnant.  Her last menstrual period was on 05-MAR-2007 and the estimated date of delivery was 10-DEC-2007.  On 17-MAY-2007, and ultrasound was
performed for bleeding and was found to be normal.  The patient had an office visit.  At the time of the report the patient's outcome was unknown.  Additional
information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 3/5/2007); Bipolar disorderPrex Illness:

Ultrasound 05/17/07 normal

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

303551-1

11-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Haemorrhage

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1447F 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6673
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
28-Jan-2008
Status Date

TX
State

WAES0801USA03663
Mfr Report Id

Information has been received from a physician concerning a 13 year old female who in 2007 was vaccinated intramuscularly with the third dose of Gardasil.
Per the reporter, the patient started experiencing seizures 3 months after the final dose of Gardasil. No further information was provided. Experiencing seizures
is considered to be an other important medical event. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

303552-1

28-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
25-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6674
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
28-Jan-2008
Status Date

--
State

WAES0801USA03755
Mfr Report Id

Information has been received from a Registered Nurse (R.N.) concerning a female patient who was vaccinated with a second dose of Gardasil. The nurse
reported that after taking the second dose of Gardasil the patient developed a seizure disorder. The nurse alleged that the patient's private physician reported
the adverse event (unspecified physician). No other symptoms, treatment or information available. It was unknown if patient sought medical attention. The
outcome was unknown. Upon internal review, seizure was determined to be another important medical event. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

303553-1

28-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
25-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6675
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Nov-2007
Vaccine Date

06-Nov-2007
Onset Date

0
Days

11-Feb-2008
Status Date

CA
State

WAES0711USA03895
Mfr Report Id

Information has been received from a physician concerning patient who on 06-NOV-2007 was vaccinated with Gardasil. After administering a prefilled syringe
to a patient the needle did not fully retract that the safety device did not fully cover the needle. Because of this the syringe became out of alignment. The
patient's outcome was unknown. Product quality complaint was involved. Follow-up information was received from a physician. On 18-DEC-2007 the patient
was vaccinated with a second dose of Gardasil (lot# 655327/1287U) 0.5 mL IM in the right deltoid. The physician used a Gardasil prefilled syringe and the
safety mechanism failed to activate. Medical attention was sought. The physician felt that this increased stress and pain for the patient. At the time of reporting
it was unknown if the patient recovered. No other information was provided. The SR # is 1-2166964843. Additional information is requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

303554-1

11-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Medical device complication, Pain, Stress

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6676
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Nov-2007
Vaccine Date

01-Jan-2008
Onset Date

33
Days

28-Jan-2008
Status Date

FR
State

WAES0801USA04083
Mfr Report Id

Information has been received from a Nurse concerning a 17 year old female who on 29-NOV-2007 was vaccinated IM in the deltoid muscle with a first dose of
Gardasil (batch# NE09920). On 07-JAN-2008 the patient experienced paralusis and was hospitalized. On 18-JAN-2008 received further information by the
treating internist. The patient experienced ascending paraesthesia and paresis beginning in feet and hands and was hospitalized the same day. Guillain Barre
syndrome was diagnosed. Symptoms worsened the following days and on 11-Jan-2008 the patient experienced deglutition disorder. Subsequently the patient
aspirated and was transferred to an intensive care unit where she was sedated and ventilated artificially. She was treated with immunoglobulins in high dose
(20 g/day) for 5 days and was improving. It was also reported that the patient suffered from a gastro-intestinal infection one week prior to onset of GBS.
Serological examination was negative for campylobacter, CMV, Borrelia, Herpes-Virus, mumps-virus, VZV and treponema pallidum. Also lab findings for auto-
antibodies (ANA, ANCA, anti-ds-DNA, phospholipid antibodies) were negative. Other business partner numbers included E2008-00284. Additional information
has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Prex Illness:

DNA Ab immunoprecipitation Comment: negative; Serum ANA Comment: Negative; serum ANCA Comment: negative; serum Herpes virus Ab Comment:
negative; serum Treponema palladium Ab ELISA Comment: negative; serum VZV-specific gpELISA AB Comment: n
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

303555-1 (S)

28-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Aspiration, Dysphagia, Gastrointestinal infection, Guillain-Barre syndrome, Immunoglobulins, Intensive care, Mechanical ventilation, Oxygen supplementation,
Paraesthesia, Paralysis, Paresis, Sedation

 HOSPITALIZED, SERIOUS

Other Vaccine
25-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0482U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6677
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Dec-2007
Vaccine Date

05-Dec-2007
Onset Date

0
Days

11-Feb-2008
Status Date

--
State

WAES0712USA02573
Mfr Report Id

Information has been received from a physician's assistant concerning a 16 year old female who on 20-SEP-2007 and 05-DEC-2007 was vaccinated with a first
a second dose of Gardasil.  On 05-DEC-2007 the patient went into the waiting room and fainted, fell to the floor.  Paramedics came in and the patient was out
for about 20 seconds.  They elevated her legs and she seemed alright.  There was no major injury.  The representative (also reported as the nurse) called the
patient's father on 08-DEC-2007.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

303557-1

11-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Fall, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6678
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Oct-2007
Vaccine Date

12-Oct-2007
Onset Date

1
Days

11-Feb-2008
Status Date

TX
State

WAES0712USA02599
Mfr Report Id

Information has been received from a physician concerning a 16 year old female who on 09-AUG-2007 was vaccinated with her first dose of Gardasil (lot#
656049/0187U). On 11-OCT-2007 the patient was vaccinated with her second dose of Gardasil (lot# 657621/0387U). On 12-OCT-2007 the patient experienced
pelvic pain which did not subside and an unspecified vaginal discharge. On 18-OCT-2007 the patient was seen by the physician and the physician noted an
absence of dysuria and fever. The patient was referred to a gynecologist. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

beta-human chorionic negative
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

303558-1

11-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pelvic pain, Vaginal discharge

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0387U 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6679
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Jan-2008
Vaccine Date

21-Jan-2008
Onset Date

0
Days

25-Jan-2008
Status Date

NJ
State Mfr Report Id

C/O Few seconds L chest sensation, lightheaded.  "I thought it was a muscle flutter"1 hour after receiving HPV # 3.  Today, 1 day later, C/O "my heart is racing.
 Pulse 105 and regular.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

EKG done normal

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

303568-1

25-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Chest discomfort, Dizziness, Palpitations

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
25-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1740U 2 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 6680
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Feb-2007
Vaccine Date

16-Jan-2007
Onset Date

-27
Days

11-Feb-2008
Status Date

AZ
State

WAES0704USA01135
Mfr Report Id

Initial and follow up information has been received through the pregnancy registry, from a physician and a medical assistant (MA), concerning a 19 year old
caucasian female patient with asthma, who on 12-FEB-2007 was vaccinated IM in the right arm, with the first dose, 0.5ml, of Gardasil (Lot #655619/1427F).
There was no concomitant medication.  The MA reported that on 27-FEB-2007, the patient called the office to report she had performed a urine home
pregnancy test that was positive.  On 19-MAR-2007, the patient visited the office and an ultrasound test also confirmed the pregnancy.  At that time, vitamin
and mineral therapy with PRENATE ELITE was initiated on a daily basis.  The date of the LMP was 16-JAN-2007, with an estimated date of delivery on 23-
OCT-2007.  Follow up information from the physician, indicated that from 19-JUL-2007 to 25-JUL-2007, the patient was treated for a urinary tract infection with
nitrofurantoin (MACROBID), but she indicated there were no complications during the pregnancy.  Additional ultrasounds were performed on 29-MAY-2007 and
20-SEP-2007 (results not provided).  On 11-OCT-2007, at 38 weeks gestation, the pregnancy resulted in the uncomplicated delivery of a normal male infant
(weight not provided).  Additional information is not expected.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 01/16/2007); AsthmaPrex Illness:

Ultrasound 03/19/07 Pregnant; Ultrasound 05/29/07; Ultrasound 09/20/07; Urine beta-human 02/12/07 Negative; Urine beta-human 02/27/07 Positive

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

303569-1

06-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Urinary tract infection

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1427F 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 6681
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
11-Feb-2008
Status Date

NY
State

WAES0712USA02601
Mfr Report Id

Information has been received from a physician concerning his daughter who was vaccinated with Gardasil and fainted. Subsequently, the patient recovered
from fainting. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

303571-1

11-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6682
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Nov-2006
Vaccine Date

03-Dec-2006
Onset Date

20
Days

11-Feb-2008
Status Date

NY
State

WAES0712USA02602
Mfr Report Id

Information has been received from a health professional concerning a 14 year old female who was vaccinated with Gardasil. On 29-NOV-2007 the patient
experienced lymphadenopathy. The patient's outcome was not reported. Follow-up information has been received from a physician concerning a 13 year old
(also reported as 14 year old) female with a penicillin allergy and allergic reaction to antibiotics with SEPTRA and CEFZIL who on 13-NOV-2006 was
vaccinated with a first dose of Gardasil (lot# 653978/0955F) IM in the left arm. Concomitant therapy included Varivax. Other concomitant therapy included
Hepatitis A virus vaccine (unspecified). On 05-DEC-2006, the patient came to the office. On 03-DEC-2006 the patient experienced swollen tender lymph nodes
behind the left ear. The outcome was not reported. On 05-DEC-2006 Concomitant therapy included an infuenza virus vaccine (unspecified). On 15-JAN-2007
the patient was vaccinated with a second dose of Gardasil (lot# 654389/0961F) IM in the left arm. On 02-MAY-2007 the patient experienced swollen lymph
nodes. On 02-MAY-2007 an ultrasound was performed to assess the mastoid area which showed redness and inflammation. The impression was there was a
1.6 x 0.8 x 1.0 cm lymph over the right mastoid. Otherwise normal soft tissue view over the mastoid area. The outcome was not reported. On 13-JUN-2007 the
patient was vaccinated with a third dose of Gardasil (lot# 657868/0523U) IM in the left arm. On 13-JUN-2007 the patient was presented with lymph nodes in the
cervical region. The patient had been treated for a cat scratch with improvement. The outcome was not reported. On 24-JUL-2007, the patient had a biopsy of
the right mastoid lymph node and revealed lymph node with sclerosis and reactive features, no tumor was identified. A left check lymph node revealed reactive
hyperplasia and no tumor was identified. Flow cytometry lymph node biopsy left cheek revealed no diagnostic lymphoid abnormality identified. No abnormalities
of the B-lymphocytes are noted. No light chain restrictio

Symptom Text:

Other Meds:
Lab Data:

History:
Penicillin allergy; Allergic reaction to antibioticsPrex Illness:

lymphatic structure 07/24/07 left cheek lymph node revealed reactive hyperplasia and no tumor identified; ultrasound 05/02/07 The impression was there was a
1.6 X 0.8 X 1.0 cm lymph over the right mastoid.; ultrasound 09/14/07 The impressio

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

303572-1

11-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Lymphadenopathy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

VARCEL
HEPA
HPV4

MERCK & CO. INC.
UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL
0955F

0
0

Unknown
Unknown
Unknown

Unknown
Unknown

Intramuscular



10 JUN 2008 06:27Report run on: Page 6683
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
11-Feb-2008
Status Date

--
State

WAES0712USA02636
Mfr Report Id

Information has been received from the mother of an 18 year old female consumer with a history of "reaction to dioxycycline" who in March 2007, was
vaccinated with the first dose of Gardasil.  On May 2007 the patient was vaccinated with the second dose of Gardasil.  Subsequently the patient experienced
itching on the injection site and headache after receiving the first and second dose of Gardasil.  The patient's mother reported the patient's status as "patient is
fine."  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
Hypersensitivity

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

303574-1

12-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Injection site pruritus, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6684
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Dec-2007
Vaccine Date

04-Dec-2007
Onset Date

1
Days

11-Feb-2008
Status Date

--
State

WAES0712USA02643
Mfr Report Id

Information has been received from a physician assistant concerning a 15 year old female who on 03-DEC-2007 was vaccinated IM in the hip with the first 0.5
mL dose of Gardasil.  On 04-DEC-2007 the patient experienced hip, knee and ankle pain.  Subsequently, the patient recovered from hip, knee and ankle pain.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

303575-1

11-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Drug administered at inappropriate site

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6685
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
11-Feb-2008
Status Date

--
State

WAES0712USA02645
Mfr Report Id

Information has been received from a health professional concerning a 16 year old female who was vaccinated intramuscularly with Gardasil and experienced
lymphadenopathy.  The patient sought unspecified medical attention and her outcome was not reported.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

303576-1

11-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Lymphadenopathy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6686
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Oct-2007
Vaccine Date

19-Nov-2007
Onset Date

28
Days

11-Feb-2008
Status Date

MI
State

WAES0712USA02651
Mfr Report Id

Information has been received from a physician concerning a 26 year old female who on 23-JUL-2007 was vaccinated intramuscularly with her first dose of
Gardasil (lot# 658100/0525U).  On 22-OCT-2007 the patient was vaccinated intramuscularly with her second dose of Gardasil (lot# 658556/1060U).  On 19-
NOV-2007 the patient experienced an abnormal Pap with results of atypical squamous cells of undetermined significance.  The patient's abnormal Pap and
atypical squamous cells of undetermined significance persisted. The patient sought medical attention in the office.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Pap test, 11/19/07, abnormal
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

303577-1

11-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Cervical dysplasia

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1060U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6687
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Oct-2007
Vaccine Date

02-Oct-2007
Onset Date

0
Days

11-Feb-2008
Status Date

CA
State

WAES0712USA02653
Mfr Report Id

Information has been received from a physician concerning a 14 year old female who on 02-OCT-2007 was vaccinated with her first dose of Gardasil (lot
#657621/0387U) injection.  Concomitant therapy included MENACTRA.  On 02-OCT-2007, after receiving the vaccine, the patient fainted.  Subsequently, the
patient recovered from fainting.  She sought unspecified medical attention.  The office is not sure whether or not the patient will received the second dose.
Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Diagnostic procedure
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

303578-1

12-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0387U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6688
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
11-Feb-2008
Status Date

IN
State

WAES0712USA02662
Mfr Report Id

Information has been received from a physician concerning multiple patients who were vaccinated with Gardasil.  Subsequently the patients experienced
injection site reactions after receiving Gardasil.  The nurse reported that about 5-10 patients experienced a lot of heat and a knot under the skin for about a
week after the vaccine.  The patients sought unspecified medical attention and their outcome was not reported.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

303579-1

11-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site mass, Injection site warmth

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6689
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
11-Dec-2007
Vaccine Date

11-Dec-2007
Onset Date

0
Days

11-Feb-2008
Status Date

NY
State

WAES0712USA02757
Mfr Report Id

Information has been received from a nurse concerning a patient (age and gender not reported) who on 11-DEC-2007 was vaccinated (route and site not
reported) inadvertently with a dose of Gardasil (lot# not reported) instead of Pneumovax 23.  The incident was due to human error and there was no product
confusion.  The patient did not experience any known symptoms.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

303580-1

11-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Wrong drug administered

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6690
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
11-Feb-2008
Status Date

NY
State

WAES0712USA02767
Mfr Report Id

Information has been received from a physician, concerning a 19 year old female patient with a history of papilloma viral infection (26-SEP-2007), who in
October 2007, was vaccinated in the upper thigh with the first dose of Gardasil (lot # not provided).  Two weeks after the vaccination, the patient developed
lymphadenopathy in her inguinal area.  The patient presented to the office for evaluation, and it was determined that she had bilateral lymphadenopathy.
Diagnostic tests included a complete blood count, with normal results.  The physician indicated that the patient had no sexually transmitted diseases.  At the
time of this report, the patient had recovered from the event.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Pap test, 09/26/07, positive for HPV; complete blood cell, 10?/??/07, normal
Papilloma viral infection

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

303581-1

11-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Lymphadenopathy

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6691
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
11-Feb-2008
Status Date

NJ
State

WAES0712USA02773
Mfr Report Id

Information has been received from a physician, via a company representative, concerning a 12 year old female patient, who on an unspecified date was
vaccinated with the first dose of Gardasil (lot # not provided), and subsequently developed lymph node swelling under her arms.  She recovered from the event
(duration not specified).  On an unspecified date, she was vaccinated with the second dose of Gardasil (lot # not provided), and again developed the lymph
node swelling under her arms.  The patient recovered after an unspecified duration of time.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

303582-1

12-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Lymphadenopathy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6692
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Oct-2007
Vaccine Date

11-Oct-2007
Onset Date

4
Days

11-Feb-2008
Status Date

NY
State

WAES0712USA02792
Mfr Report Id

Information has been received from a physician, via a company representative, concerning a female patient (age not specified), who on 07-OCT-2007 was
vaccinated with the first dose of Gardasil (lot # not reported). On 11-OCT-2007 the patient developed lymph node swelling in her neck. On 11-DEC-2007, the
patient presented to the physician's office to receive her second dose of Gardasil, and informed the physician of her symptoms. The physician confirmed that
bilateral lymph node swelling was still present at the visit. It was unknown if the patient received the second dose of Gardasil. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

303583-1

11-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Lymphadenopathy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6693
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Oct-2007
Vaccine Date

11-Oct-2007
Onset Date

0
Days

11-Feb-2008
Status Date

CA
State

WAES0712USA02794
Mfr Report Id

Information has been received from a physician, concerning a 10 year old female patient with no pertinent medical history and no known allergies, who on 11-
OCT-2007 was vaccinated IM with the first dose, 0.5 ml, of Gardasil (lot # not reported).  There was no concomitant medication.  On 11-OCT-2007, following
the vaccination (time to onset not specified), the patient experienced dizziness.  She was seen by the physician (details not provided).  After an unknown
duration of time, she recovered.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
10.0

303584-1

11-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6694
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Nov-2007
Vaccine Date

29-Nov-2007
Onset Date

0
Days

11-Feb-2008
Status Date

--
State

WAES0712USA02798
Mfr Report Id

Information has been received from a nurse concerning a female (age not reported) who on 29-NOV-2007 was vaccinated (route and site not reported) with the
2nd dose of Gardasil (lot# not reported).  On 29-NOV-2007, post vaccination, the patient experienced tingling and numbness at injection site, in her fingertips
and toes and she felt shaky.  The patient did not have this experience with the 1st dose (date unknown).  The patient did receive unspecified medical attention.
At the time of this report the patient had not recovered.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

303585-1

11-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site anaesthesia, Injection site reaction, No reaction on previous exposure to drug, Paraesthesia, Tremor

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6695
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
11-Feb-2008
Status Date

--
State

WAES0712USA02803
Mfr Report Id

Information has been received from a pharmacist concerning a female who was vaccinated IM with a dose of Gardasil.  Subsequently the patient experienced
weakness and numbness in the arm the injection was given.  The patient was also not as talkative as she normally is.  It was unknown whether medical
attention was sought.  The patient's outcome was unknown.  No product quality complaint was involved.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

303586-1

12-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abnormal behaviour, Hypoaesthesia, Muscular weakness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6696
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Jan-2008
Vaccine Date

18-Jan-2008
Onset Date

2
Days

30-Jan-2008
Status Date

TX
State Mfr Report Id

Varicella #2 given to right upper arm, SQ on 1/16/08. Patient came in on 1/18/08 with redness, swelling, and pain to the site measuring 7.5cm. There was also
heat to the site.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

allergic rhinitis, Fm HX of premature CAD

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

303622-1

31-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site pain, Injection site swelling, Injection site warmth

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
25-Jan-2008

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

1522U
1663U

0
1

Left arm
Right arm

Intramuscular
Subcutaneously



10 JUN 2008 06:27Report run on: Page 6697
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Apr-2007
Vaccine Date

Unknown
Onset Date Days

30-Jan-2008
Status Date

PA
State Mfr Report Id

Left deltoid 4 1/2 x 3 cm area muscle atrophy.  3mm deep lipodystrophy.  No loss of function.  Referral to MD.Symptom Text:

Claritin, Topomax, Tritodine, Prilosec, Ortho TricyclineOther Meds:
Lab Data:
History:

DepressionPrex Illness:

Tris, MRI
NKDA

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

303635-1

30-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Lipodystrophy acquired, Muscle atrophy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
25-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0387U 2 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 6698
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Jan-2008
Vaccine Date

25-Jan-2008
Onset Date

1
Days

31-Jan-2008
Status Date

PA
State Mfr Report Id

Swelling of neck, face, lips.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

303636-1

31-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Lip swelling, Local swelling, Swelling face

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
25-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1061U 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 6699
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Jun-2007
Vaccine Date

Unknown
Onset Date Days

31-Jan-2008
Status Date

VA
State Mfr Report Id

Mother and patient report pain, swelling at injection site, hives all over body with HPV #1 and #2. Also bruising 2x2 inches with #1 and #2. #3 not given.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

303648-1

06-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Contusion, Injection site pain, Injection site swelling, Urticaria, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
25-Jan-2008

Received Date

Prex Vax Illns:

TDAP
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

C2739AA
1265U

Left arm
Right leg

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 6700
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Dec-2007
Vaccine Date

07-Dec-2007
Onset Date

0
Days

11-Feb-2008
Status Date

--
State

WAES0712USA02809
Mfr Report Id

Information has been received from a health professional concerning a 33 year old female who on 07-DEC-2007 was vaccinated IM in the left deltoid with the
first dose of Gardasil (659055/1522U).  On 07-DEC-2007 the patient experienced injection site pain. The patient's injection site pain started shortly after
vaccination with Gardasil and resolved the next day.  On 08-DEC-2007 the patient experienced body rash, muscle aches and malaise.  The rash on the
patient's chest was the size of her palm, red and itchy.  After the rash the patient developed muscle aches over the whole body and flu-like symptoms.  The
patient stated that "she felt like she was run over by a truck".  The muscle aches and flu symptoms resolved by 10-DEC-2007.  The patient still has the rash as
of 11-DEC-2007.  The patient sought unspecified medical attention.  There is no other information to report.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
33.0

303661-1

11-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, Influenza like illness, Injection site pain, Malaise, Myalgia, Rash erythematous, Rash generalised, Rash pruritic

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1522U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 6701
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
11-Feb-2008
Status Date

--
State

WAES0712USA02825
Mfr Report Id

Information has been received from a physician concerning his twin teenage daughters who were vaccinated IM with a first 0.5 ml dose of Gardasil.
Subsequently the patients fainted after receiving the vaccination.  Both girls also received their second dose with no reaction.  Medical attention was not
sought.  The patients were recovered.  No product quality compliant was involved.  This is one of the multiple reports from the same source.  Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

303662-1

12-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope, Twin pregnancy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6702
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
11-Feb-2008
Status Date

IN
State

WAES0712USA02826
Mfr Report Id

Information has been received from a physician concerning a female "between 13 and 15" who in approximately October 2007, was vaccinated with the second
dose of Gardasil.  Subsequently, the patient experienced "2 weeks to a month of severe muscle pain and very sleepy mono-like symptoms".  The patient
recovered from her severe muscle pain and very sleepy mono-like symptoms.  The patient sought unspecified medical attention.  Lab diagnostic studies
included a "mono test and liver test that both results came out fine."  Per the reporter, the patient did not have any adverse reaction with the first dose of
Gardasil.  The lot numbers were unavailable and no further information was provided.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory, results came out fine; hepatic function tests, results came out fine
Per the reporter, the patient did not have any adverse reaction with the first dose of Gardasil.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

303663-1

11-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Myalgia, Somnolence

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6703
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Dec-2007
Vaccine Date

09-Dec-2007
Onset Date

3
Days

11-Feb-2008
Status Date

MI
State

WAES0712USA02860
Mfr Report Id

Information has been received from a registered nurse concerning a 24 year old female with sulfonamide allergy and drug hypersensitivity to codeine and a
history of cystitis interstitial who on 06-DEC-2007 was vaccinated with a first dose of Gardasil (lot #659437/1266U) 0.5 mL IM.  Concomitant therapy included
"Ditrapam" (therapy unspecified); the last dose was given on 09-NOV-2007.  On 09-DEC-2007 the patient developed itching fingers, toes and cheek bones.
The patient's toes and fingers felt tight but the nurse did not see a noticeable swelling.  The patient was taking diphenhydramine hcl (BENADRYL) and
dexamethasone (DECADRON Dose Pack).  The patient was seen on 10-DEC-2007 and the itching was improving.  Additional information has been requested.

Symptom Text:

Therapy unspecifiedOther Meds:
Lab Data:
History:

Sulfonamide allergy; Drug hypersensitivityPrex Illness:

Unknown
Cystitis interstitial

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

303664-1

12-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1266U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6704
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
11-Feb-2008
Status Date

FL
State

WAES0712USA02905
Mfr Report Id

Information has been received from a physician concerning a female (age not reported) with no pertinent medical history who on an unspecified date was
vaccinated with a second dose of Gardasil (lot # unknown).  Concomitant therapy included (dip toxoid) (MENACTRA).  On an unspecified date, "almost
immediately after receiving the vaccine", the patient had "fainted and felt dizzy".  No further information was provided.  Medical attention was not sought.  At the
time of reporting it was unknown if the patient had recovered.  Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

303665-1

12-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Immediate post-injection reaction, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL 1

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 6705
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
M

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
11-Feb-2008
Status Date

--
State

WAES0712USA02916
Mfr Report Id

Information has been received from a health professional with high cholesterol and no known drug allergies/reactions who on unspecified dates was vaccinated
with the first two doses of Gardasil (lot # unknown) IM.  Concomitant therapy included rosuvastatin calcium (CRESTOR), (therapy unspecified) (LOVAZA),
omeprazole, niacin (NIASPAN) and aspirin.  Subsequently on unknown dates the health professional experienced pain at the injection site with the first two
doses.  Medical attention was sought.  At the time of reporting the health professional had recovered.  No additional information at this time.  Additional
information has been requested.

Symptom Text:

(Therapy unspecified); Aspirin; Niaspan; Omeprazole; CrestorOther Meds:
Lab Data:
History:

Cholesterol highPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

303666-1

12-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6706
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Aug-2007
Vaccine Date

08-Aug-2007
Onset Date

1
Days

11-Feb-2008
Status Date

--
State

WAES0712USA02981
Mfr Report Id

Information has been received from a health professional concerning a 25 year old female with a history of food allergies who on 06-JUN-2007 was vaccinated
intramuscularly in the left deltoid with her first dose of Gardasil (lot# 0469U). On 07-AUG-2007 the patient was vaccinated intramuscularly in the left deltoid with
her second dose of Gardasil. On 08-AUG-2007 the patient experienced ringing in the left ear which still persists. The patient had extensive testing and follow up
with specialists to find out the cause of the ringing in her left ear. The patient had a normal Brain MRI and a normal ENT check up. The patient was treated with
a water pill, VALTREX and MEDROL Pak. The patient sought medical attention in the office. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

magnetic resonance normal; ears, nose, and throat normal; allergy test food allergies only
Food allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

303667-1

12-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Tinnitus

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6707
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Dec-2007
Vaccine Date

Unknown
Onset Date Days

11-Feb-2008
Status Date

MA
State

WAES0712USA03019
Mfr Report Id

Information has been received from a health professional concerning a 15 year old white female who on 03-DEC-2007 was vaccinated with Gardasil
(lot#659055/1522U).  Concomitant therapy included DTAP-IPV and meningococcal vaccine (unspecified).  Subsequently the patient fainted after the
vaccination.  Unknown medical attention was sought.  The patient's outcome is unknown.  No product quality complaint was involved.  This is one of multiple
reports from the same source.  Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

303668-1

11-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope, Wrong drug administered

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

MEN
HPV4
IPV
DTAP

UNKNOWN MANUFACTURER
MERCK & CO. INC.
UNKNOWN MANUFACTURER
UNKNOWN MANUFACTURER

NULL
1522U
NULL
NULL

0
Unknown
Unknown
Unknown
Unknown

Unknown
Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 6708
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Nov-2007
Vaccine Date

14-Nov-2007
Onset Date

0
Days

11-Feb-2008
Status Date

OH
State

WAES0712USA03096
Mfr Report Id

Information has been received from a health professional concerning a 23 year old white female (70 in., 199 lb.) with no pre-existing allergies, birth defects or
medical conditions who on 14-NOV-2007 (at 15:30) was vaccinated with her initial dosage of Gardasil (lot # 659437/1266U), IM, in the left deltoid.  On 14-NOV-
2007 (at 15:30) the patient felt lightheaded, got dizzy and passed out.  It was reported the patient recovered from the event on the same day.  It was reported
the patient had no illness at the time of vaccination.  Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

303669-1

11-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Loss of consciousness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1266U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 6709
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Jul-2007

Vaccine Date
Unknown

Onset Date Days
11-Feb-2008
Status Date

IL
State

WAES0712USA03717
Mfr Report Id

Information has been received from a registered nurse, concerning her 24 year old daughter with no known allergies and a history of an papilloma viral infection
(HPV) and a loop electrosurgical excision procedure (LEEP) (July 2006), who on 21-MAY-2007 was vaccinated with the first dose and on 31-JUL-2007 with the
second dose of Gardasil (lot # not reported).  There was no concomitant medication.  Following the second vaccination (date and duration not specified), her
daughter had an abnormal papanicolaou (PAP) smear (details not provided), and sought unspecified medical attention.  At the time of this report, her daughter
had not recovered.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
Papilloma viral infection; Loop electrosurgical excision procedure

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

303670-1

12-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Smear cervix abnormal

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6710
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Sep-2007
Vaccine Date

19-Sep-2007
Onset Date

2
Days

11-Feb-2008
Status Date

--
State

WAES0712USA03752
Mfr Report Id

Information has been received from a nurse practitioner, concerning a 16 year old female patient with no known allergies and a history of an abnormal
Papanicolaou (Pap) smear and a cervical biopsy, who on 17-SEP-2007 was vaccinated IM, with a dose, 0.5 ml, of Gardasil (lot #658558/1061U).  There was no
concomitant medication.  On 19-SEP-2007, 48 hours after vaccination, the patient developed hives.  The patient's mother contacted the physician, but no
treatment was required and the hives subsequently resolved (duration not specified).  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
Papanicolaou smear abnormal; biopsy cervix

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

303671-1

11-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1061U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6711
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Dec-2007
Vaccine Date

11-Dec-2007
Onset Date

1
Days

11-Feb-2008
Status Date

--
State

WAES0712USA03841
Mfr Report Id

Information has been received from a nurse practitioner concerning a female with no known allergies and no reported medical history who on 10-DEC-2007
was vaccinated with Gardasil intramuscularly.  Concomitant therapy included MENACTRA in the same arm as the Gardasil vaccination.  On 11-DEC-2007 the
patient experienced numbness in her fingers and fingertips, and had described that it almost felt like she had slept on her arm.  It was also reported that the
patient was holding her arm as if it were in a sling because it was so sensitive.  No further information was provided and no lot number was given.  Additional
information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

303672-1

11-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Unknown
Intramuscular



10 JUN 2008 06:27Report run on: Page 6712
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
11-Feb-2008
Status Date

--
State

WAES0712USA03862
Mfr Report Id

Information has been received from a nurse concerning a 17 year old female who was vaccinated with Gardasil and passed out.  Subsequently the patient
recovered.  No further information was provided.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

303673-1

12-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6713
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Jul-2007

Vaccine Date
31-Oct-2007
Onset Date

92
Days

11-Feb-2008
Status Date

OH
State

WAES0712USA03874
Mfr Report Id

Information has been received through the Merck pregnancy registry through a physician concerning a 17 year old female with a history of an abnormal
Papanicolaou smear followed by a normal Papanicolaou smear who on 31-JUL-2007 was vaccinated with her first dose of Gardasil (Lot # 657622/0388U).  On
08-NOV-2007, the patient was vaccinated with her second dose of Gardasil (Lot # 657868/0523U).  Concomitant therapy included albuterol inhaler, as needed.
 Subsequently, the patient found out she was pregnant (LMP approximately 31-OCT-2007).  The patient is currently experiencing congestion and a sore throat.
The patient sought unspecified medical attention with an office visit.  Additional information has been requested.

Symptom Text:

albuterolOther Meds:
Lab Data:
History:
Prex Illness:

None
Papanicolaou smear abnormal

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

303674-1

12-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Pharyngolaryngeal pain, Respiratory tract congestion

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0388U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6714
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
11-Feb-2008
Status Date

TX
State

WAES0712USA07080
Mfr Report Id

Information has been received from a nurse concerning a 17 year old female who was recently (exact date not reported) vaccinated (route and site not
reported) with Gardasil (lot # not reported).  Seven to eight days post vaccination the patient's "entire arm swelled up".  The physician performed a test on the
patient to determine it was not cellulitis or a blood clot.  A Doppler test was performed, results were not reported.  At the time of this report, the patient's
outcome was unknown.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Ultrasound Doppler Test
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

303675-1

12-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Oedema peripheral

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6715
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
11-Feb-2008
Status Date

--
State

WAES0712USA07588
Mfr Report Id

Information has been received from a consumer concerning a daughter of a friend who on an unspecified date was vaccinated with Gardasil (Lot# not
provided).  The consumer reported that her "friends daughter had the Gardasil vaccine and had a near death experience".  It was not reported if the patient
sought medical attention for the event.  No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

303676-1

12-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Vaccination complication

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6716
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
11-Feb-2008
Status Date

FL
State

WAES0712USA07680
Mfr Report Id

Information has been received from a physician concerning a few patients (ages and genders unknown), who, on an unspecified date, were vaccinated with a
dose of Gardasil.  Subsequently, the patients had reactions after receiving the vaccination.  The specified reaction was not provided by the physician.  At the
time of the report, the outcomes of the patients were unknown.  No product quality complaint was involved.  This is one of three reports from the same source.
Additional information is not available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

303677-1

12-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Vaccination complication

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6717
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
11-Feb-2008
Status Date

FL
State

WAES0712USA07681
Mfr Report Id

Information has been received from a physician concerning a patient (age and gender unknown), who, on an unspecified date, was vaccinated with a dose of
Gardasil.  Subsequently, the patient fainted.  At the time of the report, the outcome of the patient was unknown.  No product quality complaint was involved.
This is one of three reports from the same source.  Additional information is not available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

303678-1

12-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6718
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Nov-2007
Vaccine Date

16-Dec-2007
Onset Date

16
Days

11-Feb-2008
Status Date

NY
State

WAES0712USA07855
Mfr Report Id

Information has been received from a nurse concerning a 21 year old female who on 30-NOV-2007 was vaccinated IM with a 0.5 ml second dose of Gardasil
(lot# 659439/1267U).  On 16-DEC-2007 the patient developed golf ball sized lump at the injection site.  Medical attention was sought.  The patient was treated
with unspecified antibiotics.  At the time of reporting the patient was recovering.  No product quality complaint was involved.  Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

303679-1

12-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site mass

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1267U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6719
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Dec-2007
Vaccine Date

04-Dec-2007
Onset Date

0
Days

11-Feb-2008
Status Date

NY
State

WAES0712USA07861
Mfr Report Id

Information has been received from a physician concerning a 22 year old female with a history of positive for antibodies for herpes virus of unknown type, who
on 12-JUN-2007 was vaccinated with the first dose of Gardasil and the PAP test done on that day was normal.  On 16-Aug-2007 the patient received the
second dose and on 04-Dec-2007 received the third dose and a PAP test taken that day was positive for high risk HPV.  Medical attention was sought.  At the
time of report the patient had not recovered.  No product quality compliant was involved.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Cervical smear 06/12/07 negative; Cervical smear 12/04/07 positive
Herpes virus infection

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

303680-1

12-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Human papilloma virus test positive

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6720
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
11-Feb-2008
Status Date

--
State

WAES0712USA05243
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated intramuscularly with an initial 0.5 ml first dose of Gardasil.
Subsequently, one day after vaccination, the patient developed a fever.  At the time of the report the patient's outcome was unknown.  Additional information is
not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

temperature measurement, increased
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

303681-1

12-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6721
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Nov-2007
Vaccine Date

18-Nov-2007
Onset Date

1
Days

11-Feb-2008
Status Date

NJ
State

WAES0712USA05889
Mfr Report Id

Information has been received from a physician concerning a female who on 17-NOV-2007 was vaccinated with her first dose of Gardasil.  On 18-NOV-2007
the patient experienced severe stomach cramps.  Subsequently, the patient recovered from severe stomach cramps and sought unspecified medical attention.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

303682-1

12-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain upper

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6722
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
11-Feb-2008
Status Date

MN
State

WAES0712USA06028
Mfr Report Id

Information has been received from a physician concerning a 16 year old female with no pertinent medical history who in August 2007, was vaccinated with a
first dose of Gardasil.  There was no concomitant medication.  In August 2007, in the office, the patient became "queasy, pale, lightheaded and dizzy".   There
was no laboratory or diagnostic tests performed.  In August 200, "after about a half hour" the patient recovered.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

303683-1

12-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Nausea, Pallor

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6723
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Apr-2007
Vaccine Date

30-May-2007
Onset Date

30
Days

11-Feb-2008
Status Date

TX
State

WAES0712USA06045
Mfr Report Id

Information has been received from a physician concerning an 18 year old female patient who on 30-APR-2007 was vaccinated with a first dose of Gardasil.
She received her second dose of Gardasil on 12-DEC-2007.   The physician reported that the patient developed a "flare up" of genital warts after receiving the
second injection.  The patient reported that the non specific increase in amount of genital warts began about one month after the patient received the first dose
of Gardasil on 30-APR-2007.  The physician stated he did not examine the patient and the symptoms were self reported.  Additionally, the patient reported the
increase in genital warts to the patient's gynecologist (unspecified name).  No other symptoms and no other information available at the time of this report.  The
outcome was unknown.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

303684-1

12-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anogenital warts, Condition aggravated, Inappropriate schedule of drug administration

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6724
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Sep-2007
Vaccine Date

27-Sep-2007
Onset Date

0
Days

11-Feb-2008
Status Date

--
State

WAES0712USA06271
Mfr Report Id

Information has been received through the Merck pregnancy registry from a registered nurse concerning a 21 year old female with a history of radiation
exposure, alcohol use and IV drug use who on 27-SEP-2007 was vaccinated with her first dose of Gardasil (Lot #1063U/Batch #658563) intramuscularly in the
left deltoid. Concomitant therapy included OMEGA-3). On 10 19-OCT-2007 the patient tested positive for Chlamydia. On 05-DEC-2007 the patient had a upper
respiratory infection and was treated with ZITHROMAX Z-Pack). The patient was also taking prenatal vitamins (unspecified). Her estimated date of confinement
is 25-JUN-2008 and LMP was 26-SEP-2007. The patient also had an ultrasound on 21-NOV-2007 which showed intrauterine pregnancy x 1 with a heart rate of
169 beats/minute. There are no other details. The nurse reported that a patient who received one dose of Gardasil was pregnant. No symptoms reported.
Additional information has been requested.

Symptom Text:

OMEGA-3Other Meds:
Lab Data:
History:

Pregnancy NOS: Pregnancy NOS (LMP = 9/26/2007); Radiation exposure; Alcohol use; Intravenous drug user (IVDU); Cosmetic body piePrex Illness:

ultrasound 11/21/07 IUP x 1 HR= + 169 BPM

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

303685-1

12-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Chlamydial infection, Drug exposure during pregnancy, Upper respiratory tract infection

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1063U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6725
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Dec-2007
Vaccine Date

11-Dec-2007
Onset Date

1
Days

11-Feb-2008
Status Date

--
State

WAES0712USA06275
Mfr Report Id

Information has been received from a licensed practical nurse concerning a 17 year old female with anxiety and no reported allergies who on 10-DEC-2007
was vaccinated with 0.5 ml Gardasil intramuscularly.  Concomitant therapy included hormonal contraceptives (unspecified).  On 11-DEC-2007 the patient
developed swelling of the throat.  Patient said that it felt like her throat was swelling shut.  The patient's mother was instructed to administer BENADRYL to her.
The patient recovered and went to work on 11-DEC-2007.  Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:

AnxietyPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

303686-1

12-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pharyngeal oedema

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
11-Feb-2008
Status Date

FL
State

WAES0712USA06364
Mfr Report Id

Information has been received from the mother of a consumer concerning her 16 year old daughter with acne who on an unspecified date in June 2007, was
vaccinated with the first dose of Gardasil (Lot# not reported).  Concomitant therapy included antimicrobial (unspecified).  On an unspecified date in October
2007, the patient was vaccinated with the second dose of Gardasil (Lot# not reported).  Subsequently within 24 hours post vaccination her daughter developed
a rash, which began as a few bumps on her torso in the mid-back and on her stomach area under the breast bone".  The consumer reported that over the past
several weeks the rash became more pronounced and her daughter was seen by a dermatologist.  The date of this appointment and any treatment information
was not provided.  The mother reported that her daughter had no reactions after her first dose of the vaccine.  At the time of this report the patient had not
recovered from the rash. Additional information has been requested.

Symptom Text:

antimicrobial (unspecified)Other Meds:
Lab Data:
History:

AcnePrex Illness:

The mother reported that her daughter had no reactions after her first dose of the vaccine.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

303687-1

12-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Feb-2008
Status Date

NJ
State

WAES0712USA06645
Mfr Report Id

Information has been received from a physician concerning a patient who was vaccinated with the first two doses of Gardasil.  Subsequently the patient
experienced abdominal pain and dizziness after each dose.  The side effects were ceased but no time frame was provided.  The patient will not be receiving
the third dose.  Unknown medical attention was sought.  The patient recovered.  No product quality compliant was involved.  Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

303688-1

13-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Dizziness, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Feb-2008
Status Date

FL
State

WAES0712USA06765
Mfr Report Id

Information has been received from a registered nurse concerning a 27 year old female, who, on an unspecified date, was vaccinated with a second dose of
Gardasil.  Subsequently, the patient developed an injection site rash and injection site soreness.  The patient contacted the physician.  At the time of the report,
the outcome of the patient was unknown.  No product quality compliant was involved.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
27.0

303689-1

06-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Injection site rash

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6729
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
M

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Feb-2008
Status Date

NY
State

WAES0712USA07906
Mfr Report Id

Information has been received from a physician concerning a 25 year old male who was vaccinated with a dose of Gardasil because he was tested positive for
HPV.  It was unknown whether medical attention was sought.  Patient's outcome was unknown.  No product quality compliant was involved.  Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Serum human positive
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

303696-1

13-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Human papilloma virus test positive, Inappropriate schedule of drug administration

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Feb-2008
Status Date

MD
State

WAES0712USA07912
Mfr Report Id

Information has been received from a physician concerning a female who in October 2007, was vaccinated with Gardasil.  After the vaccination the patient
developed a local reaction at the injection site.  The area was red, swollen, and hot.  Medical attention was sought.  The patient did not respond to
antihistamines but symptoms did respond after an antibiotic was started.  At an unknown date the patient was recovered.  No product quality compliant was
involved.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

303698-1

13-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site swelling, Injection site warmth

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Jul-2007

Vaccine Date
Unknown

Onset Date Days
12-Feb-2008
Status Date

NY
State

WAES0712USA07963
Mfr Report Id

Information has been received from a nurse concerning a 16 year old white female who on 09-JAN-2007, 6-Apr-2007 and 23-Jul-2007 was vaccinated
intramuscularly in the left arm with the 1st (lot #654702/0011U), 2nd (lot #657006/0188U) and 3rd (658100/0525U) dose of Gardasil respectively.  On 29-Nov-
2007 the patient reported left submandibular superior anterior cervical node swelling for the last 2-3 months.  Nodes enlarge and subside within hours.  The
symptoms started in September 2007 (exact date not reported).  The patient received unspecified medical attention.  A rapid strep test was performed, results
were negative.  A chemistry panel was run, results were within normal limits with exception to MCHC - high, Eosinophils, Absolute - low, Bun/Creatinine ratio -
high.  The patient's outcome was not reported.  No additional information is expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Rapid Streptococcus negative; White blood cell MCHC high; White blood cell Eosinophils low; Serum BUN/creatinine high
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

303701-1

13-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Lymphadenopathy

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0525U 2 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Jan-2008
Status Date

FR
State

WAES0801USA04084
Mfr Report Id

Information has been received from a health authority concerning a female who on an unspecified date was vaccinated with Gardasil route and batch number
were not reported. Two months post vaccination the patient developed acute renal failure and was hospitalized. There was no aetiological diagnosis made. She
also presented with anaemia. At the time of reporting the patient had fully recovered, only slight proteinuria persisted. Renal failure was considered to be an
other important medical event. Other business partner numbers include E200800392. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

303702-1 (S)

29-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anaemia, Proteinuria, Renal failure acute

 HOSPITALIZED, SERIOUS

Other Vaccine
28-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Feb-2008
Status Date

FL
State

WAES0712USA08035
Mfr Report Id

Information has been received from a physician concerning a female patient who was vaccinated with a first dose of Gardasil.  The physician reported that after
the first injection the patient experienced confusion and lack of concentration.  No further information provided.  The outcome was unknown.  Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

303703-1

13-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Confusional state, Disturbance in attention

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Jan-2008
Vaccine Date

17-Jan-2008
Onset Date

1
Days

29-Jan-2008
Status Date

FR
State

WAES0801USA04282
Mfr Report Id

Information has been received from a health authority concerning a 19 year old female with a history of influenza infection on 07-JAN-2008 who on 16-JAN-
2008 was vaccinated with a first dose of Gardasil (lot, site, and route not reported). After vaccination, the patient developed rash generalized with exanthema
and urticaria. Latency not reported. The outcome was unknown. The case was considered serious as the reporter described the events as medically important.
Other business partner numbers include E2008-00399. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Influenza

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

303704-1

29-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash, Rash generalised, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
28-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Jul-2007

Vaccine Date
04-Jul-2007
Onset Date

0
Days

29-Jan-2008
Status Date

FR
State

WAES0801USA04284
Mfr Report Id

Information has been received a health professional and further information has been received from the vaccinating physician and the mother of a 26 year old
female who on 04-JUL-2007 was vaccinated with a dose of Gardasil (number in series, lot, site, and route not reported). No medical history was reported. For
the next 2 weeks post vaccination, the patient did not feel well. The patient went to foreign country where she developed a very strong headache and could
hardly walk. Lying was the only position she could tolerate. In an hospital, she was treated with cortisone (unspecified). When she returned, she was
hospitalized in a neurological intensive care unit on 10-AUG-2007 for approximately 2 weeks. A lumbar puncture was without finding. The diagnosis from the
hospital was "liquor-loss syndrome". It was reported that it took the patient approximately 8 weeks to recover. Other business partner numbers include E2008-
00395. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

spinal tap without finding
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

303705-1 (S)

29-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Gait disturbance, Headache, Malaise

 HOSPITALIZED, SERIOUS

Other Vaccine
28-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Feb-2008
Status Date

--
State

WAES0712USA08037
Mfr Report Id

Information has been received from a consumer concerning her 22 year old daughter who had no relevant medical history or drug reactions/allergies, who in
September 2007 (exact date not reported), was vaccinated (site and route not reported) with the 3rd dose of the Gardasil vaccine (lot # not reported).  The
patient was concomitantly taking fish oil.  The patient's mother reported that her daughter had an abnormal pap smear.  The patient's mother was told that the,
"the pap smear showed abnormal cell growth".  The patient was scheduled for cryosurgery for 18-Dec-2007.  At the time of this report the patient had not
recovered.  Additional information has been requested.

Symptom Text:

Omega-3 marine triglyceridesOther Meds:
Lab Data:
History:
Prex Illness:

Cervical smear abnormal
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

303706-1

13-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Smear cervix abnormal

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Jun-2007
Vaccine Date

26-Sep-2007
Onset Date

99
Days

29-Jan-2008
Status Date

FR
State

WAES0801USA04285
Mfr Report Id

Information has been received from a health professional concerning a 15 year old female who on 19-JUN-2007 was vaccinated with a first dose of Gardasil.
On 26-SEP-2007, the patient was vaccinated with a second dose of Gardasil. Immediately after second vaccination, she developed headache and swollen
eyes. The duration was not reported. Due to heavy pain, she went to hospital on 01-NOV-2007. A mononucleosis was suspected, but she went back home
again. On 17-NOV-2007, the suspected diagnosis was confirmed and the female was hospitalized from 17-NOV-2007 to 21-NOV-2007. The outcome was
unknown. Additional information has been requested. Other business partner numbers included E2008-00420.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

303707-1 (S)

29-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Eye swelling, Headache, Immediate post-injection reaction, Pain

 HOSPITALIZED, SERIOUS

Other Vaccine
28-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Dec-2007
Vaccine Date

18-Dec-2007
Onset Date

0
Days

12-Feb-2008
Status Date

--
State

WAES0712USA08044
Mfr Report Id

Information has been received from a registered nurse concerning a 20 year old female with asthma who on 18-Dec-2007 was vaccinated with her first dose of
Gardasil (Lot #659652/1448U).  Concomitant therapy included hormonal contraceptives (unspecified).  About 15 minutes post vaccination the patient
developed a cold sweat and nausea.  She was observed for about 20 minutes and was allowed to leave when the symptoms subsided.  No other information
was available.  Additional information has been requested.

Symptom Text:

Hormonal contraceptivesOther Meds:
Lab Data:
History:

AsthmaPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

303708-1

13-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Cold sweat, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1448U 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Jan-2008
Status Date

FR
State

WAES0801USA04286
Mfr Report Id

Information has been received from a healthcare professional, concerning an adolescent female patient with a history of convulsions and an epileptic seizure
following vaccination with spring-summer encephalitis vaccine ("5 years ago").  The patient was vaccinated with the first dose (with no reaction), and with the
second and third doses of Gardasil (dates and lot # not provided).  Concomitant therapy included unspecified anti-epileptic medication.  Two hours after
vaccination with the second dose, she had an epileptic seizure.  Three days after the third dose, she also experienced an epileptic seizure.  The patient
recovered (duration and details not provided).  Upon internal review epileptic fit was considered to be serious as an other important medical event.  Other
business partner numbers include: E2008-00393.

Symptom Text:

(therapy unspecified), Unk-ContOther Meds:
Lab Data:
History:

EpilepsyPrex Illness:

Unknown
Convulsion; Reaction to previous exposure to any vaccine

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

303709-1

29-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Condition aggravated, Epilepsy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
28-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6740
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Mar-2007
Vaccine Date

24-Jun-2007
Onset Date

97
Days

29-Jan-2008
Status Date

FR
State

WAES0801USA04437
Mfr Report Id

Information has been received from a gynecologist, concerning an 18 year old female patient with no reported pertinent medical history, who on 19-MAR-2007
was vaccinated with the first dose of Gardasil (lot #654948/0903F; batch NE35170), and on 18-JUN-2007 with the second dose of Gardasil (lot #1466F; batch
NF15720).  On 24-JUN-2007, she developed a febrile infection with a headache, nausea, and vomiting (one episode), photophobia, and affinity to hypotension.
Treatment included azithromycin (Zithromax) and mefenamic acid (Parkemed).  On 27-JUN-2007, a macro hematuria was reported.  On 28-JUN-2007, the
patient was hospitalized.  Treatment during hospitalization included infusions with Ringer lactate and multi-vitamins (Omnibionta) to stabilize the circulatory
disorder, as well as metoclopramide (Paspertin) drops, pantoprazole sodium (Zurcal) and "Ulsal".  Antibiotic therapy was changed to ceftriaxone (Rocephin), 2
g, IV.  Laboratory findings included: 27-Jun-2007: diagnostic urinalysis test, macrohematuria; 28-Jun-2007: white blood cell count, 17,800; 28-Jun-2007: blood
granulocyte count, 82%, increased; 28-Jun-2007: blood lymphocyte count, 11%, decreased; 28-Jun-2007: diagnostic laboratory test "CRG", 20.42 mg/dl,
increased; 28-Jun-2007, serum creatinine test, 1.45 mg/dl, slightly increased; 28-Jun-2007: urine iron test, 8 mcg, clearly decreased; 28-Jun-2007: transferrin
saturation, 3.2%, decreased; 28-Jun-2007: serum aspartate aminotransferase test, 209 U/ml, slightly increased; 28-Jun-2007: clinical serology test, no
indication for acute infection EBV, cytomegaly, borrelia negative; 28-Jun-2007: diagnostic urinalysis test, leuko 25/OL, ery 10/OL, some bacteria; 28-Jun-2007:
magnetic resonance imaging (cerebrum and "lumbal punction inconspicuous"); 28-Jun-2007: abdominal ultrasound, slightly increased spleen.  Meningitis was
excluded, and the cause of infection was not clarified.  On 01-JUL-2007, the patient was discharged from the hospital.  The patient recovered on an unspecified
date.  This case is closed.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Prex Illness:

diagnostic urinalysis test 27Jun07 macrohematuria; diagnostic laboratory test 28Jun07 20.42 mg/dl increased; diagnostic urinalysis test 28Jun07 leuko 25/OL,
ery 10/OL, some bacteria; magnetic resonance imaging 28Jun07 inconsipicuous; abdomi
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

303710-1 (S)

29-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Febrile infection, Haematuria, Headache, Hypotension, Nausea, Photophobia, Splenomegaly, Vomiting

 HOSPITALIZED, SERIOUS

Other Vaccine
28-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1466F 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6741
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Sep-2007
Vaccine Date

26-Sep-2007
Onset Date

21
Days

29-Jan-2008
Status Date

FR
State

WAES0801USA03716
Mfr Report Id

Information has been received from a physician concerning a 20 year old female patient who on 05-Sep-2007, was vaccinated with a second dose of Gardasil.
On approximately 26-Sep-2007, 3 weeks after the vaccination, the patient experienced dysaesthesia of both flanks and loss of reflex in both legs.  On an
unspecified date, she was hospitalized and myelitis was diagnosed.  At the time of this report, the patient's outcome was unknown.  It was also reported that
the patient had a previous dose of Gardasil and it was well tolerated.  Other business partners numbers include: E200800255.  No further information is
available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

303711-1 (S)

29-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Areflexia, Dysaesthesia, Myelitis

 HOSPITALIZED, SERIOUS

Other Vaccine
28-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Dec-2007
Vaccine Date

01-Dec-2007
Onset Date

0
Days

29-Jan-2008
Status Date

FR
State

WAES0801USA03204
Mfr Report Id

Information has been received from a physician concerning her 21 year old daughter who was recently diagnosed with hemorrhagic rectocolitis who in
November 2007 (also reported as early December 2007) was vaccinated IM into the thigh with a first dose of Gardasil (Lot# 0275U; Batch# NF54050). It was
reported that late in January 2007, the patient received a dose of Vaxigrip. Three weeks later, she experienced rectorrhagia, mucous stools and abdominal
pain. In May 2007, as symptoms persisted, a colonscopy was performed. The macroscopic and histologic aspect of rectal lesion lead to a diagnosis of
haemorrhagic rectocolitis, with isolated rectal impairment (Also confirmed by imaging and biopsy). Approximately 15 days to 3 weeks after the first vaccination
with Gardasil, the patient experienced another flare of the disease with the same symptoms as in May 2007. She was hospitalized and received corrective
treatment with mesalazine (PENTASA), which was inefficient. A one month treatment with IV corticosteroids, triamcinolone (KENACORT) was started. Her
symptoms regressed, however, at the time of this report, the patient had not recovered. It was also reported that hospital physician did not consider the vaccine
as the triggering factor, however the reporter did not wish to continue the vaccination. Other business partner numbers include: E200800276. No further
information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Rectorrhagia; Mucous stools; Abdominal pain

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

303712-1 (S)

07-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Condition aggravated, Enterocolitis haemorrhagic, Mucous stools, Rectal haemorrhage

 HOSPITALIZED, SERIOUS

Other Vaccine
28-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0275U Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Oct-2007
Vaccine Date

13-Oct-2007
Onset Date

3
Days

12-Feb-2008
Status Date

--
State

WAES0712USA08045
Mfr Report Id

Information has been received from a nurse practitioner concerning a 24 year old female with no relevant medical history, drug reactions/allergies or
concomitant medication usage who on 10-OCT-2007 was vaccinated intramuscularly (site not reported) the 1st 0.5ml dose of Gardasil (lot # not reported).  On
approximately October 12-13, 2007, two or three days post vaccination, the patient developed widespread, migrating myalgia.  The patient was examined in the
office.  The patient fully recovered from myalgia within 3 weeks without requiring treatment.  The patient was scheduled to receive the 2nd dose of Gardasil
vaccine on 18-Dec-2007.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

303713-1

13-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Myalgia

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Jul-2007

Vaccine Date
01-Aug-2007
Onset Date

20
Days

29-Jan-2008
Status Date

MA
State

WAES0801USA00929
Mfr Report Id

Information has been received from a physician concerning a female (age not reported) who on an unspecified date was vaccinated with Gardasil (lot#
unknown). On an unspecified date the patient developed an autoimmune hepatitis. Medical attention was sought. No further information is available. The
outcome was not reported. Follow-up information was received. The patient was vaccinated with a first, second and third dose of Gardasil (lot # 657622/0388U,
658094/0524U and 658282/1263U) IM respectively. In August 2007 the patient was seen with a rash on the upper arms and chest. The patient also had
elevated liver enzymes. The liver "bx was c/w" autoimmune hepatitis. The reporter felt that autoimmune hepatitis was related to Gardasil. At the time of
reporting the patient had not recovered. Additional information is not expected.  02/05/2008 MR received from reporter/vax provider.  Pt reported fatigue
following 1st Gardasil.  Several weeks after #2 pt reported rash on upper arm and chest as well as LFTs elevated c/w autoimmune hepatitis.  Txd with steroids.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

hepatic function tests - elevated. Labs and Diagnostics:  Pap smear (-). LFTs elevated.
Unknown. PMH: rhinoplasty. Pap smear 2/06 ASCUS.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

303714-1

05-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Autoimmune hepatitis, Fatigue, Hepatic enzyme increased, Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
28-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0524U 1 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Nov-2007
Vaccine Date

20-Nov-2007
Onset Date

0
Days

29-Jan-2008
Status Date

VA
State

WAES0712USA08230
Mfr Report Id

Initial and follow-up information has been received from a certified medical assistant concerning a 17 year old female with no medical history, and no drug
reactions/allergies, who on 20-NOV-2007 was vaccinated intramuscularly with a 0.5mL first dose of Gardasil (Lot#655154/1210U). There was no concomitant
medications. Subsequently, the patient was determined to be pregnant. No adverse experience was related to this event. A urine pregnancy test was positive.
The patients last menstrual period was 9-Nov-2007 and her estimated delivery date was 15-AUG-2007. The patient's mother contacted the office by phone. At
the time of the report, the outcome of the patient was unknown. No product quality complaint was involved. Follow-up information indicated that the patient had
an elective termination on an unspecified date. It was reported that the termination was not due to exposure to the vaccine. It was reported to be unknown if the
products of conception were examined. Upon internal review elective termination was considered to be an other important medical event. Additional information
is not expected.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 11/9/2007)Prex Illness:

Beta-human chorionic - positive (value)

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

303715-1

29-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abortion induced, Drug exposure during pregnancy, Pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
28-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1210U 0 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Dec-2007
Vaccine Date

Unknown
Onset Date Days

12-Feb-2008
Status Date

CO
State

WAES0712USA08067
Mfr Report Id

Information has been received from a medical assistant concerning a 23 year old female with a history endometriosis (laparoscopic surgery 29-Oct-2007) and
no known drug reactions/allergies who on 03-DEC-2007 was vaccinated intramuscularly in the right deltoid muscle with the 1st 0.5ml dose of GARDASIL
vaccine (lot#659439/1267U). Concomitant therapy included leuprolide acetate injection (LUPRON DEPOT) received on 03-Dec-2007. Subsequently, post
vaccination (date was not reported), the patient experienced nausea, vomiting, a fever and developed a unspecified rash from the waist down. The patient was
seen by the physician on 18-Dec-2007 and received unspecified medical attention. No diagnostic lab test were performed. At the time of this report it was
unknown if the patient recovered. Additional information has been requested.

Symptom Text:

LUPRON DEPOTOther Meds:
Lab Data:
History:
Prex Illness:

None
Laparoscopic surgery; Endometriosis

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

303716-1

13-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Nausea, Pyrexia, Rash, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1267U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6747
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Feb-2008
Status Date

CA
State

WAES0712USA08075
Mfr Report Id

Information has been received from a nurse concerning her 15 year old daughter with no pertinent medical history, drug reactions/allergies or concomitant
medication usage, who in December 2008 (exact date not reported), was vaccinated (site and route not reported) with the 1st dose of GARDASIL (lot# not
reported). In January 2007 (exact date not reported), the patient experienced irregular menstrual period. In June 2007 (exact date not reported), the patient was
vaccinated (site and route not reported) with the 2nd dose of GARDASIL (lot# not reported), the patient has not received her third dose of GARDASIL. The
patient did receive unspecified medical attention and at the time of this report had not recovered. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

303718-1

13-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Menstruation irregular

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6748
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Dec-2007
Vaccine Date

17-Dec-2007
Onset Date

0
Days

12-Feb-2008
Status Date

TX
State

WAES0712USA08079
Mfr Report Id

Information has been received from a physician, via a company representative, concerning a 12 year old female patient, who on 17-DEC-2007 was vaccinated
with the first dose of GARDASIL. Concomitant vaccine therapy included diphtheria toxoid (-) pertussis acellular vaccine (unspecified) (+) tetanus toxoid
(manufacturer not specified). A few seconds after the vaccination with GARDASIL, the patient fainted. She recovered after 15 minutes. Additional information
has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

303720-1

13-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4
DTAP

MERCK & CO. INC.
UNKNOWN MANUFACTURER

NULL
NULL

0 Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 6749
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Feb-2008
Status Date

OH
State

WAES0712USA08082
Mfr Report Id

Information has been received from a physician, via a company representative, concerning a female patient (age not reported), who in the summer of 2007 was
vaccinated with a dose of GARDASIL (lot # not reported). Following the vaccination, the patient visited an urgent care center, and was diagnosed with cellulitis
at injection site (details not reported). Treatment included an unspecified antibiotic. At the time of this report, the outcome of cellulitis was unknown. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

303722-1

13-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site cellulitis

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6750
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Dec-2007
Vaccine Date

17-Dec-2007
Onset Date

0
Days

12-Feb-2008
Status Date

NY
State

WAES0712USA08097
Mfr Report Id

Information has been received from a physician concerning a 22 year old female with a history of penicillin allergy and no pertinent medical history who on 17-
DEC-2007 was vaccinated with a third dose of GARDASIL (lot# 659653/1448U) 0.5mL IM. Concomitant therapy included sulfamethoxazole/trimethoprim
(BACTRIM) which the patient has been taking for more than one week. On 17-DEC-2007 a few hours her third dose of GARDASIL the patient developed a red
rash on her chest, back and arms. At the time of reporting the patient was recovering. No other information was available. Additional information has been
requested.

Symptom Text:

BACTRIMOther Meds:
Lab Data:
History:
Prex Illness:

None
Penicillin allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

303723-1

13-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1448U 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6751
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Oct-2007
Vaccine Date

01-Oct-2007
Onset Date

0
Days

12-Feb-2008
Status Date

TX
State

WAES0712USA08123
Mfr Report Id

Information has been received from a physician concerning a 34 year old female who on 01-OCT-2007 was vaccinated with a dose of GARDASIL. There was
no concomitant medication. On 02-OCT-2007, in the morning, the patient developed a "rash all over that was itching." As of 03-DEC-2007, the patient still had
a residual rash but "not as bad as before." Unspecified medical attention was sought. At the time of report, the patient had not recovered. Additional information
has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
34.0

303724-1

13-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus generalised, Rash generalised

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6752
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Feb-2008
Status Date

OH
State

WAES0712USA08201
Mfr Report Id

Information has been received from a nurse concerning a female (age not reported) who on unspecified dates was vaccinated with Gardasil.  The patient
completed the full series of Gardasil with no events to speak of.  The patient called the practice to ask if the vaccine could have affected her menstruation
because she is having difficulties in menstruation and abnormal bleeding.  The staff did not believe it was due to Gardasil.  The patient was not pregnant and is
not pregnant.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

303725-1

12-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Menorrhagia, Menstrual disorder

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6753
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Dec-2007
Vaccine Date

13-Dec-2007
Onset Date

0
Days

30-Jan-2008
Status Date

WI
State Mfr Report Id

Patient appeared very anxious & verbalized nervousness prior to vaccines.  Three vaccines given without difficulty.  Patient was standing & talking to her
mother when she fainted to the floor without apparent injury.  She did complain of a headache for about 10-15 after incident.  Staff remained with patient until
she felt better (about 20 minutes).  Client left clinic with her mother & sister.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None known

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

303738-1

31-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
28-Jan-2008

Received Date

Prex Vax Illns:

TDAP
HPV4
MNQ

SANOFI PASTEUR
MERCK & CO. INC.
SANOFI PASTEUR

C2688AA
0188U
U2425AA

0
1
0

Left arm
Right arm
Left arm

Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 6754
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Jan-2008
Vaccine Date

21-Jan-2008
Onset Date

6
Days

31-Jan-2008
Status Date

MA
State Mfr Report Id

Twitching started 1/21 in lower eyelids, also complained of tingling spread to face and hands; felt she couldn't move her upper lip and altered speech.
Symptoms most of evening.  Awoke 1/22 - face felt normal but hands (L) numb and tingling, thumb flexed.  Still complained of tingling on visit - sent to
neurology.1/29/08-records received for DOS 1/24/08- DX: Hypocalcemia. Pseudohypoparathyroidism. C/O hand and leg tingling. Perioral and bilateral hand
tingling and eyelid twitching. Started 4 days PTA developed episodic periorbital nonradiation nonpainful tingling. Pins and needls sensation in hands as well as
numbness of left hand. Lockin up of fingers in flexed position.

Symptom Text:

LinczolidOther Meds:
Lab Data:
History:

NonePrex Illness:

1/29/08-records received-Calcium 6.4. PTH elevated 1027. Renal ultrasound normal, x-ray writsts normal.
Osteomyelitis; Allergy: PCN, Ceclor, Cefaclor 1/29/08-records received-PMH: MRSA osteomyelitis of 4th toe 7/18/07 discharged with PICC. Birth defect of 4th
toe, surgery included pin and screw placement.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

303739-1

31-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Blepharospasm, Hypoaesthesia, Hypocalcaemia, Muscle twitching, Musculoskeletal stiffness, Paraesthesia, Pseudohypoparathyroidism, Speech disorder

 ER VISIT, NOT SERIOUS

Other Vaccine
28-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1487U 2 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 6755
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Jan-2008
Vaccine Date

22-Jan-2008
Onset Date

0
Days

29-Jan-2008
Status Date

MO
State Mfr Report Id

Day one: (by the time I got home from recieving the vaccination, Gardasil) Headache, Dizzy, Weak, fluttering in chest, and that night swelling in my feet.
(Fluttering in chest continued into days 2-6)Day 4: Dirrhea Day 5: Nausea

Symptom Text:

Other Meds:
Lab Data:
History:

nonePrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

303770-1

29-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Cardiac flutter, Diarrhoea, Dizziness, Headache, Nausea, Oedema peripheral

 ER VISIT, NOT SERIOUS

Related reports:   303770-2

Other Vaccine
28-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 6756
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Jan-2008
Vaccine Date

22-Jan-2008
Onset Date

0
Days

22-Feb-2008
Status Date

MO
State Mfr Report Id

Complained of dizziness, headache, fluttering of chest few hours after receiving Gardasil administered. During night got out of bed, unable to stand immediately
due to feet & ankles swollen and red. Edema subsided later that day. Headache, dizziness minimal 1/25/08- "Heart fluttering" continued with episodes q 2mins.

Symptom Text:

TrileflenOther Meds:
Lab Data:
History:

nonePrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

303770-2

30-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Cardiac flutter, Dizziness, Erythema, Gait disturbance, Headache, Joint swelling, Oedema, Oedema peripheral

 NO CONDITIONS, NOT SERIOUS

Related reports:   303770-1

Other Vaccine
01-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1522U 0 Left arm Subcutaneously



10 JUN 2008 06:27Report run on: Page 6757
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Feb-2008
Status Date

GA
State

WAES0712USA08226
Mfr Report Id

Information has been received from a physician concerning a (approx) 20 year old female, with no known drug reactions/allergies or concomitant medication
usage who in approximately November 2007 (exact date not reported), was vaccinated (route and site not reported) with the 2nd dose of Gardasil (lot # not
reported).  Subsequently the following day, post vaccination, the patient developed a rash on her chest.  The patient reported the rash to the physician's office
but no treatment was prescribed and no diagnostic labs were performed.  The patient recovered from the rash in an unspecified time period.  Additional
information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

303799-1

12-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6758
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jun-2007
Vaccine Date

18-Jun-2007
Onset Date

0
Days

12-Feb-2008
Status Date

--
State

WAES0712USA08228
Mfr Report Id

Information has been received from a consumer concerning her daughter (age not reported) with no pertinent medical history, drug reactions/allergies or
concomitant medication usage who on 18-JUN-2007 and 15-Aug-2007 was vaccinated (route and site not reported) with the 1st and 2nd dose of the Gardasil
(lot # not reported). The patient's mother stated that she picked up the 1st dose of Gardasil from the pharmacy and drove it to the doctor's office in 90F
temperature with the air conditioning on and waited for about 1 hour at room temp at the doctor's office for the vaccine to be administered. On 18-JUN-2007,
post vaccination, the patient experienced pain immediately after vaccination that lasted up to 2 weeks. The patient was unable to exercise for 1 week post
vaccination. The patient stated that the pain was so intense that she felt like crying. The patient developed swelling near injection site, dry skin, dry hair after
the 1st dose was administered. The patient also felt very hungry for 1 week after the 1st dose and believed she gained 5 lbs. The patient's mother stated that
she picked up the 2nd dose of Gardasil from the pharmacy and stored it in her refrigerator (temp unknown) for 2 days before taking it to the doctor's office. On
15-AUG-2007, post vaccination for the 2nd dose, the patient experienced pain after vaccination that lasted up to 2 weeks. The patient received unspecified
medical attention, no diagnostic test were performed. The patient recovered 2 weeks after each vaccination. In follow-up, the vaccination nurse was unable
provide no additional information. This is one of several reports from the same source. The reporter stated that the patient had a few friends (number not
specified) who received Gardasil and they all complained of pain on the injection arm. One friend still has pain when she gets tapped around the injection area.
The friend was injected in June 2007. No additional information is expected.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

303800-1

12-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Activities of daily living impaired, Dry skin, Hair texture abnormal, Hunger, Immediate post-injection reaction, Injection site swelling, Pain, Weight increased

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6759
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Feb-2008
Status Date

--
State

WAES0712USA08229
Mfr Report Id

Information has been received from a physician concerning his twin teenage daughters who were vaccinated IM with a first 0.5 ml dose of GARDASIL.
Subsequently the patients fainted after receiving the vaccination. Both girls also received their second dose with no reaction. Medical attention was not sought.
The patients were recovered. No product quality complaint was involved. This is one of the multiple reports from the same source. Additional information has
been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

303801-1

13-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6760
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Nov-2007
Vaccine Date

Unknown
Onset Date Days

12-Feb-2008
Status Date

MA
State

WAES0712USA08237
Mfr Report Id

Information has been received from a health professional concerning a 15 year old white female who on 16-NOV-2007 was vaccinated with the second dose of
Gardasil (lot# 654535/0960F).  Subsequently the patient fainted after the second vaccination.  The patient was fine with the first dose.  Unknown medical
attention was sought.  The patient's outcome is unknown.  No product quality complaint was involved.  This is one of the multiple reports from the same source.
 Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

303802-1

12-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 No reaction on previous exposure to drug, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0960F 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6761
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Nov-2007
Vaccine Date

Unknown
Onset Date Days

12-Feb-2008
Status Date

MA
State

WAES0712USA08238
Mfr Report Id

Information has been received from a health professional concerning a 17 year old white female who on 26-NOV-2007 was vaccinated with Gardasil (lot#
659437/1266U).  Subsequently the patient fainted after the vaccination.  Unknown medical attention was sought.  The patient's outcome is unknown.  No
product quality complaint was involved.  This is one of the multiple reports from the same source.  Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

303803-1

12-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1266U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6762
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Nov-2007
Vaccine Date

Unknown
Onset Date Days

12-Feb-2008
Status Date

MA
State

WAES0712USA08239
Mfr Report Id

Information has been received from a health professional concerning a 15 year old white female who on 27-NOV-2007 was vaccinated with the second dose of
Gardasil (lot# 657736/0389U).  Subsequently the patient fainted after the vaccination.  She was fine with the first dose.  Unknown medical attention was sought.
 The patient's outcome is unknown. No product quality complaint was involved.  This is one of the multiple reports from the same source.  Additional information
has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
She was fine with the first dose.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

303804-1

12-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0389U 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6763
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Feb-2008
Status Date

--
State

WAES0712USA08267
Mfr Report Id

Information has been received from a Physician's Assistant concerning a 14 year old female who on an unspecified date was vaccinated with a first dose of
Gardasil (lot# unknown) 0.5mL injection.  On an unspecified date, within a minute after receiving the first dose of Gardasil fainted.  Medical attention was
sought.  Subsequently, on an unspecified date the patient recovered from fainting.  No further information was provided.  Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

303805-1

12-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6764
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Oct-2007
Vaccine Date

12-Oct-2007
Onset Date

0
Days

12-Feb-2008
Status Date

PA
State

WAES0712USA08271
Mfr Report Id

Information has been received from a consumer concerning her 14 year old daughter with asthma, sulfonamide allergy and an allergy to codeine who on 12-
OCT-2007, was vaccinated IM with a second dose of Gardasil.  Concomitant therapy given on 16-OCT-2007, included MENACTRA, hepatitis A virus vaccine
(unspecified), Varivax (MSD) and allergy shots that she continually receives.  On 12-OCT-2007, the patient passed out at home when they returned home from
the physician's office. Unspecified medical attention was sought.  It was also reported that in November 2007, her daughter had also experienced pain in her
arm and had gone to her primary physician where they ran a test (magnetic resonance imaging (MRI)) that determined she had a tumor on her left arm and had
abnormal blood vessels.  At the time of this report, the patient had not recovered.  No product quality complaint was involved.  Additional information has been
requested.

Symptom Text:

allergenic extractOther Meds:
Lab Data:
History:

Asthma; drug hypersensitivityPrex Illness:

magnetic resonance, tumor on left arm and abnormal blood vessels

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

303806-1

12-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Angiopathy, Loss of consciousness, Neoplasm, Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6765
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Jul-2007

Vaccine Date
Unknown

Onset Date Days
12-Feb-2008
Status Date

--
State

WAES0712USA08277
Mfr Report Id

Information has been received from a licensed practical nurse concerning a female patient who on 26-JUL-2007, was vaccinated with a first dose of Gardasil.
On an unknown date, the patient received a third dose of the vaccine only 7 weeks after her second dose. The patient also experienced injection site pain. At
the time of this report, the patient recovered from injection site pain. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

303807-1

12-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6766
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Dec-2007
Vaccine Date

14-Dec-2007
Onset Date

0
Days

12-Feb-2008
Status Date

--
State

WAES0712USA08287
Mfr Report Id

Information has been received from a licensed practical nurse concerning a 13 year old female who on 14-DEC-2007 was vaccinated with her second dose of
Gardasil (Lot #1062U/658560).  There was no concomitant medication.  On 14-DEC-2007 the patient developed a rash over her entire body.  The rash was
described as "red tiny dots".  By the next day the rash was bright red and "looked as if the skin was on fire".  The patient also developed pruritis.  The patient
started taking BENADRYL but symptoms had not improved.  The patient was seen in the physician's office and a Strep test was done with negative results.
The first dose of Gardasil (Lot #0929U/658282) was administered on 05-OCT-2007 intramuscularly.  The patient did not experience any adverse events after
the first dose of Gardasil.  No further information is available.  In a follow up the physician was contacted and he described a patient with diffuse, pruritic,
papular rash characterized by some umbilication 24 hours after receiving the second dose of Gardasil (Lot #1062U/658560) and was still present 4 days later.
A consultation with a dermatologist was suggested as possible being helpful in determining the etiology of the rash.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic microbiology, 12/??/07, strep test-negative
The patient did not experience any adverse events after the first dose of Gardasil.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

303808-1

12-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus, Rash generalised, Rash papular

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1062U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6767
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Dec-2007
Vaccine Date

14-Dec-2007
Onset Date

1
Days

12-Feb-2008
Status Date

CT
State

WAES0712USA08304
Mfr Report Id

Information has been received from a registered nurse concerning a 17 year old female with a penicillin allergy who on 13-DEC-2007 was vaccinated
intramuscularly with a 0.5 ml first dose of Gardasil (Lot #658560/1062U). There was no concomitant medication. On 14-DEC-2007 the patient developed oral
herpes. She initially experienced a fever and then later developed blister-like lesions in the inside of her mouth. She also experienced a sore throat and
nausea. She was treated with acyclovir. There was no laboratory or diagnostic tests performed. The patient was in for an office visit. At the time of the report
the patient's outcome was unknown. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Penicillin allergyPrex Illness:

temperature measurement 12/14/07 Increased

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

303809-1

12-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Nausea, Oral herpes, Oral mucosal blistering, Pharyngolaryngeal pain, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1062U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6768
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Feb-2008
Status Date

FL
State

WAES0712USA08391
Mfr Report Id

Information has been received from a registered nurse, concerning her 18 year old daughter with hypersensitivity to para-amino benzoic acid (PABA) in
sunblock, who at the end of November 2007, was vaccinated IM in the right buttock, with a dose of GARDASIL (lot # not reported). Concomitant therapy
included ethinyl estradiol/norethindrone acetate (LOESTRIN). In December 2007 (two weeks after vaccination), her daughter, who regularly shaved her genital
area, developed folliculitis of the genital area. In addition, she developed a boil at the injection site, on the right buttock that became hard, painful and red. The
nurse contacted her daughter's physician, who referred her to a surgeon. The surgeon lanced the area, and prescribed trimethoprim/sulfamethoxazole
(BACTRIM) as treatment. The wound continued to drain, but was less painful. A lab test was performed fro methicillin-resistant Staphylococcus aureus test
(MRSA) (results not yet available). At the time of this report, the nurse reported her daughter was recovering from the events. The nurse reported her daughter
had never before developed folliculitis and questioned a  relationship to GARDASIL. Additional information has been requested.

Symptom Text:

LOESTRINOther Meds:
Lab Data:
History:
Prex Illness:

MRSA 12/??/07 - results not available
Hypersensitivity

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

303810-1

13-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug administered at inappropriate site, Folliculitis, Furuncle, Incisional drainage, Injection site erythema, Injection site mass, Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Gluteous maxima Intramuscular



10 JUN 2008 06:27Report run on: Page 6769
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Feb-2008
Status Date

CA
State

WAES0712USA08408
Mfr Report Id

Information has been received from a physician concerning his 20 year old daughter, who, on an unspecified date, was vaccinated with a dose of Gardasil.
Subsequently, within a week after receiving the vaccination the patient developed a swollen mass/lymph node under the armpit, on the arm where the
vaccination was administered. The physician believed that it could be "axillary mass adenopathy." The patient was seen by her primary doctor and was also
going to be seen by a surgeon. An ultrasound was performed (no results provided). At the time of the report, the outcome of the patient was unknown. No
product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

ultrasound
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

303811-1

12-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Lymphadenopathy

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Oct-2007
Vaccine Date

Unknown
Onset Date Days

12-Feb-2008
Status Date

NC
State

WAES0712USA08418
Mfr Report Id

Information has been received from a medical assistant concerning a 25 year old female with no pertinent medical history and a penicillin allergy who on 16-
OCT-2007 was vaccinated intramuscularly in the left deltoid muscle with the 1st dose of Gardasil (lot#658560/1062U).  Concomitant therapy included AMBIEN
as needed.  On 20-Dec-2007, the reporter stated that the patient developed hives 2 weeks ago (exact date not reported).  For treatment the patient was taking
unspecified steroid.  Lab diagnostic test (blood work) was performed, results pending.  At the time of this report, the patient was recovering.  Additional
information has been requested.

Symptom Text:

AMBIENOther Meds:
Lab Data:
History:

Penicillin allergyPrex Illness:

diagnostic chemistry, results pending

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

303812-1

12-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1062U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 6771
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Feb-2008
Status Date

--
State

WAES0712USA08470
Mfr Report Id

Information has been received from a health professional concerning a female who was vaccinated with a first dose of Gardasil.  Subsequently the patient
experienced anxiety.  On an unspecified date she received a second dose of Gardasil.  The anxiety reappeared after reintroduction of the vaccine.  The patient
sought unspecified medical attention.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

303813-1

13-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anxiety, Vaccine positive rechallenge

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6772
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Nov-2007
Vaccine Date

06-Nov-2007
Onset Date

0
Days

29-Jan-2008
Status Date

NJ
State Mfr Report Id

Immediately after vaccine administration patient experienced syncope and seizure lasting 10 seconds during which time patient lost bladder control. Patient
was safely contained in chair and amonia inhalent was used to arouse patient after event. Approximately 30 seconds after vaccine administration patient was
again responsive with VSS. She reported feeling better and called for sibling to pick her up at the clinic. Was given a referral to be evaluated by primary care
physician for seizure disorder as patient explained that she experiences similar events during times of stress.

Symptom Text:

Ortho tri cylcen loOther Meds:
Lab Data:
History:

NoPrex Illness:

n/a
Patient reports history of fainting episodes. Denies history of seizures although on 07/9/07 nurse practitioner described patient as having petit mal seizure
during routine annual gynecologic exam. Referred patient to primary care provider at that time but no follow up was obtained.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

303814-1

29-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Syncope, Unresponsive to stimuli, Urinary incontinence

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
29-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1209U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 6773
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jan-2008
Vaccine Date

18-Jan-2008
Onset Date

0
Days

29-Jan-2008
Status Date

AL
State Mfr Report Id

Pt. received 2nd HPV dose,vomitted after leaving facility,felt pain in side and felt "cloudy headed". Returned to Health dept. for observation. Pulse was 88, BP
was 120/60, o2 was 98%. Pt. did not vomit anymore but felt faint for 5 minutes. Pt. left health dept. walking, talking o.k. Pt. was at store when she vomitted.

Symptom Text:

Other Meds:
Lab Data:
History:

runny nosePrex Illness:

NKA

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

303817-1

29-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Feeling abnormal, Pain, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
29-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0384U 1 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Jan-2008
Vaccine Date

29-Jan-2008
Onset Date

1
Days

29-Jan-2008
Status Date

MI
State Mfr Report Id

5 minutes following vaccine administration, patient began "feeling funny" she walked to the waiting room where she sat down and "the room got blurry and then
my hearing went out" Patient was unresponsive x 5-10 seconds. She was breathing during this episode. When she woke, she was diaphoretic and pale. We
moved her to an exam room and laid her down. After 15 minutes, we attemped to sit her up, where she became pale and diaphoretic again. We then laid her
down and attempted to get her up two more times where the same episode occured again. We kept her in the clinic for 1 1/2 hours for observation and
eventually wheeled her to the car. Mom was instructed to keep observing her and bring her to the ER if necessary. Mom reports today she is still a little shaky,
but she is doing okay.

Symptom Text:

Other Meds:
Lab Data:
History:

Green yellow nasal discharge, cough occasionally, malaisePrex Illness:

NKDA

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

303822-1

29-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Deafness transitory, Feeling abnormal, Hyperhidrosis, Pallor, Unresponsive to stimuli, Vision blurred

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
29-Jan-2008

Received Date

Prex Vax Illns:

VARCEL
TDAP
HPV4
FLU
HEPA

MNQ

MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.
SANOFI PASTEUR
GLAXOSMITHKLINE
BIOLOGICALS
SANOFI PASTEUR

1507U
AC52B019AA
1287U
U2465AA
AHAVB218BA

U2406AA

1
0
1
1
0

0

Right arm
Left leg
Left leg
Left leg

Right leg

Right leg

Subcutaneously
Intramuscular
Intramuscular
Intramuscular
Intramuscular

Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Jan-2008
Vaccine Date

29-Jan-2008
Onset Date

0
Days

30-Jan-2008
Status Date

KY
State Mfr Report Id

Patient fainted after receiving Guardasil injection.  Pt. given ammonia capsule and was aroused easily.  Pt. color improved and given crackers and sprite.  Pt.
alert and orinted. Pt. advised to remain in clinic for 20 minutes and then left with caretaker.

Symptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

303829-1

31-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pallor, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
29-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0525U 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 6776
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
30-Jan-2008
Status Date

OH
State

WAES0801USA00934
Mfr Report Id

Information has been received for the Merck Pregnancy Registry from a nurse concerning a female (age not reported) who on an unspecified date was
vaccinated with Gardasil (lot# unknown).  "The patient came in on 24-DEC-2007 to receive a dose of Gardasil, but when she arrived at the office they found out
the patient was pregnant, but the date of gestation was unspecified by the reporter.  The nurse reported that they did not give the dose of Gardasil the patient
was supposed to receive another dose of Gardasil, but what dose was unspecified by the reporter.  No further AE information was given.  Medical attention was
sought.  The estimated date of delivery was unknown.  Follow-up information was received.  The patient's name was updated.  It was reported that the patient
had a miscarriage.  The physician does not think it was caused by Gardasil.  Upon internal review miscarriage is considered to be an other medical event
(OME).  Follow-up information was received on from a registered nurse on 22-JAN-2008.  It was reported that the patient did not have a miscarriage it was
planned termination of the fetus by the patient.  Upon internal review abortion induced is considered to be an other medical event. Additional information has
been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = Unknown)Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

303835-1

30-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abortion induced, Drug exposure during pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
29-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Jan-2008
Vaccine Date

03-Jan-2008
Onset Date

1
Days

30-Jan-2008
Status Date

MO
State

WAES0801USA02867
Mfr Report Id

Information has been received from a physician concerning a 14 year old female with no medical history, who on 02-JAN-2008 was vaccinated with a first dose
of Gardasil (Lot# 659653/1448U).  Concomitant suspect vaccinations included Varivax.  Other concomitant vaccinations included HAVRIX.  On 03-JAN-2008
the patient experienced urinary urgency and frequency.  On 03-JAN-2008 a urinary analysis was performed and showed a trace of blood in the urine.  The
patient improved within 48 hours.  The patient then experienced right flank pain, chest pain with chills, and no fever.  On 10-JAN-2008 the patient was admitted
to the hospital and experienced nausea and loss of weight.  The patient was better by 11-JAN-2008 and was released from the hospital.  The patient recovered
on an unspecified date.  No product quality complaint was involved.  Additional information has been requested.  03/03/2008 MR received for DOS 01/6-
10/2008 with DX: Pyelonephritis. Pt presented to ED with c/o sudden onset flank pain (R chest, flank, back).  Pt txd x 3 days for UTI sx of frequency and
urgency). On abx.

Symptom Text:

Other Meds:
Lab Data:

History:
Prex Illness:

urinalysis 01/03/08 - trace of blood in urine. Labs and Diagnostics: UA with trace leukocytes, (+) nitrites, trace ketones, 1+ bilirubin, 4.0 urobilinogen, 1-3
WBCs, 2-5 epis. Repeat UA WNL 3 days later.  UC (-)x2. CBC WNL. CMP unremarkab
None. PMH: tonsillectomy, tendon repair R foot.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

303836-1 (S)

05-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Blood urine present, Chest pain, Chills, Flank pain, Micturition urgency, Nausea, Pollakiuria, Pyelonephritis, Weight decreased

 ER VISIT, HOSPITALIZED, SERIOUS

Related reports:   303836-2

Other Vaccine
29-Jan-2008

Received Date

Prex Vax Illns:

VARCEL
HEPA

HPV4

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

1658U
NULL

1448U 0

Unknown
Unknown

Unknown

Unknown
Unknown

Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
05-Feb-2008
Status Date

--
State Mfr Report Id

Patient seen for routine well check up on 1-2-08.  Noted urgency, frequency on 1-3-08.  No dysuria, no fever, UA on 1-3-08 plus blood - started Trimetloprim
sulfamitloxodole.  Symptoms imprvoved x 48.  Levine cts subsequently none.  However patient developed right flank pain/ua.  RL chest pain, plus chills but no
fever.  Admitted to hosp for pain, nausea.  No CT, no UA of kidneys and GB, LFTs wkl, WNC.  Patient much better by 1-11-08.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

In addition to Gardasil and Varivax, patient was given Hep A #1.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

303836-2

05-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Chest pain, Chills, Flank pain, Micturition urgency, Nausea, Pollakiuria

 NO CONDITIONS, NOT SERIOUS

Related reports:   303836-1

Other Vaccine
04-Feb-2008

Received Date

Prex Vax Illns:

VARCEL
HEPA
HPV4

MERCK & CO. INC.
UNKNOWN MANUFACTURER
MERCK & CO. INC.

1658U
NULL
1448U

Unknown
Unknown
Unknown

Subcutaneously
Unknown

Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
30-Jan-2008
Status Date

--
State

WAES0801USA03891
Mfr Report Id

Information has been received from a business manager for a physician concerning a 12 year old female who on an unknown date was vaccinated with her first
dose of Gardasil.  It was reported that the patient received four injections (therapy unspecified) at that time.  Subsequently on an unknown date the patient
experienced syncope, hit her head and cerebral bleeding and was hospitalized.  It was reported that subsequently, on an unknown date, the patient had full
recovery.  This is one of several reports received from the same source.  No further information is expected.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

303837-1 (S)

30-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Cerebral haemorrhage, Head injury, Syncope

 HOSPITALIZED, SERIOUS

Other Vaccine
29-Jan-2008

Received Date

Prex Vax Illns:

UNK
HPV4

UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL 0

Unknown
Unknown

Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Jan-2008
Vaccine Date

09-Jan-2008
Onset Date

0
Days

30-Jan-2008
Status Date

PA
State

WAES0801USA03962
Mfr Report Id

Information has been received from a licensed practical nurse concerning a 19 year old female with no pertinent medical history or drug reactions/allergies who
on 12-NOV-2007 was vaccinated intramuscularly with a 0.5 ml first dose of Gardasil. On 09-JAN-2008 the patient was vaccinated intramuscularly in the left
upper arm with a 0.5 ml second dose of Gardasil (659055/1522U). Concomitant therapy included ORTHO TRI-CYCLEN LO. On 09-JAN-2008 the patient
developed pain to the arm right after receiving the injection. The pain radiates down the left arm and has gotten worse since the injection. The patient called
and was seen by her family physician, who told her that the injection was given improperly into the tendon or ligament causing a puncture wound. The patient
last saw the reporting physician on 14-JAN-2008. At that time there was no bruising noted at the site. The patient was not able to lift her left arm. The patient
has been using TYLENOL,  CELECOXIB, and heat as prescribed by her family physician. The patient's outcome was reported as not recovered. The patient's
mother is requesting an MRI of the left arm, it has not been ordered at this time. There was no product quality complaint involved. Follow up information was
received from the licensed practical nurse indicating that she would consider the patient to have temporary incapacity of her arm and therefore felt that the
events were disabling. Additional information has been requested.

Symptom Text:

ORTHO TRI-CYCLEN LOOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

303838-1 (S)

30-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Injected limb mobility decreased, Pain in extremity, Wound, Wrong technique in drug usage process

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Other Vaccine
29-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1522U 1 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-May-2007
Vaccine Date

01-May-2007
Onset Date

0
Days

30-Jan-2008
Status Date

--
State

WAES0801USA04453
Mfr Report Id

Information has been received from a consumer concerning her 17 year old daughter with no pertinent medical history and no drug reactions/allergies who in
March 2007, was vaccinated with Gardasil (lot# unknown).  There was no concomitant medication.  In May 2007, the patient received her second dose of
Gardasil (lot# unknown).  The caller reported that on 30-JUL-2007 the patient experienced a miscarriage when she was 2 and 1/2 months pregnant.  Caller was
not aware as to when the patient learned about her pregnancy.  Caller reported that the patient missed the third dose of Gardasil vaccine which was supposed
to be given to her in "October 2007".  The patient's LMP was approximately 22-OCT-2007 and is now 3 months pregnant again.  The patient's estimated date of
delivery is "July 2008".  No further information was provided.  Upon internal review miscarriage is considered to be an other medical event (OME).  No further
information is available.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 10/22/2007)Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

303839-1

30-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
29-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
30-Jan-2008
Status Date

--
State

WAES0801USA02477
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with 0.5 ml Gardasil (lot and batch number not provided).
Subsequently the patient experienced loss of vision and stomatitis.  The patient was reported to be recovering.  Upon internal review vision loss was
considered to be an other important medical event.  No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

303840-1

30-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Blindness, Stomatitis

 ER VISIT, NOT SERIOUS

Other Vaccine
29-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6783
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Jan-2008
Vaccine Date

22-Jan-2008
Onset Date

0
Days

31-Jan-2008
Status Date

NJ
State Mfr Report Id

After 2 vaccines were given to pt. she started to pass out (faint).  Mom shouted pt was having a seizure.  Pt. was shaking, rigid & eyes were rolling back for very
short time 4-5 seconds.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

303858-1

31-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Gaze palsy, Muscle rigidity, Syncope, Tremor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
29-Jan-2008

Received Date

Prex Vax Illns:

TDAP
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

2644AA
1522U

5
0

Left arm
Right arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 6784
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Jan-2008
Vaccine Date

11-Jan-2008
Onset Date

1
Days

31-Jan-2008
Status Date

NC
State Mfr Report Id

Vomiting x1; urticaria all over body; eye edema; positive large wheal eruptions abs, feet, arms, hand; joint pain.Symptom Text:

Other Meds:
Lab Data:
History:

SinusitisPrex Illness:

C-RP; sed rate; CBC; ASO titer; parvovirus; strep test
NKDA; asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

303860-1

31-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Eye oedema, Rash, Urticaria, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
29-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1267U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 6785
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Jan-2008
Vaccine Date

21-Jan-2008
Onset Date

0
Days

31-Jan-2008
Status Date

FL
State Mfr Report Id

Pt received 2nd Gardasil; Tdap, Hep A on 3/29/07 and 3rd HPV on 1/21/08, 2nd Hep A, and flu vaccine. Pt had syncope spell in office after vaccines given. On
1/21/08 - went to dance class x 3 hours after left office. Pt has not had dizzy spells and sore throat since 1/21/08.

Symptom Text:

IbuprofenOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

303871-1

01-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
29-Jan-2008

Received Date

Prex Vax Illns:

HPV4
FLU
HEPA

MERCK & CO. INC.
SANOFI PASTEUR
GLAXOSMITHKLINE
BIOLOGICALS

1448U
U2479AA
AHAVB200BA

20
1
1

Right arm
Left arm
Left arm

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 6786
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Jan-2008
Vaccine Date

27-Jan-2008
Onset Date

5
Days

30-Jan-2008
Status Date

AZ
State Mfr Report Id

PATIENT HAD A ABSCENCE SEIZURE IN HOME ON 01/27/2008.  PATIENT HAS HISTORY OF SEIZURES DIS- ORDER.  NO REECENT ILLNESS OR
FEVERS.

Symptom Text:

FEBATOL 600MG 2 TABS BID/TOPAMAX 200MG BID/STRATERRA 40MG 1 PO QD/  RITALIN SR 20MG 1 PO QD/VITAMIN (GNC)TEENS 1 TAB PO QD/
MELATONIN PRN

Other Meds:

Lab Data:
History:

NONEPrex Illness:

NONE
ADHD/MOD MR/SEIZURE D/O

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

303906-1

31-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Condition aggravated, Petit mal epilepsy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
30-Jan-2008

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2324A
0388U

1 Left arm
Right arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 6787
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Feb-2008
Status Date

--
State

WAES0712USA08507
Mfr Report Id

Information has been received from a nurse concerning a 14 year old female who was vaccinated with Gardasil and passed out.  The patients outcome was not
reported.  No further information was provided.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

303907-1

13-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6788
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Feb-2008
Status Date

KS
State

WAES0712USA08514
Mfr Report Id

Information has been received from a physician concerning a patient who in October 2007, was vaccinated with a dose of GARDASIL. Subsequently the patient
has a sore arm with some minor redness and swelling. It was minor but continued to have pain at the site and had limited range of motion of the arm due to the
pain. At the time of the report the patient had not recovered. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

303910-1

13-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Injected limb mobility decreased, Injection site pain, Oedema peripheral

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6789
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Feb-2008
Status Date

IA
State

WAES0712USA08550
Mfr Report Id

Information has been received from an office manager concerning a female patient (age not reported) who on an unspecified date was vaccinated with Gardasil
(lot number unknown) injection.  On an unspecified date, within days after receiving Gardasil the patient experienced a neurological tick/tremor in the arm in
which the patient received Gardasil.  Medical attention was sought.  There was no further adverse event information.  No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

303912-1

12-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Tic, Tremor

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6790
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Oct-2007
Vaccine Date

13-Oct-2007
Onset Date

1
Days

13-Feb-2008
Status Date

NY
State

WAES0712USA08564
Mfr Report Id

Information has been received from a 21 year old female who on 12-OCT-2007 was vaccinated with a first dose of Gardasil (Lot # not reported).  Concomitant
therapy included venlafaxine HC1 (EFFEXOR).  The patient reported that on 13-OCT-2007, the day after her vaccination with Gardasil, her fingers and lips
were swollen and itchy.  The patient reported that she recovered on 14-OCT-2007.  The patient sought unspecified medical attention.  Additional information
has been requested.

Symptom Text:

EFFEXOROther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

303914-1

13-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Lip swelling, Oedema peripheral, Pruritus

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6791
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
01-Dec-2007
Onset Date Days

31-Jan-2008
Status Date

FR
State

WAES0801USA05066
Mfr Report Id

Information has been received from an agency concerning a 20 year old female with no reported medical history, who on an unspecified date, was vaccinated
intramuscularly with a dose of Gardasil. There was no concomitant medication reported. On 01-DEC-2007 the patient presented with erythropapular
exanthema, confluent on her torso and disseminated on her extremities. As of 28-DEC-2007, the reaction was in desquamation phase and the symptoms were
regressing. The reporter felt that erythropapular exanthema (rash) was related to therapy with Gardasil. The reporter considered erythropapular exanthema
(rash) to be an other important medical event. Other business partner numbers included E2008-00522. No further information is available.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

303915-1

31-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash, Rash papular, Skin exfoliation

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
30-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6792
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Aug-2007
Vaccine Date

26-Nov-2007
Onset Date

97
Days

31-Jan-2008
Status Date

FR
State

WAES0801USA05063
Mfr Report Id

Information has been received from a physician concerning a 17 year old female with a history of migraine who on 21-AUG-2007 was vaccinated with a second
dose of Gardasil. On 26-NOV-2007 (also reported as "exact onset and precise symptoms not reported"), the patient was hospitalized until 17-DEC-2007.
Diagnosis of thalamic infarction due to infective agent-associated vasculitis was established (suspected germs Borrelia/varicella zoster). There was nothing
reported about acute drug treatment. Aspirin was administered prophylactically. In addition, TOPAMAX was administered to prevent migraine attacks. At the
time of this report, the patient had recovered with sequelae (mild hemiparesis right, cognitive disturbance). It was noted that the previous dose of Gardasil on
19-JUN-2007 was well tolerated. The reporting physician did not see a causal relationship to the vaccine. Other business partner numbers included E2008-
00427. No further information is available. The case is closed.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Migraine

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

303916-1 (S)

31-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Cognitive disorder, Hemiparesis, No reaction on previous exposure to drug, Thalamic infarction, Vasculitis

 HOSPITALIZED, SERIOUS

Other Vaccine
30-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6793
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Jan-2008
Vaccine Date

22-Jan-2008
Onset Date

0
Days

31-Jan-2008
Status Date

FR
State

WAES0801PHL00006
Mfr Report Id

Information has been received from a physician concerning a 22 year old female who on 22-Jan-2008 was vaccinated with GARDASIL. On 22-JAN-2008 the
patient experienced seizure. Subsequently, the patient recovered from seizure. Upon internal medical review, seizure was classified as another medical event.
Additional information has been requested from reporting physician.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

303917-1

31-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
30-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6794
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Sep-2007
Vaccine Date

03-Sep-2007
Onset Date

0
Days

14-Feb-2008
Status Date

--
State

WAES0712USA08677
Mfr Report Id

Information has been received from a health professional concerning an 18 year old white female with asthma who on 03-SEP-2007 was vaccinated with her
third dose of GARDASIL intramuscularly in the left deltoid. Within 15 minutes of the vaccine the patient felt nauseous followed by a feeling like an asthma
attack was occurring. The patient tried her inhaler but it did not help. She collapsed in her dorm room. Emergency services were called and the patient was
given oxygen. The medics inserted an IV but never used. The patient complained of feeling numb and the medics helped to unclench her hands and feet. She
was taken to the emergency room at a hospital where the symptoms subsided. The patient checked herself out after 2 hours in the emergency room. The
patient denied receiving any medication. The patient developed a serious sinus infection and felt weak for 2-3 days after the vaccine. The patient did not use
her inhaler the first two times. The patient's first GARDASIL vaccination was on 27-FEB-2007 and her second dose was on 27-APR-2007. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

303918-1

15-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Asthma, Hypoaesthesia, Nausea, Oxygen supplementation, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
29-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 6795
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
06-Jun-2007
Onset Date Days

31-Jan-2008
Status Date

NY
State

WAES0706USA05104
Mfr Report Id

Information has been received from a health professional, for the Pregnancy Registry for Gardasil, concerning a 26 year old female who on 03-APR-2007 was
vaccinated with a first dose of Gardasil (lot number unknown) IM. On 06-JUN-2007 the patient returned for a second dose of Gardasil and a beta-human
chorionic gonadotropin test (unspecified) was conducted and the results were positive. The patient received her second dose of Gardasil. Patient returned on
26-JUN-2007 and received a second dose of Gardasil at that time and the patient was no longer pregnant. No further information was available. The date of the
last menstrual period and the estimated time of delivery is unknown. Follow-up information was received. The patient had no pertinent medical history or drug
reactions/allergies. The patient had a spontaneous abortion "4/07" from LMP. It was unknown if the products of conception were examined. The fetus was not
normal. In May 2007 a diagnostic laboratory test was performed during pregnancy. No further information was available. Upon internal review spontaneous
abortion was considered to be an other important medical event (OME). Additional information is not expected.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = Unknown)Prex Illness:

beta-human chorionic 06/06/07 - positive

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

303919-1

31-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
30-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6796
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Dec-2007
Vaccine Date

21-Dec-2007
Onset Date

0
Days

12-Feb-2008
Status Date

--
State

WAES0712USA08679
Mfr Report Id

Information has been received from a health professional via a representative concerning a 13 year old female who on 06-OCT-2007 was vaccinated with a first
dose of Gardasil (lot# unknown).  There was no adverse experience reported.  On 21-DEC-2007 the patient was vaccinated with a second dose of Gardasil.
The patient remained in the practice for 15 minutes and after feeling fine left the practice.  The parents called back a little while after that the patient was feeling
her mouth was numb, her tongue was numb, started a bit of anxiety and felt shortness of breath.  The patient returned to the practice and received an injection
of steroids and BENADRYL and the symptoms resolved in 15 minutes.  The patient received no other vaccines or medications were administered at the time of
Gardasil.  The patient did not have any of the pharyngeal swelling or numbness, just in her tongue and mouth.  The physician felt this was an allergic reaction
that did in fact get resolved when treatment was administered.  The patient is currently doing well according to the healthcare professional.  Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

303921-1

12-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anxiety, Dyspnoea, Hypersensitivity, Hypoaesthesia oral

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6797
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Feb-2008
Status Date

--
State

WAES0712USA08814
Mfr Report Id

Information has been received from a physician concerning a patient (age and gender unknown), who, on an unspecified date, was vaccinated with a dose of
Gardasil. Concomitant suspect vaccinated with a dose of Gardasil. Concomitant suspect vaccinations included Varivax (MSD). Subsequently, the evening after
the administration of the vaccines the patient was vomiting. At the time of the report, the outcome of the patient was unknown. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

303923-1

12-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 6798
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Jun-2007
Vaccine Date

12-Jun-2007
Onset Date

0
Days

13-Feb-2008
Status Date

IN
State

WAES0712USA08883
Mfr Report Id

Information has been received from a nurse concerning a 17 year old female with no pertinent medical history and a penicillin allergy who on 12-JUN-2007 was
vaccinated intramuscularly (site not reported) with the 1st dose of Gardasil (lot #657737/0522U).  The patient was concomitantly vaccinated with MENACTRA
and diphtheria toxoid (+) pertussis acellular vaccine (unspecified) (+) tetanus toxoid (manufacturer unknown).  On 12-JUN-2007, post vaccination, the patient
fainted in the office and was caught by her father before she fell to the floor.  The patient woke up on her own and went home.  On a unspecified date the
patient was vaccinated intramuscularly (site not reported) with the 2nd dose of Gardasil (lot #657868/0523U).  When the patient received the 2nd dose of
Gardasil she fainted again in the office.  The patient also had blisters around injection site.  The patient did receive unspecified medical attention, no diagnostic
labs were performed.  At the time of this report the patient had recovered.  The patient did not receive the 3rd dose of Gardasil.  Additional information has
been requested.

Symptom Text:

Other Meds:
Lab Data:
History:

Penicillin allergyPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

303925-1

06-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site vesicles, Syncope, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

MNQ
DTAP
HPV4

SANOFI PASTEUR
UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL
0522U 0

Unknown
Unknown
Unknown

Unknown
Unknown

Intramuscular



10 JUN 2008 06:27Report run on: Page 6799
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Dec-2007
Vaccine Date

19-Dec-2007
Onset Date

0
Days

13-Feb-2008
Status Date

FL
State

WAES0712USA09050
Mfr Report Id

Information has been received from a licensed practical nurse concerning a 16 year old white female with no pertinent medical history or drug
reactions/allergies or illness at the time of vaccination on 19-DEC-2007 was vaccinated with GARDASIL (lot# 659439/1267U) IM in the left deltoid at 9:35 AM.
There was no concomitant medication. On 19-DEC-2007 at 9:40AM, the patient was very apprehensive about receiving the vaccination. Approximately 5
minutes later (child was sitting in the chair) child had a syncope episode lasting 2 - 5 seconds. There was no LOC (loss of consciousness). The patient was
lifted by the mother onto the exam table and was in a supine position with legs elevated with a cold pack on legs and and neck. The blood pressure
measurement was 102/64. The patient was continued to be monitored for 15 to 20 minutes. On 19-DEC-2007, the patient recovered. Additional information is
not expected.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

blood pressure 12/19/07 102/6
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

303926-1

13-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1267U 2 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 6800
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Dec-2007
Vaccine Date

27-Dec-2007
Onset Date

0
Days

12-Feb-2008
Status Date

OK
State

WAES0712USA09077
Mfr Report Id

Initial and follow-up information has been received from a physician and nurse concerning a 17 year old female who on 01-NOV-2007 was vaccinated with a
first dose of Gardasil (lot# unknown) injection.  On 27-DEC-2007, the patient was vaccinated with a second dose of Gardasil (lot# 659439/1267U) 0.5 mL
injection.  On 27-DEC-2007 the patient experienced low blood pressure.  The patient's blood pressure dropped from 110 to 80 (also reported as 80/60), her
skin was "hot" to the touch and she felt nauseated.  Medical attention was sought.  The patient went home after the recovery on 27-DEC-2007.  Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

blood pressure, 12/27/07, 80/60
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

303928-1

12-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hypotension, Nausea, Skin warm

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1267U 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6801
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jul-2007

Vaccine Date
01-Aug-2007
Onset Date

31
Days

31-Jan-2008
Status Date

FR
State

WAES0801USA05159
Mfr Report Id

Information has been received from a physician concerning a 12 year old female with no reported medical history who in July 2007, was vaccinated with the
third dose of Gardasil (lot #, route, and site not reported).  There was no concomitant medication.  In August 2007, the patient developed pain in the lower
abdomen.  In September 2007, the patient was hospitalized for 2 days because of pain.  An abdominal senography was performed and splenomegaly was
detected.  No hint for EBV-infection or hematological reasons were found.  The physician urged already several times in the hospital to receive a report but up
to now in vain.  The female is not yet recovered.  Other business partner number include E2008-00526.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

abdominal ultrasound ??Sep07 splenomegaly was detected. No hint for EBV infection or hematological reasons were found.
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

303929-1 (S)

31-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Splenomegaly

 HOSPITALIZED, SERIOUS

Other Vaccine
30-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6802
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jun-2007
Vaccine Date

01-Jun-2007
Onset Date

0
Days

12-Feb-2008
Status Date

--
State

WAES0712USA09173
Mfr Report Id

Information has been received from a consumer concerning her daughter's friend (age and gender not reported) who was vaccinated (date, route, and site not
reported) Gardasil (lot# not reported) and complained of pain on the injection arm. The friend still has pain when she gets tapped around the injection area. The
friend was vaccinated in June 2007 (exact date not reported). It was not reported if the friend sought medical attention or if diagnostic lab test were performed.
No additional information is expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

303938-1

12-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6803
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Feb-2008
Status Date

FL
State

WAES0712USA09271
Mfr Report Id

Information has been received from a consumer concerning her 15 year old daughter with no drug reaction/allergies and no concomitant medication usage who
in approximately October 2007, was vaccinated intramuscularly (site not reported) with the 1st 0.5ml dose of Gardasil (lot # not reported).  Three days post
vaccination (date not specified), the patient experienced a high fever, a stiff neck, loss of appetite and her eyes were sensitive to light.  The patient was taken to
the emergency room but was not admitted.  Lab diagnostic tests were performed and the emergency room diagnosed the patient with a urinary tract infection.
Subsequently, the patient "fully recovered five days later".  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

303939-1

12-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anorexia, Musculoskeletal stiffness, Photophobia, Pyrexia, Urinary tract infection

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6804
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-May-2007
Vaccine Date

Unknown
Onset Date Days

13-Feb-2008
Status Date

NJ
State

WAES0712USA09279
Mfr Report Id

Information has been received from a health professional concerning a female patient who on 04-MAY-2007 and in October 2007, was vaccinated with first
dose of GARDASIL, respectively. Subsequently, the patient experienced abdominal pain. Unspecified medical attention was sought. No laboratory diagnostic
studies were performed. At the time of this report, the patient had not recovered. No product quality complaint was involved. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

303940-1

13-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6805
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Feb-2008
Status Date

--
State

WAES0712USA09283
Mfr Report Id

Information has been received from a mother concerning her daughter who was vaccinated with two doses of Gardasil.  The mother reported that after the
second dose of vaccine the patient developed an "adverse event."  The patient sought unspecified medical attention.  At the time of this report, the patient's
adverse event persisted.  No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

303941-1

13-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Adverse event

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6806
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Feb-2008
Status Date

--
State

WAES0712USA09289
Mfr Report Id

Information has been received from a laboratory technician concerning a 23 year old female who was vaccinated her second dose of Gardasil 23 days after the
first dose and developed a rash. No further information is available. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

303942-1

12-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6807
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Nov-2007
Vaccine Date

12-Nov-2007
Onset Date

3
Days

31-Jan-2008
Status Date

PA
State Mfr Report Id

PATIENT HAD SIGNIFICANT UNILATERAL SUB-CENTIMETER LEFT ANTERIOR CHAIN AND ONE CENTIMETER LEFT LOWER CHAIN AND
SUPRACLAVICULAR LYMPHADENOPATHY THREE DAYS AFTER VACCINATION IN THE LEFT DELTOID MUSCLE.  THESE WERE FULLY MOBILE
NODES WITHOUT MATTING.  LYMPHADENOPATHY RESOLVED WITHIN 17 DAYS OF VACCINATION.

Symptom Text:

ORTHO TRI CYCLINOther Meds:
Lab Data:
History:

NONEPrex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

303961-1

31-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Lymphadenopathy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
30-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1266U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 6808
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Jan-2008
Vaccine Date

30-Jan-2008
Onset Date

0
Days

31-Jan-2008
Status Date

KY
State Mfr Report Id

Almost fainted after having Gardasil vaccination.  In the 5-6 hours following vaccination had 100 + temperature as well as chilling and muscle cramps.Symptom Text:

Other Meds:
Lab Data:
History:

noPrex Illness:

no

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

303968-1

31-Jan-2008
VAX Detail:

Last Edit Date

Seriousness:

 Body temperature increased, Chills, Muscle spasms, Presyncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
30-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 6809
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Jan-2008
Vaccine Date

26-Jan-2008
Onset Date

1
Days

01-Feb-2008
Status Date

TX
State Mfr Report Id

Pt's mother presented at clinic reporting possible reaction to Gardasil. States daughter got the Gardasil Friday afternoon. Sat "about 24 hours later" pt was at a
dress fitting, states pt hadn't eaten was standing x 20 min and got nauseous and light headed then fainted. States she was out for several minutes and had
"some twitching" and "her eyes rolled back". States called emergency line and then went to ER where they spent several hrs, test run there were negative, but
they have been advised to get a neuro work up and pt is not to drive. Mother reports no F/H of seizures and the only thing that was different in pt's life was the
Gardasil. States she went online and fainting is one of the side effects listed for Gardasil. States doesn't want to have unnecessary testing done if this was
caused by the Gardasil. Mother states she is not sure she wants pt to get another Gardasil injection.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

NKDA, Hypothyroid, ADD

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

303974-1 (S)

01-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Gaze palsy, Muscle twitching, Nausea, Syncope

 HOSPITALIZED, SERIOUS

Other Vaccine
30-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1062U 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 6810
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Dec-2007
Vaccine Date

20-Dec-2007
Onset Date

1
Days

01-Feb-2008
Status Date

WI
State Mfr Report Id

Pt woke the next day after receiving inj with symptom of swelling in L hand + also L foot.  Fell skin was tight, ring tight on L hand.  Top of L foot felt tight.  Sl.
tingling in toes/fingers - no numbness.  Reports symptom was gone by next day.  This was pt 1st Gardasil injection, pt came into clinic for 2nd inj and reported
above incident.  2nd dose was not given.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

303978-1

01-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Oedema peripheral, Paraesthesia, Skin tightness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
30-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0515U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 6811
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Aug-2007
Vaccine Date

15-Aug-2007
Onset Date

14
Days

12-Feb-2008
Status Date

MA
State

WAES0801USA00004
Mfr Report Id

Information has been received from a consumer concerning her daughter, a 17 year old female with a history of drug hypersensitivity to amoxicillin and sulfates,
who on approximately 01-AUG-2007 was intramuscularly vaccinated with her second dose of Gardasil.  On 15-AUG-2007 the patient experienced hives,
numbness in arms and legs, tingling in arms and legs and headaches.  The patient sought unspecified medical treatment in the ER where an MRI was
performed.  Therapy was reported as discontinued as of "October 2007".  The patient's hives, numbness and tingling in arms and legs, and headaches have
not improved.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

magnetic resonance
Drug hypersensitivity

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

303995-1

12-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Hypoaesthesia, Paraesthesia, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6812
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Feb-2008
Status Date

--
State

WAES0801USA00038
Mfr Report Id

Information has been received from a health professional concerning a 13 year old female who was vaccinated with the second dose of Gardasil.  5 minutes
following the administration of the second dose of Gardasil, the patient experienced a syncopal episode.  The patient sought unspecified medical attention.
Subsequently, the patient recovered from the syncopal episode.  The reporter felt that syncopal episode were not related to therapy with Gardasil.  No further
information was available.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

303996-1

13-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6813
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Nov-2007
Vaccine Date

29-Nov-2007
Onset Date

1
Days

12-Feb-2008
Status Date

IL
State

WAES0801USA00068
Mfr Report Id

Information has been received from a certified medical assistant concerning a 23 year old white female with a penicillin allergy who on 28-NOV-2007 at 4:00
pm, was vaccinated IM into the left deltoid with a second dose of Gardasil (Lot# 659135/1265U).  On 29-NOV-2007, the patient experienced fever of 102 and
rash on abdomen and leg.  On 30-NOV-2007, the patient went to the emergency room for left sided numbness and weakness of upper and lower extremities.  It
was reported that the patient was discharged from the ER that same day after her symptoms improved spontaneously and her initial workup was unremarkable.
 On 30-NOV-2007, laboratory diagnostic studies performed included a CT (non-contrast) of the brain that was reported to be within normal limits, a complete
blood count and basic metabolic panel that was within normal limits, a chest X-ray PAL and an EKG that were within normal limits.  On 04-DEC-2007, the
patient was seen by the physician.  It was reported that her symptoms had improved but they were still ongoing.  Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Penicillin allergyPrex Illness:

head computed axial, 11/30/07, within normal limits; diagnostic laboratory, 11/30/07, BMP-within normal limits; chest X-ray, 11/30/07, PAL; electrocardiogram,
11/30/07, within normal limits; complete blood cell, 11/30/07, within normal limi

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

303997-1

13-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Muscular weakness, Pyrexia, Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

fever~HPV (Gardasil)~1~21~In SiblingPrex Vax Illns:

HPV4 MERCK & CO. INC. 1265U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 6814
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Feb-2008
Status Date

OH
State

WAES0801USA00090
Mfr Report Id

Information has been received from a nurse concerning a female in her early 20's who on an unspecified date was vaccinated with a second dose of Gardasil.
Subsequently, after the second dose, the patient reported that she experienced tingling all over her body but not necessarily at the injection site (not itching
exactly). There was no intervention needed, non-serious, and no follow-up was needed. Patient was not pregnant. The outcome of the tingling was not
reported. Subsequently, the patient did finish the series. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

303998-1

12-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Paraesthesia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6815
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Aug-2007
Vaccine Date

28-Aug-2007
Onset Date

0
Days

13-Feb-2008
Status Date

NJ
State

WAES0801USA01199
Mfr Report Id

Information has been received from a registered nurse concerning a 22 year old black female classroom assistant, who on 28-AUG-2007 at 13:50 was
vaccinated intramuscularly in the left deltoid with a first dose of GARDASIL (Lot# 658554/0928U). On 28-AUG-2007 at 14:00 the patient developed bumps on
her face, the rash radiated to her neck and right flank area. It was reported that the patient was at camp a few days before the injection and did not recall any
problems. The rash was worse on the second day. The patient's primary care physician treated her with cortisone. The patient recovered in approximately 1
week on an unspecified date. The patient was advised by her primary care physician to see a dermatologist. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

303999-1

13-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0928U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 6816
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Nov-2007
Vaccine Date

20-Nov-2007
Onset Date

0
Days

13-Feb-2008
Status Date

AZ
State

WAES0801USA01331
Mfr Report Id

Information has been received from a certified medical assistant concerning a 21 year old white female nonsmoker with a history of depression, no significant
social history, no sexual activity, and no drug allergies, who on 20-NOV-2007 at 09:30 was vaccinated intramuscularly in the left deltoid with a second dose of
Gardasil (Lot #659439/1267U).  Concomitant therapy included sertraline HC1 (ZOLOFT), alprazolam (XANAX), and ethinyl estradiol (+) etonogestrel
(NUVARING).  On 20-NOV-2007 at 09:45 (also reported as about 10 minutes post vaccination) the patient felt lightheaded and nearly had a syncopal episode
while sitting in the chair.  The patient never fell out of the chair and there was no injury.  The patient was "slow to come to" and felt fatigued.  The patient had a
head cold followed by a cough and chest congestion that had developed over the past week.  The patient had no fever, chest pain, abdominal pain, shortness
of breath.  The patient was taken to the emergency room where she was treated with normal saline 1000cc, 500cc/hour.  Laboratory diagnostics were
performed (results located in laboratory section).  The patient was diagnosed with being near syncope and bronchitis.  It was reported that the patient was
feeling better and was discharged to home.  The patient's condition was stable.  The patient was advised to follow up with physician.  On 20-NOV-2007 the
patient recovered from the near syncopal episode, fatigue, and lightheaded/dizziness.  The outcome of bronchitis was unknown.  Additional information is not
expected.

Symptom Text:

Xanax; Nuvaring; ZoloftOther Meds:
Lab Data:

History:
Cold; Upper respiratory tract congestion; cough; sputum bloodyPrex Illness:

Blood pressure 11/20/07 (value) 102/6; blood pressure 11/20/07 (value) 102/6; blood pressure 11/20/07 (value) 108/7; chest x-ray 11/20/07 no acute disease;
blood pressure 11/20/07 (value) 99/68; body temp 11/20/07 (value) 97.2; total heartb
Depression

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

304000-1

13-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Bronchitis, Dizziness, Fatigue, Presyncope

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1267U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6817
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Feb-2008
Status Date

--
State

WAES0801USA01585
Mfr Report Id

Information has been received from a physician concerning an Gardasil (lot# 655327/1287U) pre-filled syringe. The physician reported that the pre-filled
syringe's safety mechanism failed to activate. The physician feels this increased stress and pain for the patient. The physician states she fully depressed the
plunger and it failed. The SR# is 1-2166964843. No further information is available.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

304001-1

12-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Device failure, Medical device complication, Pain, Stress

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1287U Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6818
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
11-Oct-2007
Vaccine Date

11-Oct-2007
Onset Date

0
Days

12-Feb-2008
Status Date

ME
State

WAES0801USA01893
Mfr Report Id

Information has been received from a registered nurse concerning a 17 year old female who on 11-OCT-2007, was vaccinated with a dose of Gardasil
(possible lot#'s 0523U, 1425F, 0515U) that was improperly stored reaching 32 degrees F on 4 occasions 10/02/2007, 10/03/2007, 10/09/2007 and 10/11/2007.
No problems were noted. It was unknown whether medical attention was sought. There was no product quality complaint. This is one of several reports from
the same source.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

304002-1

12-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Medication error

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6819
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Oct-2007
Vaccine Date

12-Oct-2007
Onset Date

0
Days

12-Feb-2008
Status Date

ME
State

WAES0801USA01894
Mfr Report Id

Information has been received from a registered nurse concerning an 18 year old female who on 12-OCT-2007, was vaccinated with a dose of Gardasil
(possible lot#'s 0523U, 1425F, 0515U) that was improperly stored reaching 32 degrees F on 4 occasions 10/02/2007, 10/03/2007, 10/09/2007 and 10/11/2007.
No problems were reported.  It was unknown whether medical attention was sought.  There was no product quality complaint.  This is one of several reports
from the same source.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

304004-1

13-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Medication error, No adverse reaction

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6820
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
12-Oct-2007
Vaccine Date

12-Oct-2007
Onset Date

0
Days

12-Feb-2008
Status Date

ME
State

WAES0801USA01895
Mfr Report Id

Information has been received from a registered nurse concerning a 13 year old female who on 12-OCT-2007, was vaccinated with a dose of Gardasil
(possible lot#'s 0523U, 1425F, 0515U) that was improperly stored reaching 32 degrees F on 4 occasions 10/02/2007, 10/03/2007, 10/09/2007 and 10/11/2007.
No problems were reported. It was unknown whether medical attention was sought. There was no product quality complaint. This is one of several reports from
the same source.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

304005-1

12-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Medication error, No adverse reaction

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6821
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Oct-2007
Vaccine Date

15-Oct-2007
Onset Date

0
Days

12-Feb-2008
Status Date

ME
State

WAES0801USA01896
Mfr Report Id

Information has been received from a registered nurse concerning an 18 year old female who on 15-OCT-2007, was vaccinated with a dose of Gardasil
(possible lot#'s 0523U, 1425F, 0515U) that was improperly stored reaching 32 degrees F on 4 occasions 10/02/2007, 10/03/2007, 10/09/2007 and 10/11/2007.
No problems were reported.  It was unknown whether medical attention was sought.  There was no product quality complaint.  This is one of several reports
from the same source.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

304006-1

13-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Medication error, No adverse reaction

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6822
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Oct-2007
Vaccine Date

15-Oct-2007
Onset Date

0
Days

13-Feb-2008
Status Date

ME
State

WAES0801USA01897
Mfr Report Id

Information has been received from a registered nurse concerning a 16 year old female who on 15-OCT-2007, was vaccinated with a dose of GARDASIL
(possible lot#'s 0523U, 1425F, 0515U) that was improperly stored reaching 32 degrees F on 4 occasions 10/02/2007, 10/03/2007, 10/09/2007 and 10/11/2007.
No problems were reported. It was unknown whether medical attention was sought. There was no product quality complaint. This is one of several reports from
the same source.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

304007-1

13-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Medication error, No adverse reaction

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Oct-2007
Vaccine Date

15-Oct-2007
Onset Date

0
Days

12-Feb-2008
Status Date

ME
State

WAES0801USA01898
Mfr Report Id

Information has been received from a registered nurse concerning a 22 year old female who on 15-OCT-2007, was vaccinated with a dose of Gardasil
(possible lot#'s 0523U, 1425F, 0515U) that was improperly stored reaching 32 degrees F on 4 occasions 10/02/2007, 10/03/2007, 10/09/2007 and 10/11/2007.
No problems were reported.  It was unknown whether medical attention was sought.  There was no product quality complaint.  This is one of several reports
from the same source.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

304008-1

13-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Medication error, No adverse reaction

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Oct-2007
Vaccine Date

17-Oct-2007
Onset Date

0
Days

12-Feb-2008
Status Date

ME
State

WAES0801USA01899
Mfr Report Id

Information has been received from a registered nurse concerning a 17 year old female who on 17-OCT-2007, was vaccinated with a dose of Gardasil
(possible lot#'s 0523U, 1425F, 0515U) that was improperly stored reaching 32 degrees F on 4 occasions 10/02/2007, 10/03/2007, 10/09/2007 and 10/11/2007.
No problems were reported.  It was unknown whether medical attention was sought.  There was no product quality complaint.  This is one of several reports
from the same source.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

304009-1

13-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Medication error, No adverse reaction

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Oct-2007
Vaccine Date

17-Oct-2007
Onset Date

0
Days

13-Feb-2008
Status Date

ME
State

WAES0801USA01900
Mfr Report Id

Information has been received from a registered nurse concerning a 16 year old female who on 17-OCT-2007, was vaccinated with a dose of GARDASIL
(possible lot#'s 0523U, 1425F, 0515U) that was improperly stored reaching 32 degrees F on 4 occasions 10/02/2007, 10/03/2007, 10/09/2007 and 10/11/2007.
No problems were reported. It was unknown whether medical attention was sought. There was no product quality complaint. This is one of several reports from
the same source.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

304010-1

13-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Medication error, No adverse reaction

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Feb-2008
Status Date

--
State

WAES0712USA06932
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with 0.5 ml of Gardasil via injection.  The patient developed severe
vomiting after receiving the vaccination.  Lot number was not provided.  The physician stated that the patient was hospitalized, but did not know for how many
days.  No further information was provided.  As of 13-DEC-2007 the patient was recovering.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

304011-1 (S)

13-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Vomiting

 ER VISIT, HOSPITALIZED, SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Oct-2007
Vaccine Date

18-Oct-2007
Onset Date

0
Days

13-Feb-2008
Status Date

ME
State

WAES0801USA01901
Mfr Report Id

Information has been received from a registered nurse concerning a 15 year old female who on 18-OCT-2007, was vaccinated with a dose of GARDASIL
(possible lot#'s 0523U, 1425F, 0515U) that was improperly stored reaching 32 degrees F on 4 occasions 10/02/2007, 10/03/2007, 10/09/2007 and 10/11/2007.
No problems were reported. It was unknown whether medical attention was sought. There was no product quality complaint. This is one of several reports from
the same source.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

304012-1

13-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Medication error, No adverse reaction

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
18-Oct-2007
Vaccine Date

18-Oct-2007
Onset Date

0
Days

13-Feb-2008
Status Date

ME
State

WAES0801USA01902
Mfr Report Id

Information has been received from a registered nurse concerning a 15 year old female who on 18-OCT-2007, was vaccinated with a dose of Gardasil
(possible lot #'s 0523U, 1425F, 0515U) that was improperly stored reaching 32 degrees F on 4 occasions 10/02/2007, 10/03/2007, 10/09/2007 and 10/11/2007.
 No problems were reported.  It was unknown whether medical attention was sought.  There was no product quality complaint.  This is one of several reports
from the same source.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

304013-1

13-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Medication error, No adverse reaction

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Oct-2007
Vaccine Date

18-Oct-2007
Onset Date

0
Days

13-Feb-2008
Status Date

ME
State

WAES0801USA01903
Mfr Report Id

Information has been received from a registered nurse concerning a 13 year old female who on 18-OCT-2007, was vaccinated with a dose of GARDASIL
(possible lot#'s 0523U, 1425F, 0515U) that was improperly stored reaching 32 degrees F on 4 occasions 10/02/2007, 10/03/2007, 10/09/2007 and 10/11/2007.
No problems were reported. It was unknown whether medical attention was sought. There was no product quality complaint. This is one of several reports from
the same source.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

304014-1

13-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Medication error, No adverse reaction

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
18-Oct-2007
Vaccine Date

18-Oct-2007
Onset Date

0
Days

12-Feb-2008
Status Date

ME
State

WAES0801USA01904
Mfr Report Id

Information has been received from a registered nurse concerning a 12 year old female who on 18-OCT-2007, was vaccinated with a dose of Gardasil
(possible lot#'s 0523U, 1425F, 0515U) that was improperly stored reaching 32 degrees F on 4 occasions 10/02/2007, 10/03/2007, 10/09/2007 and 10/11/2007.
No problems were reported. It was unknown whether medical attention was sought. There was no product quality complaint. This is one of several reports from
the same source.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

304015-1

13-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Medication error, No adverse reaction

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6831
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Oct-2007
Vaccine Date

18-Oct-2007
Onset Date

0
Days

13-Feb-2008
Status Date

ME
State

WAES0801USA01905
Mfr Report Id

Information has been received from a registered nurse concerning a 15 year old female who on 18-OCT-2007, was vaccinated with a dose of Gardasil
(possible lot #'s 0523U, 1425F, 0515U) that was improperly stored reaching 32 degrees F on 4 occasions 10/02/2007, 10/03/2007, 10/09/2007 and 10/11/2007.
 No problems were reported.  It was unknown whether medical attention was sought.  There was no product quality complaint.  This is one of several reports
from the same source.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

304016-1

13-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Medication error, No adverse reaction

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Apr-2007
Vaccine Date

18-Apr-2007
Onset Date

3
Days

14-Feb-2008
Status Date

IA
State

200701315
Mfr Report Id

Initial report received from a healthcare professional on 18 April 2007.  A 23 year old, female patient developed a fever of 100 degrees and generalized
achiness, after she received Adacel (lot number C2610AA, route and site of administration not known), Typhim VI (lot number Z0122-3, route and site of
administration not known) and YF-VAX (lot number UE998AC, route and site of administration not known) on 15 April 2007.  She also received Gardasil
(Merck, lot number unknown, route and site of administration not known) and hepatitis A vaccine (lot number unknown, tradename, route and site of
administration not known) on the same day.  She was on antidepressants and did not have any illness at the time of the vaccinations.  It was not known if she
recovered.  Follow-up information was received from a health professional on 14 May 2007 which provided the lot numbers for the Gardasil (01374) and
hepatitis A (Merck, 00194) vaccines.  The lot number for Adacel was corrected to C2632AA (previously reported as C2610AA).  Additionally, it was reported
that Adacel was given intramuscularly in the left upper deltoid, Typhim VI was given intramuscularly in the left lower deltoid, YF-VAX was given subcutaneously
in the left arm, Gardasil was given intramuscularly in the right lower deltoid, and hepatitis A was given in the right upper deltoid.  The patient was seen at the
college health service on 18 April 2007.  Recovery status remained unknown.  Follow-up information received on 04 June 2007 from a health care professional.
 In response to a request for an update of the patient's recovery status, the reporter wrote that the patient was "seen at health services in a different location.
We have not heard back."  This case has the same reporter as case 2007-01314.

Symptom Text:

ANTIDEPRESSANTOther Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

304019-1

15-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pain, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
28-Jan-2008

Received Date

Prex Vax Illns:

YF
HEPA
TYP
TDAP
HPV4

SANOFI PASTEUR
MERCK & CO. INC.
SANOFI PASTEUR
SANOFI PASTEUR
MERCK & CO. INC.

UE998AC
00194
Z01223
U2632AA
01374

0
0
0
0
0

Left arm
Right arm
Left arm
Left arm

Right arm

Subcutaneously
Intramuscular
Intramuscular
Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
01-Feb-2008
Status Date

FR
State

WAES0801USA05399
Mfr Report Id

Information has been received from a physician concerning a 20 year old female with no relevant medical history reported who on an unspecified date was
vaccinated with the first primary dose of Gardasil (batch #, injection site and route of administration were not reported).  On month later, the patient was
hospitalized due to rheumatic pain.  The diagnostic reported was a premature osteoporosis.  At the time of the report the outcome was not reported.  Other
business partner numbers include: E2008-00601.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

304024-1 (S)

01-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Osteoporosis, Pain

 HOSPITALIZED, SERIOUS

Other Vaccine
31-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Nov-2007
Vaccine Date

21-Dec-2007
Onset Date

31
Days

01-Feb-2008
Status Date

--
State

WAES0801USA04568
Mfr Report Id

Information has been received from a health professional concerning a 24 year old female with fibromyalgia (since age 14) and migraines on 20-NOV-2007 was
vaccinated with a first dose of GARDASIL. Concomitant therapy included creatinine "supplements", multiple various vitamins (unspecified) and DEPO-
PROVERA. The patient saw Rheumatologist on 21-DEC-2007 for a routine check-up and when blood was drawn. CK result came back later that day showing
19,900, patient was advised to go to the hospital. Upon admission, CK was 50,000. The patient had been exercising between the blood draws (no baseline CK
level available). The patient was hospitalized for three days and received hydration. Discharge diagnosis was "enzyme deficiency". The patient had an EMG
and muscle biopsy (dates unspecified) but results are not available. She was due for her second dose of GARDASIL but had canceled her appointment.
Additional information has been requested.

Symptom Text:

creatinine; DEPO-PROVERA; vitamins (unspecified)Other Meds:
Lab Data:
History:

Fibromyalgia; migrainePrex Illness:

serum creatine kinase, 12/21/07, 50,00; serum creatine kinase, 12/21/07, 19,90

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

304025-1 (S)

01-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Blood creatine phosphokinase increased, Enzyme abnormality

 ER VISIT, HOSPITALIZED, SERIOUS

Other Vaccine
31-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Nov-2007
Vaccine Date

14-Nov-2007
Onset Date

1
Days

01-Feb-2008
Status Date

FR
State

WAES0801USA05160
Mfr Report Id

Information has been received from a physician and foreign Health Authority concerning a 28 year old female patient who on 11-MAY-2006 was vaccinated with
a first dose of Gardasil and on 13-NOV-2007 was vaccinated with a second dose of Gardasil (lot # not reported). On 14-NOV-2007 the patient developed
increased temperature, abnormal fatigue, dull headache and changed body odor. She was treated with ACETYSALICYLE ACID antibiotics and "virustatica".
Follow up information received on 22-JAN-2008 from the foreign Health Authority document # 27042 that the case had to be upgraded as the reporter
considered it as medically significant. It was reported that the patient also developed increased lacrimation. She was nearly permanent in status of employee's
illness, a lot consultations, up to now she was without recovery. The other business partner numbers included 27042 and E2008-00366. Additional information
had been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
28.0

304026-1

01-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Body temperature increased, Fatigue, Headache, Inappropriate schedule of drug administration, Lacrimation increased, Skin odour abnormal

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
31-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Nov-2007
Vaccine Date

14-Jan-2008
Onset Date

54
Days

01-Feb-2008
Status Date

OH
State Mfr Report Id

Had influenza symptoms (fever, cough) and positive nasopharyngeal swab for influenza about 2 months after influenza vaccine.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

NP swab for influenza Ag
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
9.0

304032-1

01-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Cough, Influenza like illness, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
31-Jan-2008

Received Date

Flu~Influenza (no brand name)~2~2~In Sibling|Flu~Influenza (no brand name)~4~2~In SiblingPrex Vax Illns:

HPV4
FLU

MERCK & CO. INC.
SANOFI PASTEUR

10604
U2527AA

2
1

Left arm
Right arm

Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Jan-2008
Vaccine Date

Unknown
Onset Date Days

01-Feb-2008
Status Date

GA
State Mfr Report Id

pt in clinic 1-24-08 for health check.  Last menses 1-1-08.  Was given TDAP, MCV4, Hepatitis A & HPV vaccines 1-24-08.  Client RTC 1-28-08 for pregnancy
test.  Test was positive pregnancy.  EDC 10-8-08.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

Test was positive pregnancy.
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

304036-1

01-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy

 NO CONDITIONS, NOT SERIOUS

Related reports:   304036-2

Other Vaccine
31-Jan-2008

Received Date

Prex Vax Illns:

TDAP
MNQ
HEPA

HPV4

SANOFI PASTEUR
SANOFI PASTEUR
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

C2759AA
U2172AA
AHAVB163AB

0522U

0
0
0

0

Left arm
Right arm
Left arm

Right arm

Intramuscular
Intramuscular
Intramuscular

Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Jan-2008
Vaccine Date

24-Jan-2008
Onset Date

0
Days

05-Mar-2008
Status Date

--
State

WAES0801USA05572
Mfr Report Id

Initial and follow up information has been received from a registered nurse concerning a 15 year old female with no medical history, who on 24-JAN-2008 was
vaccinated with a first dose of GARDASIL (Lot# 657737/0522U). There was no concomitant medication. Subsequently, the patient was pregnant. The patient's
last menstrual period was 01-JAN-2008 and her estimated delivery date was 07-OCT-2008. No adverse reactions were reported. At the time of the report, the
outcome of the patient was unknown. No product quality complaint was involved. Follow-up information indicated that the patient terminated the pregnancy on
an unspecified date. Upon internal review the termination of the pregnancy was considered to be an other important medical event. Additional information is not
expected.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 1/1/2008)Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

304036-2

05-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abortion induced, Drug exposure during pregnancy

 NO CONDITIONS, NOT SERIOUS

Related reports:   304036-1

Other Vaccine
04-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0522U 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jan-2008
Vaccine Date

18-Jan-2008
Onset Date

0
Days

01-Feb-2008
Status Date

WI
State Mfr Report Id

One hour after immunization, pt became nauseated, lightheaded with chest pain. Went to ER to receive IV fluids.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

304041-1

01-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Chest pain, Dizziness, Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
31-Jan-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 00064045 2 Left arm Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Nov-2007
Vaccine Date

14-Nov-2007
Onset Date

0
Days

01-Feb-2008
Status Date

VT
State Mfr Report Id

Immediately after shots - became Faint with pulse 50; Next Am had syncopal episode -> ER -> hosp Adm. with significant bradycardia -> cardiac work-up; now
on Atenolol.  2/1/08 Reviewed ER medical records of 11/15/07 which reveal patient experienced feeling lightheaded, warmth & nauseated.  Felt faint, lost
consciousness & collapsed for approx 1 min witnessed by parent.  Recovered at the scene.  In ER placed on O2.  Had additional episodes of syncope w/HR
30's while laying on gurney in ER.  Noted to have eye twitching, pallor & eyes rolling back in head, flaccid.  Awoke immediately but was very tired.  Transferred
to higher level of care. FINAL ER Dx: syncope of unknown cause. 2/8/08 Reviewed hospital medical records which reveal patient admitted to PICU 11/15-
11/16/2007.  Cardio consult done.  Syncopal episodes felt to be neurocardiogenic w/significant cardioinhibitory component, resulting in secondary
bardycardia/asystole & syncope.  Tx w/meds & hydration & d/c to home w/cardio f/u. FINAL DX: syncope, probably neurally-mediated syncope; periods of
marked bradycardia.

Symptom Text:

YazOther Meds:
Lab Data:

History:
nonePrex Illness:

Labs EKG - Seen by cardiologist ER LABS: CBC, chemistry, cardiac enzymes, UA all WNL. Hospital LABS: EKG revealed bracycardia. Echocardiogrm WNL.
Stress test WNL.
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

304109-1 (S)

11-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Bradycardia, Cardiovascular disorder, Dizziness, Eye movement disorder, Fatigue, Feeling hot, Gaze palsy, Hypotonia, Intensive care, Loss of consciousness,
Nausea, Oxygen supplementation, Pallor, Syncope, Syncope vasovagal

 HOSPITALIZED, SERIOUS

Other Vaccine
01-Feb-2008

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2182AA
0929U

0
0

Right arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 6841
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Jan-2008
Vaccine Date

25-Jan-2008
Onset Date

15
Days

04-Feb-2008
Status Date

FR
State

WAES0801USA05394
Mfr Report Id

Information has been received from a health professional concerning a 17 year old female with genetic disease with renal failure and hormonal deficiency who
on 10-JAN-2008 was vaccinated with the first primary dose of GARDASIL. Route and site of administration were not reported. Concomitant therapy included
TRI-CYCLEN and corticosteroids (unspecified). Within 15 days post vaccination, on approximately 25-JAN-2008, the patient experienced weight increased of 5
kg and developed about 20 cysts in the breast. No exploration was performed at the time of reporting. The patient was hospitalized in the pediatric unit for
investigation. Diagnostic ultrasound was scheduled on 29-JAN-2008. The reporter felt that the events were serious for other important medical events. Other
business partner numbers include E2008-00585. Additional information has been requested.

Symptom Text:

TRI-CYCLEN, Unk - Unk; corticosteroids (unspecified), Unk - UnkOther Meds:
Lab Data:
History:

Renal failure; Hormonal imbalancePrex Illness:

ultrasound, 29Jan08

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

304124-1 (S)

04-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Breast cyst, Weight increased

 HOSPITALIZED, SERIOUS

Other Vaccine
01-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6842
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
04-Feb-2008
Status Date

KS
State

WAES0801USA05563
Mfr Report Id

Information has been received from a physician concerning a female approximately 14 or 15 years old with a history of seizures who on an unknown date was
vaccinated with a first dose of Gardasil. Subsequently on an unknown date the patient fainted and when she came to she convulsed for about five seconds.
The patient did not require any additional emergency intervention. Subsequently, on an unknown date the patient fully recovered. Upon internal review the
event of convulsions was considered to be an other important medical event. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Convulsion

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

304125-1

04-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Condition aggravated, Convulsion, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
01-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6843
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Sep-2007
Vaccine Date

21-Sep-2007
Onset Date

0
Days

04-Feb-2008
Status Date

--
State

WAES0801USA05615
Mfr Report Id

Information has been received from a registered nurse concerning a 19 year old female with asthma, anxiety depression and no known drug reactions/allergies
who on 21-Sep-2007 her second vaccination with Gardasil (Lot #658490/0802U).  Concomitant therapy included FLONASE and albuterol.  On 21-Sep-2007 the
patient fainted after receiving her second dose of Gardasil.  The patient hit her head on the wall after fainting and was taken by ambulance to the emergency
room.  Subsequently, the patient recovered.  It was noted that although the patient suffers from anxiety depression disorder she was not nervous at the time of
the injection.  The patient received her third dose Gardasil on 25-Jan-2008 and did not faint afterward.  The registered nurse considered the patient fainted and
hit her head on the wall to be other important medical events since the patient was taken by ambulance to the emergency room.  Additional information has
been requested.

Symptom Text:

Albuterol; FLONASEOther Meds:
Lab Data:
History:

Asthma; Anxiety depressionPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

304126-1

04-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Head injury, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
01-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0802U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6844
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Jan-2008
Vaccine Date

09-Jan-2008
Onset Date

1
Days

05-Feb-2008
Status Date

AL
State Mfr Report Id

Onset, 01/09/08-nausea,vomiting, dizziness,abdominal pain. Pt. out of school 01/10-01/11/08. Returned to school 1/14/08 but "felt bad". Seen by doctor
1/16/08 and dx as "stomach virus gastroenteritis. Out of school 1/15/08-1/17/08. Mother made report on 1/16/08. Follow up call on 1/18/08 revealed no hx of
fever or rash.

Symptom Text:

Other Meds:
Lab Data:
History:

None reportedPrex Illness:

None.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

304133-1

05-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Dizziness, Gastroenteritis viral, Malaise, Nausea, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
01-Feb-2008

Received Date

Prex Vax Illns:

MNQ
HEPA

HPV4

SANOFI PASTEUR
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

U2407AA
AHAVB175AA

0384U

0
0

0

Left arm
Left arm

Right arm

Intramuscular
Intramuscular

Intramuscular



10 JUN 2008 06:27Report run on: Page 6845
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Jan-2008
Vaccine Date

30-Jan-2008
Onset Date

1
Days

05-Feb-2008
Status Date

NE
State Mfr Report Id

Dizziness, shortness of breath, tenderness in arm, felt like fainting, upset stomach, shakinessSymptom Text:

Ortho-Tricyclin LoOther Meds:
Lab Data:
History:

NonePrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

304145-1

05-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Dyspnoea, Stomach discomfort, Tenderness, Tremor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
03-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 6846
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Jan-2008
Vaccine Date

Unknown
Onset Date Days

04-Feb-2008
Status Date

MO
State Mfr Report Id

None reported.  No adverse events.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

304155-1

04-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
01-Feb-2008

Received Date

Prex Vax Illns:

HPV4
FLU
HEPA

MERCK & CO. INC.
SANOFI PASTEUR
GLAXOSMITHKLINE
BIOLOGICALS

0523U
U2524AA
AHAVB171AA

3
2
2

Right arm
Left arm

Right arm

Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 6847
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
04-Feb-2008
Status Date

MO
State Mfr Report Id

None reported.  No adverse events.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

304156-1

05-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
01-Feb-2008

Received Date

Prex Vax Illns:

VARCEL
TDAP
HEPA
HPV4
MNQ

MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.
MERCK & CO. INC.
SANOFI PASTEUR

1493U
C2775AA
0800U
1210U
U2403AA

2
1
1
1
1

Left arm
Left arm

Right arm
Left leg

Right arm

Unknown
Unknown
Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 6848
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Jan-2008
Vaccine Date

29-Jan-2008
Onset Date

1
Days

04-Feb-2008
Status Date

MA
State Mfr Report Id

Fever up to 103, headache, tiredness.  Slightly stiff neck day after (3) vaccines were administered.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
Migraine

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

304158-1

20-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Fatigue, Headache, Musculoskeletal stiffness, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
01-Feb-2008

Received Date

Prex Vax Illns:

MNQ
HPV4
HEPA

SANOFI PASTEUR
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

U2542AA
1487U
AHAVB171AA

0
2
0

Right arm
Right arm
Left arm

Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 6849
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Jan-2008
Vaccine Date

31-Jan-2008
Onset Date

0
Days

04-Feb-2008
Status Date

NY
State Mfr Report Id

1 minute after vaccine administration, patient fell back on exam table eyes open and fixed, unresponsive, hands twitching with decorticate posturing.  Event
lasted approximately 20-30 seconds postictal for 3-5 minutes.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

304160-1

05-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Immediate post-injection reaction, Muscle twitching, Postictal state, Posturing, Unresponsive to stimuli

 ER VISIT, NOT SERIOUS

Other Vaccine
01-Feb-2008

Received Date

Prex Vax Illns:

TDAP

HEPA

HEP
HPV4

GLAXOSMITHKLINE
BIOLOGICALS
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
MERCK & CO. INC.

AC52B019AA

AHAVB275AA

0570U
1487U

Left arm

Right arm

Left arm
Right arm

Unknown

Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 6850
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Jan-2008
Vaccine Date

31-Jan-2008
Onset Date

1
Days

04-Feb-2008
Status Date

MA
State Mfr Report Id

Temperature 101.7, pain at injection site.  Advise Tylenol for temperature.  Cool compresses to site.  Call if symptoms change.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

304162-1

05-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Body temperature increased, Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
01-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 6851
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Jan-2008
Vaccine Date

22-Jan-2008
Onset Date

11
Days

04-Feb-2008
Status Date

LA
State

LA080201
Mfr Report Id

On 1-22-08, broke out in rash on chest - spread to back, arms, legs and hands.  Red raised, flat in middle - brown spot - itchy.  Treated with Calamine Lotion,
Benadryl - Going to dermatologist today.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

304165-1

04-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus, Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
01-Feb-2008

Received Date

Prex Vax Illns:

TDAP
HPV4
MNQ

SANOFI PASTEUR
MERCK & CO. INC.
SANOFI PASTEUR

C2775AA
0523U
U2537AA

0
0
0

Left arm
Right arm
Left arm

Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 6852
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Dec-2007
Vaccine Date

01-Dec-2007
Onset Date

0
Days

05-Feb-2008
Status Date

FR
State

WAES0801USA05392
Mfr Report Id

Information has been received from a health authority concerning an 18 year old female with allergy and a history of asthma and gastrooesophageal reflux who
in December 2007, was vaccinated with a first dose of Gardasil. In December 2007, five hours post vaccination the patient experienced a severe asthmatic
attack, fever, and nausea. Two days later the patient developed bronchitis. The patient was treated with antibiotics. Subsequently, the patient recovered five
days afterwards. The reporter felt that the events were serious for an other important medical event. Other business partner numbers include E2008-0060.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

HypersensitivityPrex Illness:

Unknown
Asthma; Gastrooesophageal reflux

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

304199-1

14-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Asthma, Bronchitis, Condition aggravated, Nausea, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
04-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6853
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Oct-2007
Vaccine Date

01-Oct-2007
Onset Date

0
Days

05-Feb-2008
Status Date

--
State

WAES0801USA05488
Mfr Report Id

Information has been received from a representative concerning a female (age not reported) who in approximately October 2007, (about 4 months ago) was
vaccinated with a first dose of Gardasil (lot# unknown) and had fainted and had a seizure. The patient did receive other shots during that time. The patient had
not come in for her second dose of Gardasil. At the time of reporting and the seizure it was reported a physician "had come in". The patient was reported as
doing "okay". There is no further information. Upon internal review seizure is considered to be an OME (other medical event). Additional information has been
requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

304200-1

05-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
04-Feb-2008

Received Date

Prex Vax Illns:

UNK
HPV4

UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL 0

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 6854
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Nov-2007
Vaccine Date

28-Nov-2007
Onset Date

0
Days

05-Feb-2008
Status Date

--
State

WAES0801USA05484
Mfr Report Id

Information has been received from a representative concerning a female (age not reported) who on approximately 28-NOV-2007 (reported a "2 months ago")
was vaccinated with a second dose of Gardasil (lot# unknown). Subsequently the patient had fainted and had a seizure. It was reported that other shots were
administered at this time though none were specified. The patient may or may not come back for the third dose of Gardasil. There was no physician available
following the fainting and the seizure unfortunately so the staff stabilized the individual and took her to the ER. There was no further information available. the
patient was reported as doing "okay". Upon internal review seizure is considered to be an OME (other medical event). Additional information has been
requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

304201-1

05-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
04-Feb-2008

Received Date

Prex Vax Illns:

UNK
HPV4

UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL 1

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 6855
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Feb-2007
Vaccine Date

Unknown
Onset Date Days

05-Feb-2008
Status Date

NJ
State

WAES0801USA05252
Mfr Report Id

Information has been received from a nurse concerning a 23 year old female patient who in February 2007, was vaccinated IM with a dose of Gardasil (lot#
656049/0187U).  Subsequently the patient was diagnosed with cervical cancer and was hospitalized.  The cold knife cone biopsy was performed on 03-May-
2007 and "margins were clear".  The cervix was still intact.  In June 2007 the patient was recovered.  The reporting investigator considered cervical cancer to
be disabling.  Upon internal review cervical cancer considered to be an other important medical event.  No product quality complaint was involved.  Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Colposcopy; cervix conization 05/03/07; Pap test - abnormal
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

304202-1 (S)

05-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Cervix carcinoma

 EXTENDED HOSPITAL STAY, HOSPITALIZED, PERMANENT DISABILITY, SERIOUS

Other Vaccine
04-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0187U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6856
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-May-2007
Vaccine Date

01-May-2007
Onset Date

0
Days

05-Feb-2008
Status Date

--
State

WAES0801AUS00206
Mfr Report Id

Information has been received in a newspaper article concerning a female who in late May 2007, was vaccinated with her first dose of Gardasil whilst at school.
The patient stated that instantly after the shot she began crying "because the shot itself hurt so much". An hour later, at 10:30 am, the patient felt nauseated,
very dizzy and weak. She laid down on a bed in the sick bay. Subsequently, she experienced hallucinations, described by the patient as "The kookaburras were
flying out of the picture at one point and attacking me, and I couldn't see most of the rainforest animals and the ones I could see were also coming at me ...".
After a few hours had passed, the patient stated that her entire right side had become paralyzed, her hand was clenched in a fist that she couldn't open, she
couldn't lift her right leg off the bed and the right side of her face was weak. at 3:30 pm the patient's mother took her to see a physician, who sent her home to
rest. Subsequently, the patient's symptoms resolved. After the patient's second and third doses of Gardasil (Date not reported) the patient stated that her
"reactions were less serious", with prolonged weakness and dizziness after the second dose and mild weakness and very slight dizziness, after the third dose.
Subsequently, the patient's symptoms resolved. The reporter considered that her symptoms were related to administration of Gardasil. Upon internal review,
paralysis was considered to be an other important medical event. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

304203-1

05-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Crying, Dizziness, Facial paresis, Hallucination, Hemiplegia, Hypokinesia, Injection site pain, Muscle rigidity, Nausea, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
04-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6857
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Jan-2008
Vaccine Date

29-Jan-2008
Onset Date

1
Days

05-Feb-2008
Status Date

NH
State Mfr Report Id

24 hours after vaccine, patient had a central locally tender, red, slightly indurated area at varivax immunization site.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

304235-1

06-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site induration, Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
04-Feb-2008

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

1583U
0928U

1
1

Right arm
Left arm

Subcutaneously
Unknown



10 JUN 2008 06:27Report run on: Page 6858
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Jan-2008
Vaccine Date

25-Jan-2008
Onset Date

0
Days

05-Feb-2008
Status Date

AZ
State Mfr Report Id

Dizziness, light headed, prolonged observed in office. Rx Meclizine. Mom claims similar symptoms lasted 1 wk after the 1st Gardasil dose.Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

304245-1

05-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
04-Feb-2008

Received Date

Same~HPV (Gardasil)~1~15~In PatientPrex Vax Illns:

HPV4 MERCK & CO. INC. 0928U 2 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 6859
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Jan-2008
Vaccine Date

14-Jan-2008
Onset Date

0
Days

05-Feb-2008
Status Date

CT
State Mfr Report Id

Started to complain of pain in right deltoid -site of injection; HPV #2, 2 hrs after injection - felt stiff - difficulty sleeping ; Next a.m. very pale dizzy, nausea. went
to ER that night 1/14

Symptom Text:

Concerta 27mg qd; clonodine QHSOther Meds:
Lab Data:
History:

nonePrex Illness:

Also received Menactra in left arm at same visit
Mental retardation, ADHD, Febrile seizures

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

304252-1

12-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Insomnia, Musculoskeletal stiffness, Nausea, Pallor

 ER VISIT, NOT SERIOUS

Other Vaccine
04-Feb-2008

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

02407AA
0011U

0
0

Left arm
Right arm

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 6860
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Jan-2008
Vaccine Date

30-Jan-2008
Onset Date

0
Days

05-Feb-2008
Status Date

OK
State Mfr Report Id

Patient was in for her second HPV shot and was given it without any difficulty at approximatly 03:55 pm on 01-30-2008.  They had left the health department
and got in private vehicle.  Mother came running back in and stated that patient had spazed or something.  The mother said she had jerked and moved her
arms around and was scaring her.  I went out to the vehicle and patient was sitting in an upright position and was very pale she was alert and oriented x3.  She
said she couldn't hear her mother talking to her and mother said she couldn't respond.  Her mother had asked her if she was joking or what and patient told her
no.  I brought her back into the health department obtained her vital signs and they were stable  (B/P 118|74 heart rate 58, respirations 16). Patient stated that
she felt very weak. This was approximately 04:05 pm I layed her down and elevated her feet.  She remaind alert and oriented.  Her color came back to her face
and I released her to her mothers care with instructions to take her to emergency room if any other problems and to let us know at 04:30pm.  I called to follow
up with her at approximately 05:30pm and patient had had no other problems. Patient was very nervous about the shot but was in the room with her little
brother so she tried to be very big about it.  She had started laughing and then held her breath for just a second while I was giving the shot.  She had watched
her little brother take his shots and he was a fighter.

Symptom Text:

noOther Meds:
Lab Data:
History:

noPrex Illness:

n/a
none known

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

304254-1

05-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Breath holding, Muscle spasms, Pallor, Unresponsive to stimuli

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
04-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0928U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 6861
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Jan-2008
Vaccine Date

02-Jan-2008
Onset Date

0
Days

05-Feb-2008
Status Date

AZ
State Mfr Report Id

After receiving immunizations client immediately left clinic with mother and siblings.  She felt light headed and fainted.  This was not witnessed by any staff
members.  Mother reported child struck right cheek when she fell.  At home developed nausia/vomiting and became very tired.  Mothe took child to emergency
department for evaluation.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

Accucheck, Postural Blood Pressure
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

304262-1

05-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Fatigue, Head injury, Nausea, Syncope, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
04-Feb-2008

Received Date

Prex Vax Illns:

TDAP

HPV4
MNQ
HEPA

FLUN

GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
SANOFI PASTEUR
GLAXOSMITHKLINE
BIOLOGICALS
MEDIMMUNE VACCINES, INC.

AC52B016BA

0525U
U2538AA
C2771AA

500492P

0

0
0
0

0

Left arm

Right arm
Left arm

Right arm

Unknown

Intramuscular

Intramuscular
Intramuscular
Intramuscular

Unknown



10 JUN 2008 06:27Report run on: Page 6862
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Jan-2008
Vaccine Date

29-Jan-2008
Onset Date

0
Days

05-Feb-2008
Status Date

MO
State Mfr Report Id

Pecived 2ND gardasil tue. jan 29th. Started having abd. pain that Night. Pain Sharp and Radiated into Back. Patient called 2-1-08 at 430 pm to Ask if related to
shot. No Nausea; No vomiting. No Fever. Pain gone by Am 2-2-08. was instructed to go to ER if symptoms got worse.

Symptom Text:

BCPOther Meds:
Lab Data:
History:

NonePrex Illness:

Allergy to Iodine

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

304284-1

05-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Back pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
04-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1265U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 6863
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Jan-2008
Vaccine Date

14-Jan-2008
Onset Date

0
Days

05-Feb-2008
Status Date

NY
State Mfr Report Id

Pt received HPV #2 on 1/14/08.  Since has had pain at site + small tender nodule in muscle at site.  No redness or s/s infection.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

304285-1

05-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site nodule, Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
04-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1208F 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 6864
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Nov-2007
Vaccine Date

15-Dec-2007
Onset Date

32
Days

05-Feb-2008
Status Date

NC
State Mfr Report Id

This form is being completed by parent who is a physician. 16 yo female with 2 y h/o JRA, stable on 20 mg piroxicam q day.  H/O only 3 mild flares.  Pt received
3 vaccines at regular healthy child visit on 8/23/07:first dose ever of MCV4,Hep A, and HPV.  On 11/13/07 she received 2nd dose of HPV. In mid December
(specific time to onset unknown) she developed multiple, scattered, small painful pustules on her toes filled with clear liquid and two swollen and painful toes.
Over the following weeks her wrists, multiple toes and joints of her fingers swelled and became quite painful with reduced range of motion. She visited her
pediatric rheumatologist for a regularly scheduled visit on Jan 2. "low dose" Methotrexate q week and folic acid were initiated. Little improvement in symptoms
at this time.

Symptom Text:

piroxicam 20 mg/dOther Meds:
Lab Data:
History:

nonePrex Illness:

Please contact pediatric rheumatologist
JRA

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

304298-1

05-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Condition aggravated, Joint range of motion decreased, Joint swelling, Oedema peripheral, Pain in extremity, Rash pustular

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
05-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. UNKNOWN BY
PARE

1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6865
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Nov-2007
Vaccine Date

26-Nov-2007
Onset Date

17
Days

06-Feb-2008
Status Date

FR
State

WAES0801USA05390
Mfr Report Id

Information has been received from a general practitioner concerning an 18 year old female with a history of gastrointestinal infection and upper respiratory
tract infection who on 09-Nov-2007 was vaccinated with her second dose of Gardasil (Lot #1537F; Batch #NF3810) intramuscularly into the upper arm.  On 26-
Nov-2007 the patient presented at the physician with a maculo-papular rash in the area of both fore legs.  She was referred to a dermatologist who diagnosed
Purpura Schoenlein-Henoch.  On 04-Dec-2007 she was hospitalized.  Diagnosis was "allergic vasculitis, probably infect-associated".  It was pointed out that the
respiratory tract infection preceeded the onset of symptoms.  A role of the vaccine was not discussed.  The patient was treated with prednisolon (DECORTIN H)
and mometason (Ecural) fatty ointment.  Prophylactically, pantozol was administered.  Additionally compression therapy of both legs was started.  The patient
left the hospital on her own demand on 07-Dec-2007.  The patient's final outcome was unknown to the reporter.  The third dose of Gardasil will not be carried
out.  The first dose of Gardasil was tolerated well.  No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Gastrointestinal infection; Upper respiratory tract infection

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

304330-1 (S)

06-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Henoch-Schonlein purpura, Leukocytoclastic vasculitis, Rash maculo-papular

 HOSPITALIZED, SERIOUS

Other Vaccine
05-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1537F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6866
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Sep-2007
Vaccine Date

12-Oct-2007
Onset Date

17
Days

06-Feb-2008
Status Date

--
State

WAES0801USA05321
Mfr Report Id

Information has been received from a 24 year old female consumer who on 25-JUL-2007 was vaccinated with her first dose of Gardasil (Lot # 658490/0802U).
On 25-SEP-2007, the patient was vaccinated with her second dose of Gardasil (Lot # 656050/0245U).  On 25-Jan-2008, the patient was vaccinated with her
third dose of Gardasil (Lot # 659439/1267U).  There was no concomitant medication.  On an unspecified date, the patient found out she was pregnant (LMP
approximately 12-OCT-2007).  The patient had unspecified blood work performed.  On an unspecified date, the patient had to go to the emergency room where
she was informed that she had a miscarriage.  No additional information was provided.  Upon internal review, miscarriage was considered to be an other
important medical event.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 10/12/2007)Prex Illness:

diagnostic laboratory

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

304331-1

06-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
05-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1267U 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6867
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jul-2007

Vaccine Date
01-Jul-2007
Onset Date

0
Days

06-Feb-2008
Status Date

--
State

WAES0801USA05961
Mfr Report Id

Information has been received from a newspaper article concerning a 24 year old female who in approximately July 2007, was vaccinated with a dose of
Gardasil.  Less than a month after receiving Gardasil, the patient blacked out and had a seizure ("or what looked like one").  It was reported that her doctors
could not figure out what's wrong.  At the time of reporting, the patient was still blacking out, dizzy all the time and having minor convulsions.  Upon internal
review, the patient's seizure was considered an other important medical event.  Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

304332-1

06-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Dizziness, Loss of consciousness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
05-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6868
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
06-Feb-2008
Status Date

--
State

WAES0801USA05960
Mfr Report Id

Information has been received from a newspaper article concerning a 14 year old "very healthy, athletic" female with no previous reaction to shots who on an
unspecified date was vaccinated with Gardasil.  The patient was concomitantly vaccinated with meningococcal vaccine (unspecified).  The patient immediately
fainted and had a seizure.  The outcome was unknown.  Upon internal review, the patient's seizure was considered an other important medical event.
Additional information is not expected.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

304333-1

06-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Immediate post-injection reaction, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
05-Feb-2008

Received Date

Prex Vax Illns:

MEN
HPV4

UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL 0

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 6869
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Jan-2008
Vaccine Date

21-Jan-2008
Onset Date

0
Days

06-Feb-2008
Status Date

MO
State

WAES0801USA04391
Mfr Report Id

Information has been received from a registered nurse concerning a 17 year old female with a history of an orbital fracture, knee operation, fainting at needles,
and no drug allergies, who on 21-JUN-2007 was vaccinated with a first dose of Gardasil.  The patient was vaccinated with a second dose of Gardasil on an
unspecified date.  On 21-JAN-2008 the patient was vaccinated intramuscularly with a 0.5 mL third dose of Gardasil (Lot# 659437/1266U).  There was no
concomitant medication.  On 21-JAN-2008 the patient had a seizure in the office.  The patient was administered the vaccine in a lying position and was
observed for 10 minutes.  When the patient stood to leave, she felt dizzy and was seated back on the exam table.  At that time, the patient fell back onto the
table, drew up her arms, clinched her hands in towards her chest and her legs became stiff.  The nurse reported that the patient had demonstrated "dolls eyes".
 The patient's pupils were dilated 7-8mm.  The patient was having seizure movements, but not thrashing about.  The patient was unresponsive, but did not lose
complete consciousness.  The seizure lasted 3-5 minutes.  After the seizure the patient was "pasty colored" and sweating.  At this time the patient was able to
speak, but could not "track" (she could follow the person that was speaking to her).  At this time the patient's breathing was labored but she was not in distress.
The nurse called EMS and the patient was taken to the emergency room for evaluation.  While the patient was being assisted to the litter she again became
pale and fell onto the litter.  The patient was not able to follow directions given to her by the EMS.  The patient's head was turned in the opposite direction of
people speaking to her.  No laboratory diagnostic studies were performed.  The patient was released home with her mom (a scrub nurse at the hospital she
was evaluated at).  The nurse reported that the mother told her that the patient had taken a nap on the previous afternoon and when she woke up her mother
allowe

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
Orbital fracture; knee operation; syncope vasovagal

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

304334-1

06-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Dizziness, Dyspnoea, Fall, Hyperhidrosis, Muscle rigidity, Mydriasis, Pallor, Unresponsive to stimuli, Vision blurred

 ER VISIT, NOT SERIOUS

Other Vaccine
05-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1266U 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6870
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Jan-2008
Vaccine Date

22-Jan-2008
Onset Date

0
Days

06-Feb-2008
Status Date

LA
State Mfr Report Id

Seizure like episode lasting approx 10 seconds. 2/14/08-records received for DOS 1/22/08- Became light-headed after vaccination, eye began rolling back,
unresponsive to voice. Began jerking movements of right and left arm and head. Post ictal state. 5/27/08-DC Summary received for DOS 1/22-1/23/08-DC DX:
Reaction to HPV vaccine. Light headed few seconds after vaccination.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Accu check; CBC; CMP; EEG & EKG 2/14/08-records received-EEG normal awake and drowsy EEG. Labs within normal limits.
None 2/14/08-records received-HX of psoriasis.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

304337-1 (S)

28-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Dizziness, Dyskinesia, Gaze palsy, Immediate post-injection reaction, Unresponsive to stimuli

 HOSPITALIZED, SERIOUS

Other Vaccine
05-Feb-2008

Received Date

~DTaP (no brand name)~3~1~In PatientPrex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2323AA
1266U 0

Left arm
Right arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 6871
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
M

Gender
29-Nov-2007
Vaccine Date

29-Nov-2007
Onset Date

0
Days

07-Feb-2008
Status Date

GA
State Mfr Report Id

Pt. states she developed flu type symptoms the day of first vaccine. (joint and muscle pain,etc.)Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

304354-1

07-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Influenza, Myalgia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
05-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1740U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6872
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Dec-2007
Vaccine Date

17-Dec-2007
Onset Date

0
Days

06-Feb-2008
Status Date

MI
State Mfr Report Id

Vaccine given 12/17/07, developed hives per mom that evening on arms, neck and torso. Given antihistamine with resolution of symptoms.Symptom Text:

ZyrtecOther Meds:
Lab Data:
History:
Prex Illness:

None
Walnut/Pecan/shellfish/mold/grass/dust/tree

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

304370-1

06-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
05-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0890F 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 6873
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Jan-2008
Vaccine Date

31-Jan-2008
Onset Date

2
Days

06-Feb-2008
Status Date

NJ
State Mfr Report Id

Orange size circle, raised and red, painful.  No fever, positive welting.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
Hypothyroidism

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

304376-1

06-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Pain, Swelling, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
05-Feb-2008

Received Date

Prex Vax Illns:

VARCEL
HPV4
MNQ

MERCK & CO. INC.
MERCK & CO. INC.
SANOFI PASTEUR

1515U
14480
U2222A

1
0
0

Left arm
Left arm

Right arm

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 6874
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jan-2008
Vaccine Date

23-Jan-2008
Onset Date

5
Days

07-Feb-2008
Status Date

GA
State Mfr Report Id

had localized reaction with rash. heat. swellingSymptom Text:

birth control pillsOther Meds:
Lab Data:
History:

nonePrex Illness:

none
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

304389-1

07-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Local reaction, Oedema peripheral, Rash, Skin warm

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
06-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1448U 2 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 6875
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Jan-2007
Vaccine Date

01-Feb-2008
Onset Date

366
Days

07-Feb-2008
Status Date

OR
State Mfr Report Id

Right Leg where varivax immunization administered was red, swollen and warm.  Size was 2-3 inches in diameter.  Patient had difficulty walking.Symptom Text:

Other Meds:
Lab Data:
History:

NoPrex Illness:

No

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

304394-1

07-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Gait disturbance, Oedema peripheral, Skin warm

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
06-Feb-2008

Received Date

Prex Vax Illns:

VARCEL
MNQ
TDAP

HPV4
HEPA

MERCK & CO. INC.
SANOFI PASTEUR
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

1518U
U2224AA
AC52B005BA

0243U
AHAVB149AA

1
0
0

0
0

Right leg
Right leg
Left leg

Right leg
Left leg

Subcutaneously
Intramuscular
Intramuscular

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 6876
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Nov-2007
Vaccine Date

29-Nov-2007
Onset Date

1
Days

07-Feb-2008
Status Date

OR
State Mfr Report Id

6-8 cm patch on right upper arm tricep area; 2 cm dark red patch with central punctate; 2 cm surrounding erythema; warm to touch; mild edema; no streaks, no
nodes.  Impression: Varicella injection site with secondary cellulitis versus local allergic reation. Plan: Keflex 500mg TID times 7 days, marked area of erythema
at border and return if increased redness, use benadryl and cool compresses.

Symptom Text:

yasminOther Meds:
Lab Data:
History:

noPrex Illness:

no

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

304402-1

07-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hypersensitivity, Injection site cellulitis, Injection site erythema, Oedema, Skin warm

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
06-Feb-2008

Received Date

Prex Vax Illns:

VARCEL
MNQ
HPV4

MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.

1513U
U2537AA
1265U

1
0
0

Right arm
Left arm

Right arm

Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 6877
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Aug-2007
Vaccine Date

07-Aug-2007
Onset Date

0
Days

07-Feb-2008
Status Date

--
State

WAES0709USA01297
Mfr Report Id

This report was identified from a line listing obtained on request by the Company from the FDA. A 21 year old female patient, on 07-AUG-2007, was vaccinated
with the third dose of Gardasil (lot# 658282/0929U). On 07-AUG-2007, two hours after the injection, she fainted, and had "shaking" seizure activity. The patient
was taken to the emergency room. At the time of this report, the outcome of the events was unknown. The original reporting source was not provided. No
further information is available. Follow up information had been received, via a company representative, in the form of a newspaper article containing a
statement made by the patient's mother, who had been present when her daughter had the seizure. The mother noted that the seizure occurred approximately
3 hours after vaccination. She reported that her daughter was followed up by a neurologist, had a computed tomography (CT) scan, magnetic resonance
imaging (MRI), blood work, electroencephalogram (EEG), and X-rays, all of which were negative. She added that "none of the physicians would say it was from
the vaccine," though she reported her "daughter is perfectly healthy, no medical problems, so I know it was from the vaccine." The outcome of seizures was not
specified. Upon internal review, "seizure activity 2 hours after injection" was considered to be serious, as an other important medical event. This report was filed
with the FDA. The ISR number is 1-2273704943.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Magnetic resonance negative; electroencephalography negative; x-ray negative; computed axial negative; hematology negative
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

304406-1

07-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Syncope, Tremor

 ER VISIT, NOT SERIOUS

Other Vaccine
06-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0929U 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6878
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Nov-2007
Vaccine Date

13-Dec-2007
Onset Date

17
Days

07-Feb-2008
Status Date

FR
State

WAES0801USA05659
Mfr Report Id

Information has been received from a health professional concerning a female patient of unspecified age, who on 26-NOV-2007 was vaccinated
intramuscularly (IM) with the first dose of Gardasil, (batch number not reported).  On 13-DEC-2007 the patient experienced abdominal pain with fever at 38
degrees Celsius (C).  She was hospitalized during one day. A diagnosis of appendicitis was suspected but was ruled out following the ultrasonography which
showed abdominal polyadenopathy.  The work-up found leucocytosis with 10,000 leucocytes and serum C-reactive protein (CRP) at 54.  She had no relevant
medical history.  Corrective treatment included paracetamol and NIFLURIL.  The patient recovered after 2 or 3 days.  In hospital she was diagnosed with virosis
with no identified infectious germs.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Prex Illness:

abdominal ultrasound, 13Dec07, abdominal polyadenopathy; WBC count, 13Dec07, 10,000; body temp, 13Dec07, 38 degrees Celsius; serum C-reactive
protein, 13Dec07, 54
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

304407-1 (S)

07-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Leukocytosis, Pyrexia, Viral infection

 HOSPITALIZED, SERIOUS

Other Vaccine
06-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6879
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Jul-2007

Vaccine Date
01-Aug-2007
Onset Date

15
Days

07-Feb-2008
Status Date

--
State

WAES0801USA05694
Mfr Report Id

Information has been received from a nurse practitioner concerning a 19 year old female with a history of seasonal sinus headache and seasonal allergy who
on 08-Jan-2007 was vaccinated IM with the first 0.5 mL dose of Gardasil (lot #655165/1425F).  On 12-Mar-2007 the patient was vaccinated IM with the second
0.5 mL dose of Gardasil (lot #655165/1425F).  On 17-Jul-2007 the patient was vaccinated IM with the third dose of Gardasil (lot #654272/0319U).  Concomitant
therapy included sertraline HC1 (ZOLOFT), alprazolam (XANAX), ethinyl estradiol/norethindrone acetate (ESTROSTEP) and iron (unspecified).  In August 2007
after administration of her third dose of Gardasil, the patient developed migraines.  The patient also experienced a tingling sensation in her extremities,
particularly her hands.  The patient fainted twice since her symptoms started.  An MRI and EKG were performed yielding normal results.  Iron levels (Fe)
showed low results.  The patient's status was reported as not recovered.  Migraines, tingling sensation in her extremities and fainting were considered to be
disabling.  Additional information has been requested.

Symptom Text:

Xanax; Estrostep; Iron (unspecified); ZoloftOther Meds:
Lab Data:
History:
Prex Illness:

magnetic resonance - normal; electrocardiogram - normal; urine iron test - low
Sinus headache; Seasonal allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

304408-1 (S)

07-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Migraine, Paraesthesia, Syncope

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Other Vaccine
06-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0319U 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6880
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Jan-2008
Vaccine Date

15-Jan-2008
Onset Date

0
Days

07-Feb-2008
Status Date

FR
State

WAES0801USA05863
Mfr Report Id

Information has been received from a general practitioner concerning a 12 year old female who on 08-JAN-2008 was vaccinated IM into the upper arm with the
third dose of Gardasil. On 15-JAn-2008 the patient experienced arthralgia in the left ankle joint. X-ray of the ankle joint showed normal results. The same date
the patient received an IM booster dose into the upper arm of REVAXIS. On 16-JAN-2008, the patient developed fever up to 38.9 C. The patient was treated
with anti-inflammatory ointment and ibuprofen tablets. On 17-JAN-2008 a blood sample was taken to determine inflammatory parameters. Symptoms were
ongoing at that time. Follow-up on 25-JAN-2008. It was reported that the patient was hospitalized. The case has to be upgraded. Fever increase in the course.
The left ankle joint was swollen and reddened. The patient was hospitalized, osteomyelitis was diagnosed, "septic genesis" was assumed. Antibiotic treatment
was started. At the time of the report the patient had already recovered from fever. Other symptoms were still ongoing. The reporting physician does not see a
relation to the vaccines anymore. Previous vaccinations with Gardasil were well tolerated. Other business partner numbers include: E2008-00327. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

X-ray 15Jan08 Comment: ankle joint x-ray showed normal results; hematology 17Jan08 Comment: results determine inflammatory parameters
Previous vaccinations with Gardasil were well tolerated.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

304409-1 (S)

07-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Erythema, Joint swelling, Osteomyelitis, Pyrexia

 HOSPITALIZED, SERIOUS

Other Vaccine
06-Feb-2008

Received Date

Prex Vax Illns:

HPV4
DTIPV

MERCK & CO. INC.
UNKNOWN MANUFACTURER

NULL
NULL

2 Unknown
Unknown

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 6881
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Jan-2008
Vaccine Date

26-Jan-2008
Onset Date

1
Days

07-Feb-2008
Status Date

FR
State

WAES0801USA06083
Mfr Report Id

Information has been received from a health care professional concerning a 14 year old female who on 25-JAN-2008 was vaccinated with a third dose of
Gardasil (lot # not reported). On 26-JAN-2008 the patient presented at the practice with myalgia and pain in limbs, fever, severe headache, meningism and
stupor. She was admitted to the neurological department of a hospital. The hospital reports was forwarded on 29-JAN-2008 where it was reported that
exhaustive laboratory examinations were carried out and showed normal results except for increased serum C-reactive protein test (CRP) which was 4.8 mg/dl
and decreased leukocytes (3.6 10^3/ul). Electrocardiogram (EEG), magnetic resonance imaging (MRI), electroencephalography (ECG) lumbar puncture
Cerebrospinal fluid (CSF) showed normal results. A mild upper respiratory tract infection was diagnosed. She was treated with ROCEPHIN and acetaminophen
"paracetamol". The reactions were supposed to be "postvaccinal or parainfectious". Meningism stopped on 27-JAN-2008. In the hospital report "stupor was not
mentioned. The patient was discharged on 28-JAN-2008 in a remarkable improved condition. On 29-JAN-2008 the reporter informed the office by phone that
she had recovered completely. The file is closed. The other business partner number includes: E2008-00611. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Prex Illness:

electroencephalography 27Jan08 Comment: Normal result; magnetic resonance imaging 27Jan08 Comment: Cranial magnetic resonance imaging normal
result; electrocardiogram 27Jan08 Comment: Normal result; spinal tap 27Jan08 Comment: Cerebrospinal
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

304410-1 (S)

07-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Meningism, Myalgia, Pain in extremity, Pyrexia, Stupor, Upper respiratory tract infection

 HOSPITALIZED, SERIOUS

Other Vaccine
06-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6882
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jun-2007
Vaccine Date

01-Jun-2007
Onset Date

0
Days

07-Feb-2008
Status Date

--
State

WAES0802USA00030
Mfr Report Id

Information has been received from a physician concerning his 11 (also reported as 10) year old granddaughter with no pertinent medical history or drug
reactions/allergies who in June 2007, was vaccinated with a first dose of Gardasil (lot# unknown).  There was no concomitant medication.  The patient had 3
seizures.  In June 2007, the patient experienced a seizure 10 days after her first dose of Gardasil.  The first seizure lasted about 90 minutes (also reported as
the patient experienced the onset of "a fugue-like" state lasting several hours).  The patient was examined in the emergency room and released.  On an
unspecified date in June 2007 the patient had an electroencephalography (EEG) and a magnetic resonance imaging (MRI) and the results were normal.  The
patient was not admitted to the hospital.  The patient recovered from the first seizure.  On an unspecified date the patient experienced a brief lack of conscious
activity and "appeared to be vacant or far away".  The patient was not experiencing any muscle jerking or twitching during an episode.  In August 2007, the
patient experienced a second seizure a few days after her second dose.  The patient recovered from the second seizure.  On 30-JAN-2008 the patient
experienced a third seizure in school.  By the time the father arrived at her school the patient was more responsive but still was unable to remember her father's
name.  The patient recovered a few minutes later.  The patient is asymptomatic other than the seizures.  The patient had not received her third dose of
Gardasil.  No further information was available.  Follow-up information was received from the grandfather who reported that his granddaughter is "transiently
confused following these episodes, had no warnings they are starting, and remembers nothing about them".  Upon internal review seizure is considered to be
an other medical event.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

electroencephalography, 06/??/07, normal; magnetic resonance, 06/??/07, normal
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

304411-1

07-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Amnesia, Confusional state, Convulsion, Depressed level of consciousness, Dissociative fugue, Vaccine positive rechallenge

 ER VISIT, NOT SERIOUS

Other Vaccine
06-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6883
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Jan-2008
Vaccine Date

21-Jan-2008
Onset Date

0
Days

07-Feb-2008
Status Date

VA
State Mfr Report Id

Rash all over body - warm to touch.  Pt states she feels like she's "on fire".  Given Epi & 40 mg Depo Medrol.  Sent home with.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

No known medicine allergies

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

304422-1

07-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Feeling hot, Rash generalised, Skin warm

 ER VISIT, NOT SERIOUS

Other Vaccine
06-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1448U 2 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 6884
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jan-2008
Vaccine Date

18-Jan-2008
Onset Date

0
Days

07-Feb-2008
Status Date

IL
State Mfr Report Id

10 days after injection pain at L deltoid site-began right after injection 1-18-08; seen by MD 1-28-08 with c/o pain from "neck down to fingers"; guarding arm &
not using L hand.  Positive tenderness at site of injection with pain at L deltoid-no firmness, no redness, positive pain with passive ROM >90 degrees.  Motrin
400mg po q 6 hours x2 days.  Recheck 48 hours.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

NKA; Hx ovarian cyst

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

304424-1

06-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Injected limb mobility decreased, Injection site pain, Pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
06-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1062U 1 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 6885
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Feb-2008
Vaccine Date

05-Feb-2008
Onset Date

0
Days

07-Feb-2008
Status Date

MD
State Mfr Report Id

Fainting and seizureSymptom Text:

Other Meds:
Lab Data:
History:

Had a ColdPrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

304438-1

07-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
06-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 6886
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Nov-2007
Vaccine Date

30-Nov-2007
Onset Date

2
Days

07-Feb-2008
Status Date

UT
State Mfr Report Id

The Client came in for #2 HPV. Client and mother stated that the client was having a menstrual cycle every 10 days since she received the vaccination. We
went through the literature on the HPV vaccine and told her we could not find that as a side effect. But this is a new vaccine and we would report this
information. We also instructed her to take her to her Dr. We did not do the #2 HPV. We told the client to talk to her Dr. before we give her the #2 dose.

Symptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

304439-1

07-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Menstrual disorder

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
06-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0927U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 6887
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Dec-2007
Vaccine Date

Unknown
Onset Date Days

07-Feb-2008
Status Date

VA
State Mfr Report Id

Developed rash approx. 2 wks after receiving 3rd HPV vaccine.  Rash on arms, legs & feet.  Mother reports cl. states she had slight rash after first and 2nd
shots as well, but did not tell anyone.  Was given Benadryl & mother states rash is fading.  Did not go to doctor.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

304446-1

06-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
06-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0927U 2 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 6888
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Jan-2008
Vaccine Date

30-Jan-2008
Onset Date

2
Days

07-Feb-2008
Status Date

CT
State Mfr Report Id

1-30-08 developed malaise and chills.  Subsequently developed fever and rash on trunk few hours later.  Evaluated 1-31-08.  Will treat symptomatically.Symptom Text:

Multi-vitaminsOther Meds:
Lab Data:
History:

NonePrex Illness:

Rapid strep negative.  Strep culture pending.
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

304454-1

08-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Chills, Malaise, Pyrexia, Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
06-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1448U 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6889
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Feb-2008
Vaccine Date

04-Feb-2008
Onset Date

0
Days

07-Feb-2008
Status Date

NY
State Mfr Report Id

About 1 hr after Gardasil dose developed hives face, arms, neck, chest on & off x2 days.  Itchy and burning.  Also lip swelling and face swelling.  Some
symptomatic relief with Benadryl on PE.  Mild lip and face swelling.  Prescribed Allegra 180 mg QD x3 d.  Events still evolving.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

304459-1

08-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Burning sensation, Lip swelling, Pruritus, Swelling face, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
06-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0930U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 6890
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Feb-2008
Vaccine Date

04-Feb-2008
Onset Date

0
Days

07-Feb-2008
Status Date

TX
State Mfr Report Id

Circular, red, inflamed area 50x40 mm to L arm.  HPV and meningococcal vaccine administered in same arm.  Pain began same evening of vaccine
administration.  Pt. took Aleve and hot shower, let hot water run on arm.

Symptom Text:

Birth control; Tuberculin PPD, Sanofi Pasteur Limited, C2670AA, RA, 1 previous doseOther Meds:
Lab Data:
History:
Prex Illness:

NKDA; no defects

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

304462-1

08-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site inflammation, Pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
06-Feb-2008

Received Date

Prex Vax Illns:

MNQ
HPV4
HEP

SANOFI PASTEUR
MERCK & CO. INC.
MERCK & CO. INC.

U2430AA
0928U
1148U

0
0
3

Left arm
Left arm

Right arm

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 6891
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Nov-2007
Vaccine Date

29-Nov-2007
Onset Date

2
Days

08-Feb-2008
Status Date

FR
State

WAES0802USA00539
Mfr Report Id

Information has been received from a gynecologist concerning a 15 year old female who on 27-NOV-2007 was vaccinated, 1st dose, with Gardasil (lot#
0482U). Concomitant therapy included hormonal contraceptives (unspecified) and L-THYROXIN. On 29-NOV-2007 the patient experienced dizziness. On 30-
NOV-2007 the patient experienced circulatory collapse and fever up to 40.3C. The patient was hospitalized for 5 days and treatment with antibiotics(NOS) was
performed. The patient had blood tests on an unspecified date and showed increased inflammatory values (nos). Subsequently, on an unspecified date the
patient recovered from the events. Other business partner numbers included: E2008-00716. No further information is available.

Symptom Text:

L-THYROXIN; Hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory test Comment: increased inflammatory values (NOS); temperature measurement 40.3C
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

304497-1 (S)

08-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Circulatory collapse, Dizziness, Pyrexia

 HOSPITALIZED, SERIOUS

Other Vaccine
07-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0482U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6892
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Jan-2008
Vaccine Date

21-Jan-2008
Onset Date

5
Days

08-Feb-2008
Status Date

RI
State Mfr Report Id

Pt developed lower extremity rash which at 1st looked urticarial to 1st provider but clearly evolved into Henoch Schonlein purpura over lower extremities.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

NL ASOT; normal BUN/CREAT/CBC/PLT; ESR set at 20; rapid strep negative
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

304509-1

08-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Henoch-Schonlein purpura, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
07-Feb-2008

Received Date

Prex Vax Illns:

TDAP

MNQ
HPV4

GLAXOSMITHKLINE
BIOLOGICALS
SANOFI PASTEUR
MERCK & CO. INC.

AC52B021BA

V2428AA
1446U

0

0
0

Left arm

Right arm
Left arm

Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 6893
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Jan-2008
Vaccine Date

29-Jan-2008
Onset Date

0
Days

08-Feb-2008
Status Date

OH
State Mfr Report Id

Pale(White), weakness, LOW heart rate, Dizziness, Past out,was out for about 90 sec. Put water on face, after came to gave her orange juice.  Patient was
also given at the same time 3 other shots. Tetanus,Hepatitis A,Meningococcal Vaccine. I had asked before she was given all of the shots if it would be to much
for her. They told me that it would be fine.

Symptom Text:

NONEOther Meds:
Lab Data:
History:

FINEPrex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

304523-1

08-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Dizziness, Heart rate decreased, Loss of consciousness, Pallor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
07-Feb-2008

Received Date

Prex Vax Illns:

MEN
HPV4
HEPA
DTAP

UNKNOWN MANUFACTURER
MERCK & CO. INC.
UNKNOWN MANUFACTURER
UNKNOWN MANUFACTURER

0?
0?
0?
0?

0
0
0
3

Right arm
Left arm

Right arm
Left arm

Intramuscular
Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 6894
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Dec-2007
Vaccine Date

16-Dec-2007
Onset Date

2
Days

08-Feb-2008
Status Date

PA
State Mfr Report Id

12/16/07 - PM - injection site left arm became red, increased over next couple days to about 2 inches in diameter.  Seen in doctor's office 12/20/07.  Redness
had started to fade by then, and completely resolved by 12/28/07.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

304547-1

08-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema

 ER VISIT, NOT SERIOUS

Other Vaccine
07-Feb-2008

Received Date

Prex Vax Illns:

VARCEL
HPV4
FLU
HEPA

MERCK & CO. INC.
MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.

1257U
1522U
U2531AA
1258U

1
2
1
1

Left arm
Left arm

Right arm
Right arm

Subcutaneously
Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 6895
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Apr-2007
Vaccine Date

01-May-2007
Onset Date

5
Days

11-Feb-2008
Status Date

--
State

WAES0705USA01148
Mfr Report Id

Information has been received from a nurse, for the Pregnancy Registry for Gardasil, concerning a 17 year old female with drug hypersensitivity and penicillin
allergy and a history of asthma. on 26-APR-2007 the patient was vaccinated with Gardasil (Lot#655205/1426F). Concomitant therapy included ADVAIR and
MENACTRA. On 01-MAY-2007 the patient's mother notified the office that her daughter tested positive to a home pregnancy test. It was reported that the
patient sought unspecified medical attention. No further information is available at this time. Follow up information received from the pediatrician, indicated that
the patient had a spontaneous abortion, on/or at less than 20 weeks of gestation (date not specified). The outcome of spontaneous abortion was not specified.
No further details were provided. Upon internal review, spontaneous abortion was considered to be serious as an other important medical event. Additional
information is not expected.

Symptom Text:

Advair, MenactraOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP=Unknown); Drug hypersensitivity; Penicillin allergyPrex Illness:

Beta-Human Chorionic 05/01/07 positive
Asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

304564-1

11-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
08-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1426F Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6896
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Jun-2007
Vaccine Date

01-Oct-2007
Onset Date

118
Days

11-Feb-2008
Status Date

MN
State

WAES0707USA01799
Mfr Report Id

Information has been received through a Merck Pregnancy Registry and a 25 year old, female with no drug reactions/allergies and no medical history, who on
04-APR-2007 was vaccinated intramuscularly with the first, 0.5 mL dose of Gardasil. There was no concomitant medication. On 04-JUN-2007, the patient was
vaccinated intramuscularly with the second, 0.5 mL dose of Gardasil. Since the vaccination the patient reported that she was eight weeks pregnant with an
estimated date of delivery on 11-FEB-2008. The patient sought unspecified medical attention. The patient reported that she had a pregnancy test. The patient
reported that she had not experienced any adverse reactions and could not provide the Gardasil lot numbers. In follow-up it was reported by the physician, that
the date of the patient's last menstrual period was 08-MAY-2007 and estimated conception date was 21-MAY-2007. It was reported that on 05-JUN-2007, the
patient was vaccinated intramuscularly with the second, 0.5 mL dose of Gardasil. Previously reported the patient was vaccinated with the second dose of
Gardasil on 04-JUN-2007. The estimated delivery date was 12-FEB-2008. On 01-OCT-2007, the patient had prenatal testing, an ultrasound which revealed
dilated bladder, posterior urethral valves. On 08-JAN-2008 the patient delivered a live born infant, male, 36 weeks from her last menstrual period (LMP). The
infant was not normal. The infant had dilated bladder and ureters, posterior urethral valves. There was no complication during labor/delivery. At the time of the
report, it was unknown if the infant recovered. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP=Unknown)Prex Illness:

beta-human chorionic ?/?/07

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

304565-1

11-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Foetal disorder

 ER VISIT, NOT SERIOUS

Other Vaccine
08-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6897
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Sep-2007
Vaccine Date

29-Sep-2007
Onset Date

2
Days

11-Feb-2008
Status Date

FR
State

WAES0712USA02167
Mfr Report Id

Information has been received from a gynaecologist concerning an 17 year old female with no relevant medical history who on 27-SEP-2007 was vaccinated
(route and site not reported) with the 1st dose of Gardasil (lot# not reported). On 29-SEP-2007, 2 days post vaccination, the patient experienced weakness of
both thighs. On approximately 13-OCT-2007, 2 weeks post vaccination, the patient complained of pain in both arms, she also developed a headache and
nausea (onset date not reported). Pfeiffer's disease and borreliosis was ruled out. The patient was treated with ibuprofen and recovered within an unspecified
time. Additional conflicting information was received by the reporting physician. The mother of the patient reported that symptoms were still ongoing, but
neurological exam and MRI were without pathological findings. It was decided to upgrade the case as serious by other important medical events because of the
persistence of the symptoms. Other business partners numbers include E2007-08686.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

neurological examination no pathological findings; magnetic resonance imaging no pathological findings
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

304566-1

11-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Muscular weakness, Nausea, Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
08-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6898
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jul-2007

Vaccine Date
01-Jul-2007
Onset Date

0
Days

11-Feb-2008
Status Date

FR
State

WAES0801AUS00201
Mfr Report Id

Information has been received concerning a 23 year old female with a history of increased skin sensitivity (cannot use a lot of things) via agency as part of a
business agreement (manufacturer control # GARD 2008 01 29 003) who in approximately July 2007, was vaccinated with the first dose of Gardasil. In
approximately July 2007 after vaccination with the first dose of Gardasil, the patient felt sick, had a headache and felt dizzy for approximately one week. In
approximately October 2007 after vaccination with the second dose of Gardasil, the patient developed a 'minor' convulsion. The doctor said she was "just
fainting" but her eyes rolled back in her head and her whole body was shaking and the patient stated "that's how I knew it was a seizure".  The patient advised
that all she could see was black. The patient also reported that after receiving the second dose of Gardasil, she felt sick when eating. The patient was started
on medication for ulcers for the sick feeling. It was reported that the patient had no response after 5 days. One week following the first dose, the patient
recovered from feeling sick, the headache and dizziness. Feeling sick when eating has persisted since October 2007. Upon internal medical review minor
convulsion was considered an other important medical event. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Increased skin sensitivity

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

304567-1

11-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Dizziness, Gaze palsy, Headache, Malaise, Syncope, Tremor, Visual disturbance

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
08-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6899
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Jul-2007

Vaccine Date
30-Oct-2007
Onset Date

96
Days

11-Feb-2008
Status Date

FR
State

WAES0801USA05727
Mfr Report Id

Initial and follow up information has been received from a gynecologist concerning an 18 year old female patient who on 26-JUL-2007 was vaccinated with a
first dose of Gardasil (lot #655671/1024F) (batch # NE51790) and on 30-OCT-2007 the patient was vaccinated IM in to the left deltoid with a second dose of
Gardasil (lot # 1536F) (batch # NG01520).  On 30-OCT-2007 the patient developed an allergic reaction and a severe localised inflammation with swelling,
redness, pain and warmth on injection site concerning the whole upper arm down to the elbow (2 cm difference to the right upper arm).  On an unknown date
the patient was remitted to a surgeon.  An abscess was ruled out.  At the time of this report the patient had not recovered.  It was also reported that the patient
tolerated the first vaccination well.  Follow up on 29-JAN-2008 was received and it was reported that the patient was admitted to hospital from 15-JAN-2008 till
23-JAN-2008.  (case was upgraded to serious).  She also experienced fever.  Treatment with "SOBELIN 600" intravenous (IV) started.  Also cool bandages.  At
time of leaving hospital, symptoms were recovering.  By sonography (ultrasound) and magnetic resonance tomography (MRT) an abscess, a muscle or bone
involvement and fascitis could be ruled out.  On 31-JAN-2008 the reporter was contacted by phone.  Since the patient experienced a drug eruption after
clindamycin, it was changed to TAVANIC.  Antibiotic was given until 30-JAN-2008.  The arm was still swelling down to the elbow in the evenings.  She was free
of pain and not limited.  She recovered from fever on an unknown date.  Lymphatic drainage was intended for the next days.  The other business partner
number includes: E2008-00263.  Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Prex Illness:

computed axial tomography ??Jan08 By MRT an abscess, a muscle or bone involvement and fasicitis could be ruled out; ultrasound ??Jan08 Abscess, a
muscle or bone involvement and fascitis could be ruled out
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

304568-1 (S)

11-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug eruption, Hypersensitivity, Injection site erythema, Injection site inflammation, Injection site pain, Injection site swelling, Injection site warmth, Local
reaction, No reaction on previous exposure to drug, Oedema peripheral, Pyrexia

 HOSPITALIZED, SERIOUS

Other Vaccine
08-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1042F 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6900
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
11-Feb-2008
Status Date

NJ
State

WAES0801USA06008
Mfr Report Id

Information has been received from a physician concerning a female who on unspecified date was vaccinated with a dose of Gardasil and fainted and then had
seizure.  Subsequently, the patient recovered from the seizure and fainting.  Unspecified medical attention was sought.  No other information was provided.
Upon internal review the seizure was found to be an other important medical event.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

304569-1

11-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
08-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6901
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Nov-2007
Vaccine Date

29-Nov-2007
Onset Date

16
Days

11-Feb-2008
Status Date

FR
State

WAES0802USA00121
Mfr Report Id

Information has been received from a health care professional concerning an 18 year old female patient who on 13-NOV-2007 was vaccinated IM into the
deltoid with a first dose of Gardasil (lot # 0275U) (batch # NF54050).  On 29-NOV-2007 she experienced abdominal pain, diarrhoea, nausea and alteration of
the general health status.  On 05-DEC-2007 she was seen in her attending physician's office who hospitalised her.  Laboratory tests (unspecified) were normal
and showed no signs of inflammation.  A colonoscopy with biopsies was performed and confirmed the diagnosis of ulcerative colitis.  It was noteworthy that the
patient had a family history of ulcerative colitis in her grandfather and her uncle.  She recovered and was taking no treatment.  The reporter considered
ulcerative colitis to be an other important medical event.  According to the reporter the reactions were not likely to be related vaccination.  The other business
partner's number included: E200800784.  Additional information is not available.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Prex Illness:

laboratory test 05?Dec07 Comment: ulcerative colitis; biopsy 05?Dec07 Comment: ulcerative colitis; laboratory test 05?Dec07 Comment: Normal (lab tests
were unspecified)
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

304570-1 (S)

11-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Colitis ulcerative, Diarrhoea, General physical health deterioration, Nausea

 HOSPITALIZED, SERIOUS

Other Vaccine
08-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0275U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6902
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Jan-2008
Vaccine Date

23-Jan-2008
Onset Date

14
Days

11-Feb-2008
Status Date

FR
State

WAES0802USA00271
Mfr Report Id

Information has been received from a gynecologist concerning a 22 year old female who on 09-JAN-2008 was vaccinated intramuscularly into the deltoid
muscle with her third dose of Gardasil (lot #0483U).  On approximately 23-JAN-2008 the patient experienced ventricular fibrillation.  Resuscitation was
necessary, she was admitted to the hospital and treated in the ICU.  At the time of reporting her condition was stable.  No detailed information was available
and no cause for the event was found so far.  The physician didn't see a casual relation to the vaccine.  On unspecified dates, previous vaccinations with
Gardasil were well tolerated.  The ventricular fibrillation was considered to be immediately life-threatening and an other important medical event.  Other
business partner numbers included: E2008-00699.  No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

304571-1 (S)

11-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Intensive care, No reaction on previous exposure to drug, Resuscitation, Ventricular fibrillation

 HOSPITALIZED, LIFE THREATENING, SERIOUS

Other Vaccine
08-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0483U 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6903
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
11-Feb-2008
Status Date

OH
State

WAES0802USA00310
Mfr Report Id

Information has been received from a physician concerning a female (demographics not provided) who on unspecified date was vaccinated with her third dose
of Gardasil (lot # not provided) and was hospitalized with abdominal pain.  It was reported that the patient also experienced unspecified adverse reactions post
her first and second dose of Gardasil.  At the time of this report it was unknown if patient was discharged from the hospital or had recovered from the event.  No
other information was provided.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

304579-1 (S)

11-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Similar reaction on previous exposure to drug

 EXTENDED HOSPITAL STAY, HOSPITALIZED, SERIOUS

Other Vaccine
08-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6904
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
11-Feb-2008
Status Date

FR
State

WAES0802USA00541
Mfr Report Id

Information has been received from a physician to a company representative concerning a 17 year old female who was vaccinated on an unspecified date with
her second dose of Gardasil.  Two weeks post vaccination the patient experienced an epileptic fit.  Subsequently, the patient recovered from the epileptic fit on
an unspecified date.  Treatment with antiepileptics (NOS) was ongoing at the time of reporting.  The first vaccination with Gardasil was well tolerated.  The
epileptic fit was considered an other important medical event.  Other business partner numbers included: E2008-00811.  No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
The first vaccination with Gardasil was well tolerated.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

304580-1

11-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Epilepsy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
08-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6905
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Jul-2007

Vaccine Date
09-Dec-2007
Onset Date

160
Days

11-Feb-2008
Status Date

FR
State

WAES0802USA00542
Mfr Report Id

Information has been received from a general practitioner concerning an 18 year old female with scleroderma who on 02-JUL-2007 was vaccinated with her
second dose, IM into the upper arm, Gardasil (lot#654948/0903F).  Concomitant therapy included hormonal contraceptives (unspecified).  The physician
reported that the 1st dose of the vaccine the patient received was well tolerated (date of 1st dose not reported).  On 08-DEC-2007 the patient experienced
acute speech disorder with aphasia, acute speech disorder paraphasia, acute speech disorder anomia, clumsiness and sensory disturbance right hand/body.
The patient had a cranial CT on 08-DEC-2007 and showed no findings.  As symptoms worsened she was admitted to the hospital on 09-DEC-2007.  Another
cranial CT carried out on 09-DEC-2007 and the patient was diagnosed with a cerebral infarction in the area of A. cerebri media left.  Further examinations of
intracranial vessels and of the heart by duplex sonography were normal.  Check-up leg and pelvic vein showed no thrombosis.  EEG, ECG and longterm ECG
and longterm blood pressure measuring were normal.  Extensive laboratory tests including clotting factors showed normal results except for slightly elevated
SGPT on 27-DEC-2007 (53 U/L).  Acetyl salicyclic acid, simvastatin (manufacturer unknown) and NEXIUM were administered.  The patient recovered from the
speech disorder and clumsiness "within a few days."  The physician considered the patient to have recovered from all events on 27-DEC-2007.  The physician
noted that no cause of the event was found.  The file is closed.  Other business partner numbers included: E2008-00680.  No further information is available.

Symptom Text:

hormonal contraceptives (unspecified), Unk - UnkOther Meds:
Lab Data:

History:
SclerodermaPrex Illness:

head computed axial tomography, 08Dec07, normal; head computed axial tomography, 09Dec07, cerebral infarction in the area of A. cerebri media left;
electroencephalography, normal; electrocardiogram, normal; electrocardiogram, normal, longte
The physician reported that the 1st dose of the vaccine the patient received was well tolerated.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

304581-1 (S)

11-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Aphasia, Cerebral infarction, Clumsiness, Sensory disturbance, Speech disorder

 HOSPITALIZED, SERIOUS

Other Vaccine
08-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0903F 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6906
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Aug-2007
Vaccine Date

01-Sep-2007
Onset Date

23
Days

11-Feb-2008
Status Date

VA
State

WAES0802USA00881
Mfr Report Id

Information has been received from a physician concerning a 20 year old female who on 09-Aug-2007 was vaccinated intramuscularly with the first dose of
Gardasil (658222/0927U).  Concomitant therapy included dicyclomine HC1 (BENTYL), citalopram hydrobromide (CELEXA) and lansoprazole (PREVACID).  In
September 2007, the patient experienced diarrhea, nausea, pain on the left side of her abdomen, weight loss of 10 pounds within a week and general loss of
appetite.  The patient went to the emergency room but was not admitted.  The patient's diarrhea and nausea and pain on the left side of her abdomen and
weight loss of 10 pounds within a week and general loss of appetite persisted.  The diarrhea, nausea, pain on the left side of her abdomen, weight loss of 10
pounds within a week and general loss of appetite were considered to be disabling since the patient had to come home from college.  Additional information
has been requested.

Symptom Text:

Celexa; Bentyl; PrevacidOther Meds:
Lab Data:
History:
Prex Illness:

Endoscopy; Biopsy; Staphylococcus aureus
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

304582-1 (S)

11-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Anorexia, Diarrhoea, Nausea, Weight decreased

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Other Vaccine
08-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0927U 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Jan-2008
Vaccine Date

29-Jan-2008
Onset Date

0
Days

11-Feb-2008
Status Date

NY
State Mfr Report Id

After receiving Gardasil vaccine pt became dizzy and nauseated. Symptoms subsided after about 10 mins.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

304597-1

11-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
08-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0530U 0 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Jan-2008
Vaccine Date

29-Jan-2008
Onset Date

0
Days

11-Feb-2008
Status Date

NY
State Mfr Report Id

After receiving Gardasil vaccine - pt became nauseated, dizzy and c/o head swirling, severe headaches. Symptoms gone after about 15 mins.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

304598-1

11-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Headache, Nausea, Vertigo

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
08-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0530U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 6909
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Nov-2006
Vaccine Date

Unknown
Onset Date Days

11-Feb-2008
Status Date

WI
State Mfr Report Id

Patient developed a rash, warty lesion on forehead.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

304610-1

11-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash, Skin papilloma

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
08-Feb-2008

Received Date

Prex Vax Illns:

TD
HPV4
MNQ

SANOFI PASTEUR
MERCK & CO. INC.
SANOFI PASTEUR

U187BA
09454F
U2094AA

Left arm
Left arm

Right arm

Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 6910
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Jun-2007
Vaccine Date

24-Feb-2007
Onset Date

-117
Days

11-Feb-2008
Status Date

NY
State

WAES0801USA01354
Mfr Report Id

Information has been received from a physician for the Merck Pregnancy Registry for Gardasil concerning an 18 year old healthy female with an environmental
allergy who on 21-JUN-2007 was vaccinated with a first dose of Gardasil (lot# 657868/0523U).  Concomitant therapy included on 21-JUN-2007 BACTRIM DS
TABLETS BID for a UTI, on 06-JUL-2007, AUGMENTIN 875 mg BID for sinusitis, between 18-JUL-2007 to 22-AUG-2007 and ibuprofen 600 mg every 8 hours
for back and rib pain.  On 21-AUG-2008 the patient was vaccinated with a second dose of Gardasil (lot#657006/0188U).  In October 2007 the patient had
ciprofloxacin for UTI, ZYRTEC for allergies and on 26-OCT-2007 Z-PAK for sinusitis.  The patient's last menstrual period was approximately 24-FEB-2007 and
became pregnant.  On 13-NOV-2007, the patient had an ultrasound and the results showed a twin pregnancy; the dates were too late to obtain.  The patient
was unaware that she was pregnant.  On 01-DEC-2007 the patient delivered normal healthy twin boys weighing 5 pounds 1 ounce and a baby boy weighing 6
pounds 7 ounces.  The patient required a c-section because one of the twins was breech.  The patient also required a blood transfusion.  The babies were
"fine".  On 24-DEC-2007 the patient was vaccinated with a third dose of Gardasil (lot# 658488/0930U).  At the time of reporting the patient had recovered.
Upon internal review breech delivery is considered to be an other medical event.  Additional information is not expected.

Symptom Text:

AUGMENTIN, 875 mg; Z-PAK; ZYRTEC; ciprofloxacin; ibuprofen, 600 mg; BACTRIM DS TABLETSOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP=2/24/2007) Environmental allergy; Urinary Tract infection; Sinusitis; Back pain; Rib pain; HypersensitivityPrex Illness:

ultrasound 11/13/07 twin pregnancy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

304623-1

06-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Breech delivery, Caesarean section, Drug exposure during pregnancy, Transfusion

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
08-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0523U 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Feb-2008
Vaccine Date

07-Feb-2008
Onset Date

0
Days

11-Feb-2008
Status Date

NY
State Mfr Report Id

2/7/08: After receiving Gardasil & Hep A => dizziness, pale, alot shivering.  98%; RR=24; BP=70/40; T=97 => Pt. given water/oxygen, reclined on examination
table => Patient observed over 2 hour: BP=90/60; Pulse=70; RR=24 98%.  Pt was also given Benadryl & Prolone P.O.  This was questionable allergy vs
vasovagal reaction.  10/30/07 Pt s/p flu & Gardasil => "felt throat closing in & rush of blood to head => O2 sat-100%, positive able to talk.  It was felt pt had an
anxiety attack to vaccine during that visit.

Symptom Text:

Other Meds:
Lab Data:
History:

Positive patient started mensesPrex Illness:

98%; RR=24; BP=70/40; T=97.  Patient observed over 2 hour: BP=90/60; Pulse=70; RR=24 98%.
Allergy: dust/pollen; asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

304627-1

11-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anxiety, Chills, Dizziness, Headache, Hypotension, Pallor, Respiratory rate increased, Throat tightness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
08-Feb-2008

Received Date

unknown~HPV (Gardasil)~2~15~In PatientPrex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

0388U
AHAVB24AA

2
1

Unknown
Unknown

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Jan-2008
Vaccine Date

31-Jan-2008
Onset Date

0
Days

11-Feb-2008
Status Date

NY
State Mfr Report Id

Pt received Gardasil vaccine.  5 minutes post injection pt c/o dizziness.  No other symptoms lasting approx 5 min.  Discharged to home with no further c/o.Symptom Text:

BCPOther Meds:
Lab Data:
History:

NonePrex Illness:

Allergy to codeine

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

304628-1

11-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
08-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1287U 0 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Jan-2008
Vaccine Date

27-Jan-2008
Onset Date

5
Days

11-Feb-2008
Status Date

TX
State Mfr Report Id

Sore throat, joint pain (hands, elbows) started 1/27/08.  Unable to write well with right hand.  Joint pain moderate.  Missed one day of school.Symptom Text:

Tylenol cold & allergyOther Meds:
Lab Data:
History:

NonePrex Illness:

CBC, ANA, Sedimentation rate, throat culture, CRK.  All tests were within normal limits.
Allergies

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

304637-1

11-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Activities of daily living impaired, Arthralgia, Dysgraphia, Pharyngolaryngeal pain

 NO CONDITIONS, NOT SERIOUS

Related reports:   304637-2;  304637-3

Other Vaccine
08-Feb-2008

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2409AA
1487U

0
1

Left arm
Right arm

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Jan-2008
Vaccine Date

27-Jan-2008
Onset Date

5
Days

20-Feb-2008
Status Date

TX
State

WAES0802USA02092
Mfr Report Id

Information has been received from a registered nurse concerning a 16 year old female with an amoxicillin allergy who on 20-NOV-2007 was vaccinated
intramuscularly with a 0.5 ml first dose of Gardasil (lot 659437/1266U).  On 22-JAN-2008, the patient was vaccinated intramuscularly with a 0.5 ml second dose
of Gardasil (lot 659657/1487U) and concomitantly vaccinated with a dose of MENACTRA.  On 27-JAN-2008, the patient developed joint pain affecting her
hands, elbows, and feet and swelling to her toes, knees and ankles.  The patient was seen by the office and was being treated with prednisone.  Laboratory
evaluations revealed complete blood count, sedimentation rate, and antinuclear antibody test were within normal limits.  The patient had not recovered at the
time of reporting.  The patient's joint pain in hands, elbows, and feet and swelling to her toes, knees, and ankles were considered to be disabling by the reporter
as "the patient had difficulty using a pencil and had missed school."  Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:

Penicillin allergyPrex Illness:

complete blood cell - normal; erythrocyte - normal; serum ANA - normal

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

304637-2 (S)

20-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Activities of daily living impaired, Arthralgia, Joint swelling, Oedema peripheral

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Related reports:   304637-1;  304637-3

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
1487U 0

Unknown
Unknown

Unknown
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Jan-2008
Vaccine Date

24-Jan-2008
Onset Date

2
Days

18-Feb-2008
Status Date

TX
State

200800405
Mfr Report Id

Initial report received 05 February 2008 from a health care professional. A 16-year-old female patient with an unknown medical history had received a dose of
Menactra and Gardasil (lot numbers, routes and sites of administration not reported) on 22 January 2008 and two days later, she developed joint pain. Four
days post immunization, the patient experienced increase arthralgias with difficulty walking. On 02 February 2008, the arthralgias had worsened and the patient
was started on Medrol. On 05 February 2008, the arthralgias continued and the patient had difficulty walking and using her hands. At the time of the report, the
patient had not recovered from the event.

Symptom Text:

Other Meds:
Lab Data:
History:

Prex Illness:

Not reported
It was unknown if the patient had any pre-existing illnesses, medical conditions or if they had been taking any concomitant medications at the time of
vaccination. It was unknown if the patient had received any vaccines during the four week period prior to receipt of Menactra and Gardasil.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

304637-3

20-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Gait disturbance

 ER VISIT, NOT SERIOUS

Related reports:   304637-1;  304637-2

Other Vaccine
15-Feb-2008

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL 1

Unknown
Unknown

Unknown
Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Aug-2007
Vaccine Date

24-Aug-2007
Onset Date

0
Days

11-Feb-2008
Status Date

MD
State Mfr Report Id

Patient had urticarial rash face, arms, upper torso and dizziness, immediately following administration of immunizations noted.Symptom Text:

Other Meds:
Lab Data:
History:

None knownPrex Illness:

None
None known

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

304638-1

11-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Immediate post-injection reaction, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
08-Feb-2008

Received Date

Prex Vax Illns:

VARCEL
HPV4
TDAP

MERCK & CO. INC.
MERCK & CO. INC.
UNKNOWN MANUFACTURER

0453U
0960F
AC52B014AA

0
0

Left arm
Left arm

Right arm

Subcutaneously
Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Oct-2007
Vaccine Date

10-Oct-2007
Onset Date

7
Days

12-Feb-2008
Status Date

FR
State

WAES0802USA00119
Mfr Report Id

Information has been received from health authority concerning a 11 year old female patient who on 03-OCT-2007 was vaccinated IM with a first dose of
Gardasil (lot # 1466F) (batch # NF22880). On 10-OCT-2007 she was diagnosed with diabetes mellitus type 1. The child was treated with INSULIN and was
hospitalized (duration not reported). At the time of this report the patient had not yet recovered. The other business partner number included: IT036/08, case
number 81219 and E2008-00707. The case is closed. Additional information not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

304656-1 (S)

12-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Type 1 diabetes mellitus

 HOSPITALIZED, SERIOUS

Other Vaccine
11-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1466F 0 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
M

Gender
01-Nov-2007
Vaccine Date

01-Nov-2007
Onset Date

0
Days

12-Feb-2008
Status Date

FR
State

WAES0801POL00020
Mfr Report Id

Information has been received from a mother of 17 year old male who in November 2007, was vaccinated with first dose Gardasil. In December 2007 the
patient experienced thumb tendon rupture due to an injury. The patient's thumb tendon rupture was operated. On 15-JAN-2008 the patient was vaccinated with
second dose Gardasil. The patient's age was outside the recommended age limit. On 20-JAN-2008 the patient experienced abdominal pain. Performed
abdominal ultrasound was normal. The patient was examined by the surgeon and the examination did not reveal any abnormalities. Appendicitis was excluded.
The patient's abdominal pain persisted. The reporter felt that abdominal pain was related to therapy with Gardasil. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

abdominal ultrasound ??Jan08 normal
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

304659-1 (S)

12-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Tendon rupture

 HOSPITALIZED, SERIOUS

Other Vaccine
11-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
21-Jan-2008
Onset Date Days

12-Feb-2008
Status Date

--
State

WAES0801USA05848
Mfr Report Id

Information has been received from a nurse practitioner concerning a 16 year old female not pregnant who was vaccinated with a 0.5 mL dose of Gardasil.  On
approximately 21-JAN-2008 (reported as last week) the patient was diagnosed with cervical dysphasia.  The patient's cervical dysphasia persisted.  The nurse
practitioner reported that she did not know if the patient finished all three doses of Gardasil.  On approximately 21-JAN-2008 (reported as last week) a "PAP
test" was performed.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Pap test 01/21/08 diagnosed with cervical dysphasia
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

304660-1

14-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Cervical dysplasia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
11-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Nov-2007
Vaccine Date

22-Nov-2007
Onset Date

9
Days

12-Feb-2008
Status Date

FR
State

WAES0802USA00273
Mfr Report Id

Information has been received from a physician concerning a 17 year old female who on 13-NOV-2007 was vaccinated intramuscularly in the left upper arm
with her first dose of Gardasil.  On 22-NOV-2007 the patient experienced an EBV infection.  On 24-NOV-2007, the patient was hospitalized with acute tonsillitis.
 Laboratory findings confirmed mononucleosis (no value reported).  Abdominal sonography showed distinctive splenomegaly.  The patient was treated with i.v.
cefuroxime (unspecified) and metronidazole (unspecified).  On 30-NOV-2007, her symptoms improved and she was discharged from the hospital.  At the time
of reporting, CRP and "BSR" were still increased.  The reporter felt that there was a "possible" causal relation between the Gardasil vaccination and the EBV
infection.  Other business partner number includes E200800732.  Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Prex Illness:

diagnostic laboratory test 25Jan08 34 "BSR"; abdominal ultrasound distinctive splenomegaly; serum C-reactive protein 25Jan08 25.8 mg/L Normal Range: <5.0
mg/L; serum Epstein-Barr virus antibody test positive
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

304661-1 (S)

12-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Acute tonsillitis, Epstein-Barr virus infection

 HOSPITALIZED, SERIOUS

Other Vaccine
11-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Apr-2007
Vaccine Date

Unknown
Onset Date Days

12-Feb-2008
Status Date

FR
State

WAES0802USA00540
Mfr Report Id

Information has been received from a gynaecologist concerning a 15 year old female (also reported as 14) patient with a history of knee operation and Osgood-
Schlatter's disease who on 18-APR-2007 was vaccinated with Gardasil (lot# unknown) IM and was well tolerated.  There was no concomitant medication.  On
26-JUN-2007 the patient was vaccinated with a second dose of Gardasil (lot# 654884/0902F; batch # NE24240) IM into the upper arm.  In July 2007,
approximately 3 to 4 weeks post vaccination the patient developed a relapsing fever and headache.  In the course of the summer the symptoms worsened and
4 months post-vaccination the patient began complaining of sore throat, weight loss and 4 1/2 months post-vaccination she experienced an enlarged right
cervical lymph node and backache.  The patient was admitted to the hospital on 21-NOV-2007 to 23-NOV-2007.  Laboratory tests showed elevated liver
enzymes (SGOT) serum aspartate aminotransferase test was 38U/L and serum alanine aminotransferase test was 58U/L, serum C-reactive protein test and
complete blood cell count was normal.  Antibodies for cytomegaly and mononucleosis were negative.  Echocardiography, electroencephalography (EEG) and
an ultrasound of the neck and abdomen were normal.  The diagnosis of the virus infection (onset not reported) with relapsing fever (max. 37.6 degrees Celsius
at hospital) and concomitant hepatitis (onset not reported) was established.  Subsequently the symptoms decreased.  The physicians did not see a causal
relation to the vaccine.  At the time of reporting relapsing fever was ongoing.  Additional information is not expected.  Other business partners included are:
E2008-00775.

Symptom Text:

NoneOther Meds:
Lab Data:

History:
Prex Illness:

diagnostic laboratory antibodies for cytomegaly and mononucleosis was normal; ultrasound neck/abdomen were normal; electroencephalography
neck/abdomen were normal; echocardiography neck/abdomen were normal, serum C-reactive protein normal;
Knee operation; Osgood-Schlatter's disease; on 18-APR-2007 was vaccinated with Gardasil (lot# unknown) IM and was well tolerated

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

304662-1 (S)

12-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Back pain, Headache, Hepatitis, Lymphadenopathy, Pharyngolaryngeal pain, Pyrexia, Viral infection, Weight decreased

 HOSPITALIZED, SERIOUS

Other Vaccine
11-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0902F 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Jan-2008
Vaccine Date

29-Jan-2008
Onset Date

0
Days

12-Feb-2008
Status Date

CA
State

WAES0802USA00767
Mfr Report Id

Information has been received from a consumer concerning her 15 year old daughter with no pertinent medical history and no known allergies who in February
2007, was vaccinated with Gardasil. In May 2007, she received the second dose and on 29-JAN-2008, she received the third dose. There was no concomitant
medication. There were no adverse events following the first and second doses. On 29-JAN-2008, four hours after the third dose, the patient experienced
numbness in her legs, severe headaches, Dizziness, nausea, fever, muscle weakness and her body would not stop shaking. The patient sought medical
attention and has been in and out of the hospital since 29-JAN-2008. The reporter was unsure of the exact amount of time she was hospitalized. As of 04-FEB-
2008, the patient had not recovered. Additional information has been requested.   03/13/2008 MR received for DOS 1/31-2/5/2008 with D/C DX: Anxiety NOS
with hysterical gait disorder. Pt presented for admission with 2 day hx of shaking episodes which began within hours of HPV vax #3 on 1/29/08. Also c/o
photophobia, nausea, and dizziness. Pt has episodic multi-amplitude shivering/shaking type movements of the upper and lower extremities, trunk, and head
somewhat decreased when distracted on PE.  Neuro and psych consults. Neuro exam (+) for psychogenic wide-based gait with pseudotremor and ataxia. D/C
for outpt f/u.

Symptom Text:

NoneOther Meds:
Lab Data:

History:
Prex Illness:

diagnostic laboratory - tests and results not provided. Labs and Diagnostics:  CT brain scan WNL.  EEG normal.  MRI brain normal.  CXR WNL. CBC with WBC
3.95.  ASO titre 416.
None. One episode of shaking with anxiety 1 yr ago.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

304663-1 (S)

14-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anxiety, Ataxia, Conversion disorder, Dizziness, Gait disturbance, Headache, Hypoaesthesia, Muscular weakness, Nausea, Photophobia, Pyrexia, Tremor

 HOSPITALIZED, SERIOUS

Related reports:   304663-2;  304663-3

Other Vaccine
11-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Jan-2008
Vaccine Date

Unknown
Onset Date Days

28-Feb-2008
Status Date

--
State

WAES0802USA06000
Mfr Report Id

Information has been received from a company representative who reported that a local television network interviewed a 15 year old female who on 29-JAN-
2008, was vaccinated with a first dose of Gardasil. Within an hour, the patient developed seizures. Per the representative, the patient was brought into the
emergency room but it wasn't mentioned if the patient was admitted to the hospital. At the time of the interview on 26-FEB-2008 she was "on walker" and her
body was trembling. Laboratory diagnostic studies included a cat scan (results not reported). The patient's seizures and body was trembling persisted. No
product quality complaint was involved. Additional information regarding the patient's interview indicated that the patient stated "I can't do the stuff I love which
is dancing and playing soccer. It's changed my life so much. I'm not able to walk." According to the patient's mother "When she's walking she's shaking a lot. It
feels like her legs have absolutely no strength. The moment she stands up she wants to fall." The patient received Gardasil on 29-JAN-2008 and her symptoms
began an hour afterward. According to her mother the symptoms included shaking and tremors. She was rushed to the emergency room but after a series of
tests the results were inconclusive. The hospital did a cat scan and a lot of blood work and everything came back normal. It was reported that the doctor on call
was concerned because he didn't know what was happening. It was reported that the patient is now being home schooled. Her mother says that she continued
to visit doctors, physical therapists and neurologists but no answers have been found. The patient stated that she misses a lot of school. Seizures and body
was trembling and shaking were considered to be disabling. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

computed axial 01/29/08; diagnostic laboratory 01/29/08 blood work
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

304663-2 (S)

11-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Activities of daily living impaired, Convulsion, Gait disturbance, Tremor

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Related reports:   304663-1;  304663-3

Other Vaccine
26-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6924
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Jan-2008
Vaccine Date

29-Jan-2008
Onset Date

0
Days

28-Feb-2008
Status Date

CA
State Mfr Report Id

numbness, tingling sensation, dizziness, fever, headaches, seizures, tremors, body ache.Symptom Text:

NoneOther Meds:
Lab Data:

History:
No illnessesPrex Illness:

According to some Dr's it is very un-usual what's happening to her.  Because they did not find anything medicaly wrong with her.  Patient had MRI -Cat scans,
blood work and urine test all her test where normal. There saying this could be ph
No allegies, no medical condition patient was a perfect healthy child

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

304663-3 (S)

10-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Dizziness, Headache, Hypoaesthesia, Pain, Paraesthesia, Pyrexia, Tremor

 ER VISIT, HOSPITALIZED, LIFE THREATENING, SERIOUS

Related reports:   304663-1;  304663-2

Other Vaccine
26-Feb-2008

Received Date

headache, numbness, dizziness, shivers~HPV (Gardasil)~2~14~In PatientPrex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Right arm Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Dec-2007
Vaccine Date

31-Dec-2007
Onset Date

0
Days

12-Feb-2008
Status Date

TN
State

WAES0802USA00845
Mfr Report Id

Information has been received from a physician concerning a 16 year old female who on approximately 31-DEC-2007 was vaccinated with the first dose of
Gardasil and experienced a stroke. The patient was admitted to the hospital where she remained for 3 weeks. The patient experienced an unspecified partial
paralysis. After 3 weeks, the patient was discharged and could walk with the assistance of a walker. As of 04-FEB-2008, the patient was recovering. The
physician felt that the stroke and partial paralysis were disabling. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

304664-1 (S)

12-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Cerebrovascular accident, Paralysis, Walking aid user

 EXTENDED HOSPITAL STAY, HOSPITALIZED, PERMANENT DISABILITY, SERIOUS

Other Vaccine
11-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Feb-2008
Status Date

FR
State

WAES0802PER00136
Mfr Report Id

Information has been received from a physician concerning a 12 day old female who was vaccinated with Gardasil. 5 days after the vaccination, the patient
experienced seizures, cephalea and faint. Due to the episode of seizure the patient went to the hospital, no information regarding this visit is available. The
patient referred cephalea and that she wasn't eating well. All these symptoms last for one day. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
0.1

304710-1

12-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Decreased appetite, Headache, Inappropriate schedule of drug administration, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
11-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Feb-2008
Vaccine Date

07-Feb-2008
Onset Date

1
Days

13-Feb-2008
Status Date

MO
State Mfr Report Id

Seen ER report dated 2-7-08 22:21 and returned to ER 2-8-08 00:13.  Hospital Mon.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

304717-1

13-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Unevaluable event

 ER VISIT, NOT SERIOUS

Other Vaccine
11-Feb-2008

Received Date

Prex Vax Illns:

HPV4
FLU

MERCK & CO. INC.
SANOFI PASTEUR

0928U
62435AA

1
1

Left arm
Right arm

Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Jan-2008
Vaccine Date

Unknown
Onset Date Days

13-Feb-2008
Status Date

CA
State Mfr Report Id

After 2 vaccines and PPD given, patient started to complain of dizziness, hot flushes and looks pale.  Brought patient to the exam room and had her lay down.
Both legs elevated.  BP 103/68, HR 52, 1400 98/64, HR 84.

Symptom Text:

WellbutrinOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

304726-1

06-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Hot flush, Pallor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
11-Feb-2008

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
MERCK & CO. INC.

0755U
1258U

0
0

Right arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 6929
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Aug-2007
Vaccine Date

01-Aug-2007
Onset Date

0
Days

13-Feb-2008
Status Date

NJ
State

WAES0802USA00286
Mfr Report Id

Information has been received from a consumer concerning her 21 year old daughter with a history of penicillin allergy who in "the beginning of" August 2007,
was vaccinated intramuscularly with her first dose of Gardasil.  At "the end of" September 2007, the patient was vaccinated intramuscularly with her second
dose of Gardasil.  There was no concomitant medication.  On 07-OCT-2007, the patient had a pregnancy test which was positive, and showed that she was 6
weeks pregnant.  An ultrasound showed that the baby had no kidneys (not further specified).  On 22-JAN-2008 the patient experienced a miscarriage and was
hospitalized.  The reporter also stated there may have been "fluid on the brain".  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 8/25/2007); penicillin allergyPrex Illness:

ultrasound - see narrative; beta-human chorionic 10/07/07 - positive

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

304736-1 (S)

13-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy, Foetal disorder

 ER VISIT, HOSPITALIZED, SERIOUS

Other Vaccine
12-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Nov-2007
Vaccine Date

01-Jan-2008
Onset Date

61
Days

13-Feb-2008
Status Date

FR
State

WAES0802USA00543
Mfr Report Id

Information has been received from a health professional concerning a 19 year old female who in January 2008 was vaccinated with her second dose of
Gardasil intramuscularly.  Fifteen days post vaccination she was found to have leukocytosis at 30,000.  She was hospitalized in the haematology unit and was
diagnosed with chronic myeloid leukemia.  At the time of reporting the outcome was not reported.  She had received the first dose of Gardasil in November
2007.  Other business partner numbers include E200800808.  The reporter source was a health professional.  No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

WBC count ??Jan08 30,000
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

304737-1 (S)

13-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Chronic myeloid leukaemia, Leukocytosis

 HOSPITALIZED, SERIOUS

Other Vaccine
12-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6931
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Jan-2008
Vaccine Date

29-Jan-2008
Onset Date

0
Days

13-Feb-2008
Status Date

--
State

WAES0802USA00808
Mfr Report Id

Information has been received from a physician concerning a 15 year old female with no known allergies and no pertinent medical history who was vaccinated
with three doses of Gardasil. The first dose was administered on 19-FEB-2007 and the second dose was on 02-MAY-2007. On 29-JAN-2008, the patient was
by her primary care physician for complaints of increased frequencies of headaches, non radiating pain at the left side of her head and photophobia. While at
the primary care office on 29-JAN-2008, the patient also received the third dose of Gardasil. A few hours post vaccination, the patient experienced chills and
was shaking while sitting, walking or standing. The patient was hospitalized on 31-JAN-2008. The reporting physician was working with the neurology team at
the hospital. Tests performed were MRI of the head and an EEG, both with normal results. Urine pregnancy test was negative for pregnancy. The physician
reported the patient had some improvement, but as of 04-FEB-2008, was still hospitalized. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

magnetic resonance 01/31/08 - head: normal; electroencephalography 01/31/08 - normal; urine beta-human 01/31/08 - negative
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

304738-1 (S)

13-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Chills, Headache, Inappropriate schedule of drug administration, Photophobia, Tremor

 EXTENDED HOSPITAL STAY, SERIOUS

Other Vaccine
12-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Jan-2008
Vaccine Date

31-Jan-2008
Onset Date

0
Days

13-Feb-2008
Status Date

FR
State

WAES0802USA01143
Mfr Report Id

Information has been received from a physician concerning a 23 year old female with drug hypersensitivity to PRIMPERAN characterized by sensation of
malaise and tingling who on 31-JAN-2008 was vaccinated with her 1st dose of Gardasil (route, site of administration and lot number not reported). Concomitant
therapy included HOLGYEME for the treatment of acne. On 31-JAN-2008 the patient experienced anaphylactic shock 2 minutes after vaccination
characaterized by a brief loss of consciousness, lasting a few seconds, respiratory arrest, eyes rolled upwards, blurred vision and greyish skin tone. The patient
experienced bradycardia at 50bpm and hypotension at 7. She had muffled heart sounds. The patient received an injection of 0.25mg of adrenaline 3 minutes
after onset. She had hypotension at 8 for 5 to 6 minutes. The patient subsequently experienced further minor malaise. She recovered within 20 minutes. No
oedema was observed. The patient was placed on surveillance for 1/4 hour in the wating room. Anaphylactic shock was considered to be immediately life-
threatening. Other business partner numbers include: E2008-00828. No further information is available.

Symptom Text:

cryproterone acetate/ethinyl estradiol UnkOther Meds:
Lab Data:
History:

Drug hypersensitivity; Acne; Malaise; TinglingPrex Illness:

Total heartbeat count 50 bpm

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

304739-1 (S)

13-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anaphylactic shock, Bradycardia, Cyanosis, Gaze palsy, Heart sounds abnormal, Hypotension, Loss of consciousness, Malaise, Pallor, Respiratory arrest,
Vision blurred

 LIFE THREATENING, SERIOUS

Other Vaccine
12-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Jan-2008
Vaccine Date

30-Jan-2008
Onset Date

1
Days

13-Feb-2008
Status Date

FR
State

WAES0802USA01285
Mfr Report Id

This case was initially reported by a foreign regulatory authority health care professional on 04-FEB-2008 (no: 65024).  This case concerns the reporter a 26
year old female patient.  The patient had participated in clinical trials where she had received placebo vaccine and is now an ex-protocol subject.  The patient
was healthy at time of vaccination.  On 29-JAN-2008, at 17:30 hours the patient received the first dose of Gardasil (65488/0902F) route not reported in the left
arm. On 30-JAN-2008, one day post immunization, the patient attended a routine appointment with her General Practitioner and her blood pressure was found
to be raised at 154/92 mmHg.  The blood pressure was taken again ten minutes later and was still raised at 136/104 mmHg.  The systolic had returned to
normal limits but the diastolic remained raised.  The patient took her blood pressure again on 01-FEB-2008 and the readings were at 127/83 mmHg on her left
arm and 119/89 mmHg on her right arm.  This was again repeated ten minutes later and the readings were 120/83 mmHg on the left arm and 120/83 mmHg on
her right arm.  The patient is due to have her blood pressure taken again in one month.  The reporter considered this reaction to be serious due to other
medically important reason.  Other business partner numbers include E2008-00949.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Prex Illness:

blood pressure measurement 30Jan08 154/92 mmHg Normal Range: 120/70 - 130/80; blood pressure measurement 30Jan08 136/104 mmHg Normal Range:
120/70 - 130/80; blood pressure measurement 01Feb08 127/83 mmHg Normal Range: 120/70 - 130/80, Comme
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

304740-1

13-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure increased

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
12-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0902F 0 Left arm Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Mar-2007
Vaccine Date

20-Jul-2007
Onset Date

122
Days

14-Feb-2008
Status Date

OH
State Mfr Report Id

2nd shot - 05/18/2007; feet and hands hurt. ached all over - joints legs hurt. Saw doctor 7/20/07.  03/10/2008 MR received from PCP which include
rheumatology consults.    Pt reported onset of joint pain in June 2007 following Gardasil vax in March 20 and and May 18, 2007(Lot #0245U). Pain initially
noted in wrist and fingers with mild swelling noted on exam 7/20/2007.  Fatigue and stiffness increasing by 8/22/07 OV. Rheumatology consult 9/18/07 with
confirmed DX of Rheumatoid Arthritis 10/16/07 s/p lab results.

Symptom Text:

birth control pill; cymbaltaOther Meds:
Lab Data:

History:
nonePrex Illness:

8/22/07 - blood test; 9/18/07 went to Arthritis Ctr.  Labs and Diagnostics:  X-ray R foot and CXR normal. RF 17.3.  CCP antibody 123.6. ANA, ESR, and CRP all
WNL
none. PMH: OCD/Anxiety/Mood disorder with OCD features.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

304749-1 (S)

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Fatigue, Joint stiffness, Joint swelling, Pain, Pain in extremity, Rheumatoid arthritis

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Other Vaccine
12-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 01814U 0 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Jan-2008
Vaccine Date

25-Jan-2008
Onset Date

4
Days

13-Feb-2008
Status Date

PA
State Mfr Report Id

3 days after 3rd dose HPV vaccine - developed labial and vaginal ulcers - slight fever and HA. Progressed to be very painful.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Negative HSV antibodies; ANA Neg; CBC nl; Culture Bacterial/Viral negative
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

304750-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Pain, Pyrexia, Vaginal ulceration, Vulval disorder

 ER VISIT, NOT SERIOUS

Other Vaccine
12-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1266U 2 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Feb-2008
Vaccine Date

06-Feb-2008
Onset Date

1
Days

13-Feb-2008
Status Date

MA
State Mfr Report Id

local reaction right shoulder red; swollen mild tender nonfluctuant; Mild induration; local inflammatory reaction. Follow up 2-8-08 mom states decreased
swelling no redness

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

304753-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Induration, Inflammation, Local reaction, Oedema peripheral, Tenderness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
12-Feb-2008

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2542AA
1487U

0
0

Right arm
Left arm

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Jan-2008
Vaccine Date

Unknown
Onset Date Days

13-Feb-2008
Status Date

PA
State Mfr Report Id

No adverse events - MMRV was administered on 1/15/08 -> client age 16 and vaccine expired on 1/11/08.  No adverse event-only reporting dlt inappropriate
age & expired vaccine.

Symptom Text:

PPD, Sanofi Pasteur, C2678AA, ID LFA, 0 dosesOther Meds:
Lab Data:
History:

NonePrex Illness:

NKA

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

304757-1

13-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Expired drug administered, Inappropriate schedule of drug administration

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
12-Feb-2008

Received Date

Prex Vax Illns:

TDAP

MMRV
HPV4
HEPA

MNQ

GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
SANOFI PASTEUR

AC52B013AA

1117F
0930U
AHAVB171AA

U2407AA

0

0
0
0

0

Left arm

Right arm
Right arm
Left arm

Right arm

Intramuscular

Subcutaneously
Intramuscular
Intramuscular

Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Nov-2007
Vaccine Date

30-Nov-2007
Onset Date

2
Days

15-Feb-2008
Status Date

MA
State Mfr Report Id

From the time of vaccine to present patient has experienced the following symptoms: major fatigue, diarrhea, nausea, stomach pain, migraine headaches, hot
and cold, flushing of cheeks, at times  hands, fluctuating appetite  never limited her during .

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Abd x-ray; abd CT; endoscopy; colonoscopy; CBC; ESR; thyroid; SBD profile; serotonin level
Hx of explosive diarrhea & stomach which got worse after vaccinations.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

304764-1

15-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain upper, Appetite disorder, Diarrhoea, Fatigue, Feeling of body temperature change, Flushing, Migraine, Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
12-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0188V 0 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Jan-2008
Vaccine Date

17-Jan-2008
Onset Date

0
Days

13-Feb-2008
Status Date

LA
State

LA080204
Mfr Report Id

Patient had seizure activity - eyes rolled back, clonic-tonic, muscular contractures, verbal grunting noise, voided on self. Nausea reported after seizure type
activity. Lasted approximately 2 minutes. After history - child had done this at a concert 2 wks ago and at school. No app and follow up until today.

Symptom Text:

deniesOther Meds:
Lab Data:
History:

None except prev. activity like this after speaking to mother but never a problem at time of vaccinesPrex Illness:

unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

304765-1

06-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Gaze palsy, Grunting, Incontinence, Nausea, Tonic clonic movements

 ER VISIT, NOT SERIOUS

Other Vaccine
12-Feb-2008

Received Date

Prex Vax Illns:

MNQ
HEP

HPV4

SANOFI PASTEUR
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

U2370AA
AHBVB377AA

1062U

0
2

0

Left arm
Left arm

Right arm

Intramuscular
Intramuscular

Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Feb-2008
Vaccine Date

04-Feb-2008
Onset Date

0
Days

13-Feb-2008
Status Date

TX
State Mfr Report Id

As per parent child developed moderate swelling to her lips approximately 30 minutes following vaccination. As per parent the swelling persisted for
approxiamtely 30 minutes and resolved completely. As per parent, child also experienced a low grade fever throughout the night.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
Allergic to bee stings.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

304777-1

13-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Lip swelling, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
12-Feb-2008

Received Date

Prex Vax Illns:

TDAP

MNQ
HPV4

GLAXOSMITHKLINE
BIOLOGICALS
SANOFI PASTEUR
MERCK & CO. INC.

AC52B0119AA

U2429AA
0928U

0

0
0

Left arm

Right arm
Right arm

Intramuscular

Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Dec-2007
Vaccine Date

13-Dec-2007
Onset Date

1
Days

13-Feb-2008
Status Date

MI
State Mfr Report Id

The client is at school (college) and her mother called to cancel her appointment for her next series of vaccines andshe related the following.On 12/14/2007
she received three vaccines. adacel, Gardasil and Hep B. The next day she felt achy in the joints and then her hands swelled to the point she could not use
them She went to the local ER and was given some steroids and the symptoms improved but 3 or 4 days later the hand swelling and joint pain returned and
she was sent to see a rheumatologist who did blood tests for arthritis. the tests came back negative, but he told her her immune system must have been weak
and three vaccines at one time was too much for her( even though as a child she received multiple vaccines). He gave her a medrol dose pak and had her take
Aleve and her symptoms abated but it took several weeks until she was able to use her hands enough to draw.

Symptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

RA , Sed rate, Arthritis screen. results negative per client
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

304778-1

13-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Mobility decreased, Oedema peripheral

 ER VISIT, NOT SERIOUS

Other Vaccine
12-Feb-2008

Received Date

Prex Vax Illns:

TDAP
HPV4
HEP

SANOFI PASTEUR
MERCK & CO. INC.
MERCK & CO. INC.

C2824AA
1061U
1054U

5
0

Left arm
Right arm
Right arm

Intramuscular
Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Oct-2007
Vaccine Date

29-Oct-2007
Onset Date

0
Days

13-Feb-2008
Status Date

ME
State Mfr Report Id

Numbness in arm felt numb light headed whole body.Symptom Text:

birth controlOther Meds:
Lab Data:
History:

NoPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

304787-1

13-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Hypoaesthesia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
12-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1062U 1 Right arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Dec-2007
Vaccine Date

18-Dec-2007
Onset Date

0
Days

13-Feb-2008
Status Date

VA
State Mfr Report Id

Received Gardasil #1 on 12/18/2007, had migraine headache, vaccine phenomenon.  Has history of migraines.  Low grade 99.8 next am (12/19/07).Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Attention Deficit Disorder; Scoliosis; Migraine; Abdominal pain.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

304788-1

13-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Body temperature increased, Condition aggravated, Migraine

 ER VISIT, NOT SERIOUS

Other Vaccine
12-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1267U 0 Left arm Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Feb-2008
Vaccine Date

07-Feb-2008
Onset Date

2
Days

13-Feb-2008
Status Date

MO
State

MO-2008-02
Mfr Report Id

2/07/08 @ 7:40 a.m. reported pain in lower ribs bilaterally, took 2 tylenol.  At noon, she stated she had pain radiated to upper shcest, said pain subsided, but
still present.  She stayed in school with nurse monitoring her.  B/P 98/60, P-80, Temp 98.2F at room per school nurse.

Symptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

none
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

304830-1

14-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure, Body temperature, Chest pain, Heart rate normal, Musculoskeletal chest pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
13-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0389U Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Jan-2008
Vaccine Date

31-Jan-2008
Onset Date

0
Days

13-Feb-2008
Status Date

CA
State Mfr Report Id

PATIENT WAS GIVEN A HEPATITIS B SHOT INSTEAD OF A HEPATITIS A SHOT.Symptom Text:

Other Meds:
Lab Data:
History:

FOLLOW UP VISIT ONLYPrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

304832-1

14-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Wrong drug administered

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
13-Feb-2008

Received Date

Prex Vax Illns:

TDAP

HPV4
MNQ
HEP

GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
SANOFI PASTEUR
GLAXOSMITHKLINE
BIOLOGICALS

AC52B019AA

1487U
U2546AA
AHBVB341AA

3

0
0
3

Left arm

Right arm
Left arm

Right arm

Unknown

Unknown
Unknown

Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Jan-2008
Vaccine Date

09-Jan-2008
Onset Date

1
Days

14-Feb-2008
Status Date

TX
State Mfr Report Id

Headache and nose bleeding  around 18-20 hours after vaccination. No treatment requiered . Symtoms stopped 24 hours after started.Symptom Text:

noneOther Meds:
Lab Data:
History:

HIV InfectionPrex Illness:

HIV infection

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

304833-1

15-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Epistaxis, Headache

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
13-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0188U 0 Right arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Feb-2008
Vaccine Date

04-Feb-2008
Onset Date

0
Days

14-Feb-2008
Status Date

CT
State Mfr Report Id

Dizzy shortly after vaccine, complained of headache, "wobbly", off balance. Sore muscle (left deltoid) -administration site; Dizziness and headache persist >24
hours after administration of vaccine

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

304853-1

15-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Balance disorder, Dizziness, Headache, Myalgia

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1740V 0 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Feb-2008
Vaccine Date

Unknown
Onset Date Days

14-Feb-2008
Status Date

CT
State

CT200802
Mfr Report Id

Within 48 hours of administration of VZV #2 (booster), pt erupted with both vesicles and hives, along with mild malaise.  Vesicles continued to erupt over next
48 hours with older lesions leaving crater.  Many lesions in scalp, axillary groin & intertrigenous areas.  Dx varicella.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

304861-1

14-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Blister, Malaise, Skin lesion, Urticaria, Varicella

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
13-Feb-2008

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

0827U
1060U

1
0

Unknown
Unknown

Subcutaneously
Intramuscular



10 JUN 2008 06:27Report run on: Page 6949
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Feb-2008
Vaccine Date

10-Feb-2008
Onset Date

1
Days

14-Feb-2008
Status Date

MO
State Mfr Report Id

Local reaction injection site Lt arm.  Hives, hardness, tender post inj x3 days.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

304863-1

14-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Induration, Injection site reaction, Local reaction, Tenderness, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
13-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1740U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6950
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Feb-2008
Vaccine Date

Unknown
Onset Date Days

14-Feb-2008
Status Date

VA
State Mfr Report Id

None.  Patient received 3rd dose of HPV vaccine too soon.  Will reschedule patient & readminister.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

304864-1

14-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
13-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0929U 2 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 6951
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Oct-2007
Vaccine Date

24-Oct-2007
Onset Date

0
Days

15-Feb-2008
Status Date

IL
State

WAES0802USA00987
Mfr Report Id

Information has been received from a physician concerning a 20 year old white female student with no previous medical history or allergies, who on 24-OCT-
2007 at 12:15 PM, was vaccinated IM in the deltoid with the first dose of Gardasil (lot# 654539/0742U).  On 24-OCT-2007 at 12:15 PM, the patient experienced
seizure like activity movement of hands lasting for 10-20 minutes.  Subsequently, the patient recovered from seizure like activity movement of hands.  No
product quality complaint was involved.  Upon internal review seizure like movements is considered to be an other important medical event.  Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

304872-1

15-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Dyskinesia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0742U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6952
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Sep-2007
Vaccine Date

03-Jan-2008
Onset Date

97
Days

15-Feb-2008
Status Date

VA
State

WAES0802USA00868
Mfr Report Id

Information has been received from a nurse concerning her 16 year old daughter with no medical history or concomitant therapies who in July 2007, was
vaccinated with her first dose of Gardasil.  In September 2007, the patient was vaccinated with her second dose of Gardasil.  After the second dose, the patient
fainted and also had a headache.  She then developed a pseudo cerebral tumor which started to cause blindness.  She had a spinal tap and also had the fluid
drained to relieve the pressure she was having.  No further information was provided.  Subsequently, the patient recovered from fainting, her headache, the
pseudo cerebral tumor and blindness.  The blindness was considered to be an other important medical event.  Additional information has been requested.
02/29/2008 MR received from neurologist for OV 1/17/2008 with Dx:  Pseudotumor cerebri.  Pt presented with some loss of vision in the L eye and headache x
2 weeks with papilledema noted on fundoscopic exam.  PE WNL except papilledema.  3/27/2008 Additional records received from opthomology consults
1/18/08 and 1/30/08 and f/u neurology 2/28/08. Seen by ophth 1/18/08 with visual field changes with h/a. PE (+) for optic nerve edema. DX: Pseudotumor
cerebri.  Mild blepharitis, mild refractive error L eye. Ophth consult 1/30/08 with report of improved visual acuity and no h/a. Edema still present on optic nerve
exam, improved from last visit.  Neuro f/u with improvement noted in visual field and h/a.

Symptom Text:

NoneOther Meds:
Lab Data:

History:
Prex Illness:

spinal tap; diagnostic procedure. Labs and Diagnostics:  MRI brain with no lesion or infarction.  LP with normal pressure, cell count, glucose, and protein.  CSF
cx (-).
None PMH:  Headache 2 months prior.  Allergic to Amoxicillin.  Recently stopped oral contraceptives.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

304873-1

31-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Benign intracranial hypertension, Blepharitis, Blindness, Headache, Papilloedema, Refraction disorder, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
14-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0929U 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6953
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Sep-2007
Vaccine Date

15-Nov-2007
Onset Date

49
Days

15-Feb-2008
Status Date

FR
State

WAES0801USA01977
Mfr Report Id

Information has been received from a physician concerning a 17 year old female patient with no medical history who on 27-SEP-2007, was vaccinated with a
first dose of Gardasil (Lot# 1536F; Batch# NG01520).  On approximately 15-NOV-2007, about 6 weeks after the vaccination, the patient experienced
condylomata acuminata.  She was treated with CONDYLOX.  On 29-NOV-2007, the patient was vaccinated with a second dose of Gardasil (Lot# 0482U;
Batch# NG09920).  On 01-FEB-2008, she presented to the reporter's office.  It was reported that since the condylomata was ongoing, she was admitted to the
hospital for operative ablation.  At the time of this report, the patient had not recovered.  Other business partners numbers include: E200709376.  No further
information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

304874-1 (S)

15-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anogenital warts

 HOSPITALIZED, SERIOUS

Other Vaccine
14-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1536F 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6954
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Dec-2007
Vaccine Date

07-Dec-2007
Onset Date

0
Days

15-Feb-2008
Status Date

CT
State

WAES0801USA03619
Mfr Report Id

Initial and follow up information has been received from a physician, regarding a 25 year old caucasian female patient, and editor, with no known drug allergies,
who on 07-DEC-2007 at 4:30 pm, was vaccinated IM in the left deltoid, with the second dose, 0.5 ml, of Gardasil (lot #655322/1211U).  There were no side
effects associated with the first dose of Gardasil (date not specified).  There was no illness at the time of vaccination.  Concomitant therapy included ORTHO
TRI-CYCLEN LO.  On approximately 27-DEC-2008, the patient called the physician's office and stated that post vaccination, her left arm had been sore, but it
had gotten better (duration not specified).  She added though, that on approximately 20-DEC-2007, her arm had become sore again.  The patient also reported
weakness in her arm.  There was no redness or fever.  Treatment with MOTRIN was recommended by the physician.  On 10-JAN-2008, the patient called the
physician back with complaints of continued pain in her arm, described as pain when she lifted her arm over her head and when she lay on her side on the arm.
 At the time of this report, the symptoms continued, but had lessened.  The physician considered arm sore again with weakness to be persistent or significantly
disabling or incapacitating.  Additional information has been requested.

Symptom Text:

ORTHO TRI-CYCLEN LOOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

304878-1 (S)

15-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injected limb mobility decreased, Injection site pain, Muscular weakness, Pain in extremity

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Other Vaccine
14-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1211U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 6955
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Mar-2007
Vaccine Date

12-Mar-2007
Onset Date

0
Days

15-Feb-2008
Status Date

--
State

WAES0802USA00792
Mfr Report Id

Information has been received from a physician's assistant concerning a 17 year old female who has had "multiple sexual partners and engages in high risk
behavior".  Her first pregnancy resulted in a spontaneous abortion in March 2006.  On 06-FEB-2007, the patient had pelvic inflammatory disease from which
she recovered.  On 28-FEB-2007, the patient had an ultrasound which revealed a complex ovarian cyst.  Also on 28-FEB-2007, urine and ultrasound tests
confirmed that the patient was not pregnant.  She was referred to a gynecologist for evaluation of her ovarian cyst.  On 12-MAR-2007, the patient was
vaccinated with the first dose of GARDASIL (lot #653736/0014U), 0.5 ml.  On 30-MAR-2007, the patient presented to the gynecologist for evaluation of her
existing ovarian cyst.  It was determined via ultrasound that the patient was 6 weeks and 4 days pregnant.  Her last menstrual period (LMP) was estimated to
be late January/early February (estimated delivery date 08-NOV-2007).  In the end of April 2007, the patient had a spontaneous abortion followed by a dilation
& curettage (D & C).  Subsequently (date unknown), the patient was diagnosed at the ER with a urinary tract infection (UTI) status post spontaneous abortion
and D & C.  On 08-MAY-2007, the patient was vaccinated with the second dose of GARDASIL (lot #657005/0314U).  She was fully recovered from the
spontaneous abortion at that time.  On 07-SEP-2007, the patient was vaccinated with the third dose of GARDASIL (lot #657872/0515U).  Subsequently, the
patient recovered from the UTI.  In the follow-up phone call of 07-FEB-2008, the PA reported that she did not consider the spontaneous abortion or UTI as
disabling or life threatening.  She was unsure if the patient had been hospitalized at all.  Upon internal review, spontaneous abortion was considered to be an
other important medical event.  No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Pregnancy NOS (LMP = 2/1/2007); Ovarian cystPrex Illness:

ultrasound 02/28/07 - revealed complex ovarian cyst; ultrasound 03/30/07 - determined that pt was 6 wks & 4 days pregnant; ultrasound 02/28/07 - confirmed
pt not pregnant; urine beta-human 02/28/07 - confirmed pt not pregnant
Abortion spontaneous; Pelvic inflammatory disease

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

304879-1

15-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy, Urinary tract infection, Uterine dilation and curettage

 ER VISIT, NOT SERIOUS

Other Vaccine
14-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0014U 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Jan-2008
Vaccine Date

31-Jan-2008
Onset Date

0
Days

15-Feb-2008
Status Date

--
State

WAES0802USA01815
Mfr Report Id

Information has been received for the Merck Pregnancy Registry for Gardasil from an 18 year old female with no pertinent medical history or drug
reactions/allergies who on 31-JAN-2008 was vaccinated with a first dose of Gardasil injection.  There was no concomitant medication.  On 03-FEB-2008 or 04-
FEB-2008 (3 to 4 days) after receiving the first dose of Gardasil the patient miscarried.  The patient was approximately 2 weeks pregnant.  The patient was
unaware she was pregnant until she miscarried.  The physician stated to the patient that her left ovary was swollen.  The patient was in alot of pain.  The patient
was scheduled for a CT scan next week.  At the time of reporting the patient has not recovered.  On approximately 20-JAN-2008 was the patient's date of last
menstrual period.  The patient's estimated date of delivery was 26-OCT-2008.  No additional information was provided.  Upon internal review miscarriage was
considered to be an other medical event.  Additional information is not expected.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP=Unknown)Prex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

304880-1

15-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy, Ovarian enlargement, Pain

 ER VISIT, NOT SERIOUS

Other Vaccine
14-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jan-2008
Vaccine Date

05-Feb-2008
Onset Date

18
Days

15-Feb-2008
Status Date

FR
State

WAES0802USA01968
Mfr Report Id

Information has been received from a gynecologist concerning a 24 year old female with appetite lost and unintended weight decreased (7 kg) who in 18-JAN-
2008, was vaccinated with a second dose of Gardasil.  On 05-FEB-2008 the patient experienced heavy back pain, pain in both shoulders, stomach pain and felt
very ill.  She was admitted to the hospital.  Following information gathered on 07-FEB-2008, the exams should that she had acute oesophagitis due to
gastroesophageal reflux.  She was successfully treated and discharged on 07-FEB-2008.  A disorder of the gallbladder was also suspected.  Further outpatient
examinations were scheduled.  It was to be noted that the patient had decreased appetite and unintended weight loss of 7 kg since mid 2007 (prior to first dose
of Gardasil).  No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Appetite lost; weight decreasedPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

304881-1 (S)

15-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain upper, Back pain, Gastrooesophageal reflux disease, Malaise, Musculoskeletal pain, Oesophagitis

 HOSPITALIZED, SERIOUS

Other Vaccine
14-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 6958
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-May-2007
Vaccine Date

14-May-2007
Onset Date

0
Days

15-Feb-2008
Status Date

FR
State

WAES0802USA01970
Mfr Report Id

Information has been received from a physician concerning a 28 year old female with a history of epidural anaesthesia during delivery (2006) who on 14-MAY-
2007 was vaccinated IM, into the left arm, with a first dose of GARDASIL.  In approximately July 2007, the patient experienced seizure cerebral with foam
outside of the mouth, wide open eyes, apnoea and amnesia.  Subsequently, the patient recovered.  On 16-JUL-2007 the patient was vaccinated IM, into the left
arm, with a second dose of GARDASIL.  There was no adverse event after the second dose.  On 10-DEC-2007 the patient was vaccinated IM, into the left arm,
with a third dose of GARDASIL.  On 06-JAN-2008 the patient experienced seizure cerebral with foaming of the mouth, with wide open eyes, apnoea and
amnesia.  Ambulant examinations (neurological, pulmonary and otorhinolaryngological) in a hospital were without finding.  The reporting physician described
the cerebral seizure as of unknown genesis.  The reporting physician considered seizure cerebral with foam outside of the mouth, wide open eyes, apnoea and
amnesia to be other important medical events.  Other business partner numbers included E2008-00926.  No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Prex Illness:

Neurological examination without findings; Ears, nose, and throat examination without findings; Diagnostic laboratory test pulmonary examination without
findings.
Epidural anaesthesia; Delivery

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
28.0

304882-1

15-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Amnesia, Apnoea, Convulsion, Foaming at mouth, Gaze palsy, Inappropriate schedule of drug administration, Staring

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Oct-2007
Vaccine Date

15-Nov-2007
Onset Date

21
Days

15-Feb-2008
Status Date

FR
State

WAES0802USA02225
Mfr Report Id

Information has been received from a gynecologist concerning a 16 year old female with no reported medical history who on 25-OCT-2007 was vaccinated in
the arm with a first dose of Gardasil (route, lot# and batch# not reported). On approximately 15-NOV-2007 "3 weeks after vaccination" the patient experienced
blindness. On an unspecified date a magnetic resonance imaging (MRI) test was performed and the diagnosis of multiple sclerosis was made. It was not
reported if the blindness was a transient event or not. The physician reported that the aunt of the female also suffers from multiple sclerosis. The reporter
considered blindness and multiple sclerosis to be disabling. Additional information has been requested. Other business partners included are: E2008-00995.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

magnetic resonance imaging diagnosed multiple sclerosis
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

304883-1 (S)

15-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Blindness, Multiple sclerosis

 PERMANENT DISABILITY, SERIOUS

Other Vaccine
14-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Nov-2007
Vaccine Date

24-Jan-2008
Onset Date

77
Days

15-Feb-2008
Status Date

FR
State

WAES0802USA02228
Mfr Report Id

Information has been received from a physician, concerning a 16 year old female who on 08-NOV-2007 was vaccinated IM in the left deltoid, with the first dose
of GARDASIL (lot 1340F; batch NF14740).  On 24-JAN-2008 the patient developed a tremor in her right arm, and was hospitalized.  Subsequently, the patient
recovered (duration and date not specified), and was discharged from the hospital on 01-FEB-2008.  Other business partner numbers include: E2008-01011.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

304884-1 (S)

15-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Tremor

 HOSPITALIZED, SERIOUS

Other Vaccine
14-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1340F 0 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Dec-2007
Vaccine Date

01-Dec-2007
Onset Date

0
Days

15-Feb-2008
Status Date

FR
State

WAES0802USA02234
Mfr Report Id

Information has been received from a healthcare professional, concerning a 24 year old female patient with hypersensitivity (not specified) and drug
hypersensitivity to paracetamol, who in December 2007, was vaccinated with the first dose of Gardasil (lot # not reported). Two to three hours after vaccination,
she experienced general malaise. That evening, she developed dyspnea, itchy throat and uvula edema. She went to emergency services and was diagnosed
with an allergic reaction to the vaccine. Treatment included URBASON, and the patient's symptoms improved. The next day, she experienced similar
symptoms, and was diagnosed with tonsillitis. No further information was reported. The healthcare professional considered one or more of the events to be
serious as an other relevant medical event. Other business partner numbers include: E2008-01029.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Hypersensitity; Drug hypersensitivityPrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

304885-1

15-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dyspnoea, Hypersensitivity, Malaise, Palatal oedema, Throat irritation, Tonsillitis

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Sep-2007
Vaccine Date

25-Sep-2007
Onset Date

0
Days

15-Feb-2008
Status Date

MN
State Mfr Report Id

Syncope.  Pt. received vaccinations with TdaP & Influenza.  Shots L arm each separated by ~15 seconds, then received Menactra R arm & no problems, 4th
vaccine Gardasil R arm.  Pt had pain with RUSH up arm & within seconds of shot fell off exam table to R side striking R frontal parietal area and few seconds
LOC with vagal type appearance.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

304938-1

15-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Fall, Head injury, Loss of consciousness, Pain in extremity, Syncope vasovagal

 ER VISIT, NOT SERIOUS

Other Vaccine
14-Feb-2008

Received Date

Prex Vax Illns:

TDAP
MNQ
HPV4
FLU

SANOFI PASTEUR
SANOFI PASTEUR
MERCK & CO. INC.
SANOFI PASTEUR

C2731AA
U2382BA
0388U
U2445AA

Left arm
Right arm
Right arm
Left arm

Unknown
Unknown
Unknown
Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Feb-2008
Vaccine Date

13-Feb-2008
Onset Date

0
Days

15-Feb-2008
Status Date

NC
State Mfr Report Id

2 minutes after receiving the Gardasil vaccine patient had vagal epsiode and hit left frontal area of head on cement floor.  Resulted in 20 second tonic seizure.
After seizure patient remained dizzy and nauseated.  Taken to ER for cervical spine films and head CT - both negative.  Patient discharged from ER with zofran
and motrin.  Almost 24 hours later patient still dizzy and nauseated.

Symptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

Brain CT - negative, Cervical spine films - negative
migraines

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

304945-1

15-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Fall, Head injury, Nausea, Syncope vasovagal, Tonic convulsion

 ER VISIT, NOT SERIOUS

Other Vaccine
14-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1487U 2 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Feb-2008
Vaccine Date

04-Feb-2008
Onset Date

0
Days

15-Feb-2008
Status Date

GA
State Mfr Report Id

24 hours after receiving her first dose of Guardasil, the patient developed edema in her face, hands and feet, which lasted until 2-14-08.  She also had
generalized itching from the neck down, which lasted for 24 hours.  She reported these side effects to her physician on 2-14-08.

Symptom Text:

Flintstones VitaminsOther Meds:
Lab Data:
History:

None reportedPrex Illness:

None known

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

304947-1

15-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Face oedema, Oedema peripheral, Pruritus generalised

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1487U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 6965
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Jun-2007
Vaccine Date

24-Jul-2007
Onset Date

41
Days

15-Feb-2008
Status Date

CT
State Mfr Report Id

Patient received her third Gardasil vaccine 2 months too soon. She has had frequent breakouts of a hive type rash, which required three hospitalizations
resulting in IV medication. She was prescribed cortisone and benadryl. I recently found out the vaccine contains a sulfur ingredient, which my daughter is
allergic and which she stated upon doctor visit when history was obtained. Patient still experiences breakouts as recently as two weeks ago.

Symptom Text:

ibuprofen, tylenol  prnOther Meds:
Lab Data:
History:

NoPrex Illness:

ER obtained usual labs upon each visit
Sulfur based drugs, augmentin,dander, dust mites, Exercise induced asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

304952-1

15-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, Rash, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
14-Feb-2008

Received Date

rash/hives~HPV (Gardasil)~3~20~In PatientPrex Vax Illns:

HPV4 MERCK & CO. INC. UNKNOWN 2 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Feb-2008
Vaccine Date

11-Feb-2008
Onset Date

0
Days

15-Feb-2008
Status Date

GA
State Mfr Report Id

Patient was ordered for TdaP, but nurse inadvertently administered DTaP.Symptom Text:

OTC PepcidOther Meds:
Lab Data:
History:

Abd painPrex Illness:

Allergic rhinitis, Asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

304957-1

15-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Wrong drug administered

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-Feb-2008

Received Date

Prex Vax Illns:

MNQ
FLU
DTAP
HEPA

HPV4

SANOFI PASTEUR
SANOFI PASTEUR
SANOFI PASTEUR
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

U241AA
U2523AA
U2290BA
AHAVB217BA

0522U

0

4
0

0

Left leg
Left arm

Right arm
Left arm

Right leg

Intramuscular
Intramuscular
Intramuscular
Intramuscular

Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Feb-2008
Vaccine Date

14-Feb-2008
Onset Date

7
Days

15-Feb-2008
Status Date

NY
State Mfr Report Id

got two doses of gardasil and notes muscle pain and discomfort globally (not at site) at nite 3 wks after adminSymptom Text:

estrostep, protonix, allegraOther Meds:
Lab Data:
History:

nonePrex Illness:

primary care doctor sent lyme titer and following up
ulcer

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

304963-1

15-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Discomfort, Myalgia

 ER VISIT, NOT SERIOUS

Other Vaccine
14-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 174OU 1 Right arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Feb-2008
Vaccine Date

06-Feb-2008
Onset Date

0
Days

15-Feb-2008
Status Date

WA
State Mfr Report Id

Fainted within 5 sec of receiving immunization, unconscious for less than 1 min.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

A few minutes after coming to, O2 sat 100%; BP 116/64
Anxiety; rotator cuff syn; ankle sprain; allergic rhinitis; has fainted but not with immunizations

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

304984-1

15-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-Feb-2008

Received Date

None~ ()~~0~In Patient|None~ ()~~0~In Sibling|None~ ()~~0~In SiblingPrex Vax Illns:

HPV4 MERCK & CO. INC. 0755U 0 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Feb-2008
Vaccine Date

09-Feb-2008
Onset Date

2
Days

15-Feb-2008
Status Date

PA
State Mfr Report Id

Received Gardasil injection #3 on 2/7/08.  Few days later developed neck stiffness and joint pain/stiffness, tightness both legs & L arm where inj./fever on 3rd
day x24 hrs.  Can barely walk.  Sent to ER.  03/17/2008 MR recieved for DOS 2/18-21/2008 with DX: Severe polyarthragia and weakness 2' to SLE. Systemic
Lupus Erythematosus. ADD. Anemia. Pt presented with hisory of joint pain and swelling, generalized weakness progressing to the point of having difficulty
getting out of bed.  PE (+) for tenderness of both feet, ankles and hands.  Decreased hand grip.   Rheumatology consult with assessment of polyarthralgias,
fevers, myalgias and hypocomplementemia.

Symptom Text:

StratteraOther Meds:
Lab Data:

History:
NoPrex Illness:

Labs and Diagnostics:  CBC with normal WBC and dfferential, Hgb 11.8. Electrolytes WNL. UA with 3-5 WBCs, 3-5 RBCs and few bacteria. Complement C3
and C4 decreased at 63 and 7.2. Parvovirus B19 IgG (+). RF (-).  CRP 3.6. dsDNA AutoAb 734.
NKA; no birth defects; Hx ADD; ear surg; LGSIL. PMH: ADHD, anxiety, R knee strain. (+) HPV. NKDA.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

304987-1 (S)

25-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Activities of daily living impaired, Anaemia, Arthralgia, Asthenia, Gait disturbance, Hypocomplementaemia, Injection site reaction, Joint stiffness, Joint swelling,
Musculoskeletal stiffness, Myalgia, Pyrexia, Systemic lupus erythematosus

 ER VISIT, HOSPITALIZED, SERIOUS

Related reports:   304987-2

Other Vaccine
14-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1448U 2 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Feb-2008
Vaccine Date

18-Feb-2008
Onset Date

3
Days

26-Feb-2008
Status Date

PA
State

WAES0802USA04454
Mfr Report Id

Information has been received from a nurse concerning a 16 or 17 year old female patient who on 15-FEB-2008, was vaccinated IM with a third 0.5ml dose of
Gardasil.  On 17-FEB-2008, two days later, the patient experienced stiffness in neck, fever, and severe joint pain with difficulty walking.  On 18-FEB-2008, she
was admitted to the hospital and she remains there.  AT the time of this report, the patient had not recovered.  No product quality complaint was involved.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

304987-2 (S)

30-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Gait disturbance, Musculoskeletal stiffness, Pyrexia

 ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, SERIOUS

Related reports:   304987-1

Other Vaccine
25-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Aug-2007
Vaccine Date

Unknown
Onset Date Days

15-Feb-2008
Status Date

CA
State Mfr Report Id

None.  Pt. didn't need Hep A 3.  Already has received Hep A 1 7-26-00, Hep A 2 6-9-03.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

304990-1

15-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, No adverse reaction

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-Feb-2008

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
MERCK & CO. INC.

0171U
1280F

0
2

Left arm
Left arm

Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Jan-2008
Vaccine Date

22-Jan-2008
Onset Date

0
Days

18-Feb-2008
Status Date

FR
State

WAES0802USA01283
Mfr Report Id

Information has been received from a Health Authority (ref. # PEI2008000776) concerning a 13 year old female with a history of previous unspecified
vaccinations being well tolerated. On 22-JAN-2008, the patient was vaccinated with a first dose of Gardasil. On 22-JAN-2008, five minutes post vaccination, the
patient experienced a circulatory collapse and fell down on her head. She recovered within 10 seconds. The events were considered to be immediately life-
threatening by the reporter. Other business partner numbers include: E2008-00848. Further information was expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

305007-1 (S)

18-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Circulatory collapse, Fall

 LIFE THREATENING, SERIOUS

Other Vaccine
15-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Oct-2007
Vaccine Date

13-Oct-2007
Onset Date

7
Days

18-Feb-2008
Status Date

FR
State

WAES0712USA07703
Mfr Report Id

Information has been received from a physician concerning a 21 year old female with a history of atopic eczema and eczema of the lower legs at the time of
vaccination who on 06-OCT-2007 was vaccinated with a first dose of Gardasil. On approximately 13-OCT-2007, one week post vaccination, the patient
experienced aggravated neurodermatitis. The patient was remitted to a dermatologist on an unknown date. At the time of the report the patient's outcome was
unknown. Other business partner numbers included E2007-08928. Follow up information was received on 06-FEB-2008 from the physician. The physician
reported that the case had to be upgraded. The patient presented at the physician's office. Meanwhile the neurodermatitis concerns the whole body.
Neurodermatitis was considered to be an other important medical event. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

unknown
Atopic eczema

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

305008-1

18-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Condition aggravated, Neurodermatitis

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-May-2007
Vaccine Date

21-May-2007
Onset Date

14
Days

18-Feb-2008
Status Date

NY
State

WAES0802USA00885
Mfr Report Id

Information has been received from a 26 year old female dental hygienist with an allergy to penicillin and sulfonamide who on 07-MAY-2007 was vaccinated
with the first dose of Gardasil (lot# not reported). There was no concomitant medication. On 21-May-2007 the patient developed vomiting which "lasted for one
day". The patient also reported that she experienced nausea, dizziness and heartburn for one week following vomiting. The patient was examined in the
emergency room (date not provided) and was diagnosed with gastritis. The patient reported that "blood work and an ultrasound (dates of tests not provided)
were performed. The patient was not admitted to the hospital and was released that same day. The patient considered the events to be disabling. The patient
reported that she recovered from gastritis and dizziness on 28-May-2007. On 04-Feb-2008 the patient received the second dose of Gardasil (lot# not reported).
No additional information is expected.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory - Normal; ultrasound - Normal
Penicillin allergy; Sulfonamide allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

305009-1 (S)

18-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Dyspepsia, Gastritis, Nausea, Vomiting

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Other Vaccine
15-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Feb-2008
Status Date

IL
State

WAES0802USA01039
Mfr Report Id

Medical assistant mentioned that a patient mentioned to the physician regarding her neighbor's daughter who was vaccinated with a dose of GARDASIL.
Concomitant therapy included MENACTRA. Subsequently the patient became paralyzed. Unknown medical attention was sought. The patient's outcome is
unknown. No product quality complaint was involved. Upon internal review paralysis is considered to be an other important medical event. This is a hearsay
report in the absence of an identifiable patient. Attempts are being made to verify the existence of a patient." Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

305010-1

18-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Paralysis

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Feb-2008

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Dec-2007
Vaccine Date

Unknown
Onset Date Days

18-Feb-2008
Status Date

FR
State

WAES0802USA02742
Mfr Report Id

Information has been received from a consumer, concerning her daughter (age not specified) with no reported medical history, who in December 2007, was
vaccinated with the first dose of GARDASIL (lot # not reported). Subsequently (date of onset not specified). the patient experienced a hypertensive crisis,
described as elevation of blood pressure within minutes, of unknown etiology. Investigations included neurology, cardiology and ophthalmology, though a
diagnosis was not determined. In January 2008, the second dose of GARDASIL (lot # not reported) was administered. At the time of this report, hypertensive
crisis (elevation of blood pressure within minutes) had not resolved. The event of hypertensive crisis was considered to be serious as an other important
medical event. Other business partner numbers include E2008-00751.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

305011-1

18-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure increased, Hypertensive crisis

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Feb-2008
Status Date

CA
State

WAES0802USA01915
Mfr Report Id

Information has been received from a medical assistant concerning a female in her early 20's who on an unspecified date in 2007 the patient received her first
dose of GARDASIL injection. Concomitant therapy on the same date also included another vaccine (therapy unspecified). On an unspecified date the patient
received her second dose of GARDASIL. The patient had a "nervous breakdown; some kind of anxiety or severe depression". The patient was admitted to the
hospital and was found to have decreased serotonin levels and aluminum toxicity. The dates of the hospitalization are not known but the patient was
discharged and was started on an antidepressant (therapy unspecified). The patient has not received her third dose yet. At the time of reporting the patient was
recovering. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

305012-1 (S)

18-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anxiety, Blood aluminium increased, Depression, Mental disorder, Serum serotonin decreased

 ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, SERIOUS

Other Vaccine
15-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-May-2007
Vaccine Date

18-May-2007
Onset Date

0
Days

18-Feb-2008
Status Date

--
State

WAES0802USA02045
Mfr Report Id

Information has been received from representative via a nurse practitioner concerning a 15 year old (also reported as 16 year old) female with a penicillin
allergy who on an unspecified date was vaccinated with Gardasil (lot# unknown). The patient's date of last menstrual period was 25-APR-2007. Subsequently,
the patient developed blood clots and was hospitalized. Medical attention was sought. The representative reported that the number of doses administered were
unknown, the number of days the patient was hospitalized was unknown and the details for the patient's pregnancy was unknown. Follow-up information was
received from the nurse practitioner. The patient was administered Gardasil on 18-MAY-2007. The patient was scheduled to be induced on 09-FEB-2008 since
she was past her due date which was 30-JAN-2008. The details regarding the intervention for the blood clot in the hospital was unknown. Further information
was not available. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 4/25/2007) Penicillin allergyPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

305013-1 (S)

18-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Thrombosis

 ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, SERIOUS

Other Vaccine
15-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Oct-2007
Vaccine Date

23-Oct-2007
Onset Date

0
Days

18-Feb-2008
Status Date

AL
State

AL0806
Mfr Report Id

102 degree fever, chills, skin felt like it was "on fire", lasted 2-3 days.Symptom Text:

noneOther Meds:
Lab Data:
History:

NoPrex Illness:

Environmental (took claritin) Febrile seizures as a child, depression

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

305056-1

18-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Chills, Pyrexia, Skin warm

 ER VISIT, NOT SERIOUS

Other Vaccine
15-Feb-2008

Received Date

No~ ()~NULL~~In Patient|No~ ()~NULL~~In Sibling1|No~ ()~NULL~~In Sibling2Prex Vax Illns:

TDAP
HPV4
MMR

SANOFI PASTEUR
MERCK & CO. INC.
MERCK & CO. INC.

C2609AA
0927U
0287U

0
0
1

Left arm
Left arm
Left arm

Intramuscular
Intramuscular

Subcutaneously
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Feb-2008
Vaccine Date

13-Feb-2008
Onset Date

2
Days

18-Feb-2008
Status Date

NM
State Mfr Report Id

2 days after Varivax and Gardasil vaccine, had redness and swelling to Varivax site.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

305064-1

18-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Feb-2008

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

1510U
0244U

1
1

Right arm
Right arm

Subcutaneously
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Aug-2007
Vaccine Date

Unknown
Onset Date Days

20-Feb-2008
Status Date

NY
State

WAES0802USA02053
Mfr Report Id

Information has been received from a physician concerning a 15 year old female with a history of severe migraines who on 20-AUG-2007 was vaccinated with a
first dose of Gardasil (lot # not reported) 0.5 ml.  Subsequently, the patient experienced seizure like symptoms.  Unspecified medical attention was sought.  The
outcome of the seizure like symptoms was not reported.  Upon internal review, seizure like symptoms was considered to be an Other Important Medical Event.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Migraine

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

305105-1

20-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Jan-2008
Vaccine Date

06-Jan-2008
Onset Date

2
Days

20-Feb-2008
Status Date

FR
State

WAES0802USA02227
Mfr Report Id

Information has been received from a health authority concerning a 16 year old female with a history of infectious mononucleosis (date not reported) who on
04-JAN-2008 was vaccinated with a dose of Gardasil.  Concomitant therapy included SERETIDE and NASONEX. On 06-JAN-2008 the patient developed
mononucleosis with fever, headache, nausea, difficulty to climb stairs, fatigue, stridor, persistent mucosal infection, pale and no appetite at all.  Results from
tests (type of test not reported) gave the diagnosis of relapse of mononucleosis.  The patient was treated with clarithromycin, DIFLUCAN, GYNO-DAKTARIN.
At the time of the report, the patient's outcome was unknown.  The health authority considered mononucleosis syndrome to be an other important medical
event.  No further information is available.  Other business partner numbers included E2008-01021.

Symptom Text:

NASONEX, Unk - Cont; SERETIDE, Unk - ContOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory test Comment: relapse of mononucleosis
Infectious mononucleosis

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

305106-1

20-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anorexia, Condition aggravated, Fatigue, Gait disturbance, Headache, Infectious mononucleosis, Mucosal infection, Nausea, Pallor, Pyrexia, Stridor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
20-Feb-2008
Status Date

--
State

WAES0802USA02698
Mfr Report Id

Information has been received from a health professional concerning a female (age not reported) who on an unspecified date was vaccinated with Gardasil
injection.  Concomitant therapy included MENACTRA.  Subsequently the patient experienced a seizure like reaction and fainted.  The patient was hospitalized
for an unspecified length of time.  On an unspecified date the patient had various test performed, the results were unknown.  At the time of reporting it was
unknown if the patient had recovered.  No further information was provided regarding these adverse experiences.  Additional information has been requested.
Seizure and syncope required hospitalization.  This is one of several reports from the same source.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

305107-1 (S)

20-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Syncope

 ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Unknown
Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Feb-2008
Vaccine Date

06-Feb-2008
Onset Date

0
Days

20-Feb-2008
Status Date

--
State

WAES0802USA02723
Mfr Report Id

Information has been received from a consumer concerning his daughter, a female with a history of drug hypersensitivity who in December 2007, was
vaccinated with the first dose of Gardasil.  In February of 2008 the patient was vaccinated with the second dose of Gardasil.  Concomitant therapy included
IMITREX and hepatitis A virus vaccine (unspecified).  Per the reporter, "four hours after the patient received the vaccines, she became paralyzed from the neck
down, which lasted about 9 hours.  The patient also had numbness and tingling all over her body.  She was rushed to the emergency room and was released
after the 9 hours.  The experience has improved but the patient still occasionally experiences numbness and tingling in her arms.  Also, sometimes when the
patient goes to pick something up, she cannot because her arms and hands just won't move."  No lot number was provided and no further information was
provided.  The reporter did state that he will call back with the lot number.  Paralysis was considered to be an other important medical event.  Additional
information has been requested. 03/07/08 Vax record confirms Gardasil dose #1, Hep A#1. 03/19/2008 MR received for ER visit 2/6/2008 with Final Impression
Generalized weakness-resolved. Pt presented to ER with c/o difficulty moving extremities x several hours. Pt states both arms and legs are weak with tingling.
SOB now resolved.  Pt had migraine h/a earlier in the day, txd with Imitrex.  PE WNL. 4/4/2008 MR received from PCP for OV 2/7/2008 re: above ER visit.  Pt
had 2 similar but milder episode of weakness on 2/7/08. PE WNL. DX:  Weakness; iron def anemia. To return if sx recur.  Pt not seen in office since 2/7/08 per
office RN.

Symptom Text:

IMITREXOther Meds:
Lab Data:

History:
mild anemiaPrex Illness:

diagnostic laboratory - performed before the shot; diagnostic laboratory - performed at hospital after shot. Labs and Diagnostics: BMP WNL. CBC with WBC
3.9, RBC 3.95, and Hgb 11.8 otherwise WNL.
Drug hypersensitivity. PMH: weakness and fatigue x 4-5 months.  Migraine h/a.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

305108-1

05-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Dyspnoea, Hypoaesthesia, Migraine, Paraesthesia, Paralysis

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

1210U
AHAVBC17AA

0
0

Left arm
Right arm

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Sep-2007
Vaccine Date

Unknown
Onset Date Days

20-Feb-2008
Status Date

FR
State

WAES0802USA02745
Mfr Report Id

Information has been received from a general practitioner concerning a 21 year old female with a history of factor V deficiency who on 21-SEP-2007 was
vaccinated with a first dose of Gardasil (lot# 1518F; batch # NF23330) IM into the left deltoid muscle. Concomitant therapy included hormonal contraceptives
(unspecified) for systemic use. On an unspecified date 3 weeks post-vaccination the patient experienced pain in the groin. Physiotherapy was carried out but
without success. Phlebological examination showed thrombosis of the whole leg. The patient was hospitalized on an unspecified date. At the time of reporting
the patient was still treated with marcumar. It was also reported that at the time of vaccination the patient, who's a student, spend a lot of time sitting on a desk.
Additional information has been requested. Other business partners included are: E2008-01044.

Symptom Text:

Hormonal contraceptives (unspecified)Other Meds:
Lab Data:
History:
Prex Illness:

physical therapy without success; diagnostic laboratory Phlebological examination showed thrombosis of the whole leg
Factor V deficiency

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

305109-1 (S)

20-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Groin pain, Thrombosis

 HOSPITALIZED, SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1518F Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Jan-2008
Vaccine Date

06-Jan-2008
Onset Date

2
Days

20-Feb-2008
Status Date

FR
State

WAES0802USA03070
Mfr Report Id

Information has been received from a health authority concerning a 16 year old female with a history of infectious mononucleosis (no date reported), who on
04-JAN-2008 was vaccinated with a dose of Gardasil. Concomitant therapy included SERETIDE and NASONEX. On 06-JAN-2008 the patient developed
mononucleosis with the following symptoms: fever, headache, nausea, difficulty to climb stairs, fatigue, stridor, persistent mucosal infection, pale, and no
appetite at all. The results from tests (type of test not reported) gave the diagnosis of relapse of mononucleosis. The patient has been treated since 10-JAN-
2008 from her adverse reaction with clarithromycin 500mg once a day, DIFLUCAN 150mg once a day, and GYNO-DARTARIN once a day. At the time of the
report, the outcome of the patient was unknown. Other business partner numbers included: E2008-01021. The mononucleosis infection was considered to be
an other important medical event. Additional information is not expected.

Symptom Text:

Nasonex; SeretideOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Infectious mononucleosis

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

305110-1

20-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anorexia, Condition aggravated, Fatigue, Gait disturbance, Headache, Infectious mononucleosis, Mucosal infection, Nausea, Pallor, Pyrexia, Stridor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Oct-2007
Vaccine Date

01-Jan-2008
Onset Date

92
Days

20-Feb-2008
Status Date

FR
State

WAES0802USA03111
Mfr Report Id

Information has been received from a health professional concerning a female (age unknown) in good health, who in October 2007, was vaccinated with a
second dose of Gardasil.  A few days after the vaccination, the patient experienced slight tachycardia, which lasted a few minutes and spontaneously resolved.
In January 2008, the patient presented with a further episode of tachycardia, with a heartbeat of 130-140.  The patient was hospitalized in intensive care for
work-up.  The second episode was associated with nausea, which resolved in 48 hours.  The work-up did not find any aetiology in particular, and no thyroid
problem was found.  However, the troponin level was slightly increased.  The patient was given corrective treatment with beta-blockers.  During hospitalization,
the patient was in good clinical condition.  It was noted by the physician that the first dose of Gardasil had been well tolerated and the patient did not
experience tachycardia after the first dose as previously reported.  Other business partner numbers included: E2008-01050.  Additional information is not
expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory test troponin level slightly increased; total heartbeat count 130-140
No reaction on previous exposure to vaccine

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

305111-1 (S)

20-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Nausea, Tachycardia

 HOSPITALIZED, SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Nov-2007
Vaccine Date

16-Nov-2007
Onset Date

0
Days

20-Feb-2008
Status Date

FR
State

WAES0712USA07850
Mfr Report Id

Information has been received from a healthcare professional concerning a 15 year old female patient with no pertinent medical history, who on 16-NOV-2007
was vaccinated with the first dose of Gardasil (lot # not reported).  There was no concomitant medication.  In November 2007, "a few days" after vaccination,
she experienced a reduced sensation in her right lower leg, with involvement of the left lower leg ten days later.  There were no back or nerve problems, and no
muscular weakness.  Unspecified blood tests were performed, all with normal findings.  At the time of this report, the patient had not recovered from the events.
 Follow up information received from the patient's general practitioner (GP), indicated the patient was a non-smoker with a body mass index of 16.3, an
acquired hammer toe on the right foot, and atopic eczema (since 2005).  The GP reported that on 16-NOV-2007, also noted as 7 days after vaccination (in
contrast to previously reported date of vaccination of 16-NOV-2007 by the original reporter), the patient experienced lower limb sensory neuropathy (L-4
dermatome) of the right leg, which subsequently affected the left leg.  The patient was referred to a pediatrician, who noted on examination (date not specified)
that the patient was well, friendly and cooperative.  Her cranial nerves were noted as intact, with normal power, tone, reflexes and coordination also noted.  A
sensory examination was normal, apart from altered sensation over the right and left anterior lower leg with numbness and paraesthesia.  The patient described
a strange feeling over the front of the legs with a slight spread to the posterior region.  The sensation was reduced and felt altered.  The area affected on the
left leg was slightly less than the right.  The foot was not affected at all.  The patient had various blood test which were normal: serum ferritin and folate, thyroid
function, liver function, urea, electrolytes, erythrocyte sedimentation rate and glucose.  On 04-DEC-2007, the patient's vitamin B12 was raised

Symptom Text:

NoneOther Meds:
Lab Data:

History:
Hammer toe; Atopic eczemaPrex Illness:

Diagnostic hematology blood test normal; neurological examination altered sensation over the r & l anter. lower leg with numbness, paresthesia; neurological
examination cranial nerves intact, normal power, tone, reflexes, coordination; Seru
Non-smoker

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

305118-1

20-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Paraesthesia, Peripheral sensory neuropathy, Sensory loss

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
20-Feb-2008
Status Date

--
State

WAES0802USA02051
Mfr Report Id

Information has been received from a nurse concerning her 17 year old granddaughter with a history of amoxicillin allergy who on an unknown date in 2007 was
vaccinated with an unknown number of doses of Gardasil (lot # not reported). Sometime 2007 the patient experienced hearing loss in her left ear. At the time of
this report, the patient's hearing loss in her left ear persisted. The patient was seen twice by a physician and it was suggested that she be rechecked for the
hearing loss in one year. The nurse (grandmother) had limited information. Upon internal review, the hearing loss was considered to to be an other important
medical event. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Penicillin allergyPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

305119-1

20-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Deafness unilateral

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
20-Feb-2008
Status Date

--
State

WAES0802USA02071
Mfr Report Id

Information has been received from a certified nurse midwife concerning an 18 year old female who on an unspecified date was vaccinated with dose
unspecified of Gardasil. On an unspecified date, the patient fainted in the physician's office waiting room after receiving the vaccination. The patient hit her
head on the counter and sustained unspecified head trauma. The patient was hospitalized. At the time of reporting, the outcome was unknown. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

305120-1 (S)

20-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Head injury, Syncope

 ER VISIT, HOSPITALIZED, SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Nov-2007
Vaccine Date

01-Nov-2007
Onset Date

0
Days

20-Feb-2008
Status Date

PA
State

WAES0802USA02114
Mfr Report Id

Information has been received from a consumer concerning her 16 year old daughter with no medical history and no drug allergies, who in November 2007,
was vaccinated IM with a 0.5 mL first dose of Gardasil. Concomitant vaccination included Recombivax. Subsequently, the patient was pregnant. In November
2007, the patient had a miscarriage at approximately 16 weeks. The gestation period at the time of the first dose was unknown. The patient was hospitalized for
approximately 2-3 days. No laboratory diagnostics were performed. The patient did not discontinue her dosing schedule. The patient was vaccinated with a
second dose of Gardasil on 08-FEB-2008. At the time of the report, the outcome of the patient was unknown. No product quality complaint was involved. Upon
internal review miscarriage was determined to be an other important medical event. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

305121-1 (S)

20-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy

 ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4
HEP

MERCK & CO. INC.
MERCK & CO. INC.

NULL
NULL

0 Unknown
Unknown

Intramuscular
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
20-Feb-2008
Status Date

FR
State

WAES0802USA03071
Mfr Report Id

Information has been received from a health professional concerning a 17 year old female with no medical history and no phobia of injection or blood collection,
who, on an unspecified date was vaccinated IM in the arm with a second dose of Gardasil (Lot# 0233U; Batch# NF37380). The patient reported that she felt
that product run during injection. Immediately post vaccination, the patient experienced instantaneous vasovagal malaise. The patient fell and hit her head,
which resulted in head trauma. The event was reported as moderate. The patient was hospitalised for 24 hours. The patient's CT scan was unremarkable. The
patient recovered on an unspecified date. Other business partner numbers included: E2008-01048. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

computed axial tomography Comment: unremarkable
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

305122-1 (S)

20-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Fall, Head injury, Immediate post-injection reaction, Malaise, Syncope vasovagal

 HOSPITALIZED, SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0233U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 6993
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Feb-2008
Vaccine Date

18-Feb-2008
Onset Date

0
Days

21-Feb-2008
Status Date

GA
State Mfr Report Id

Pt. called the afternoon of injection with c/o severe cramps, nausea and vomiting. (Did also start menses.)Called pt. back this am and is doing better.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

305128-1

21-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Muscle spasms, Nausea, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1967U 1 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Feb-2008
Vaccine Date

18-Feb-2008
Onset Date

0
Days

22-Feb-2008
Status Date

MI
State Mfr Report Id

Client received third dose of HPV vaccine.  Her brother received vaccines after she did.  About ten minutes passed between the time she got her shot and the
family was leaving the clinic.  While walking down the hall to exit, patient fell forward and collapsed on her face.  Bleeding from mouth, scraped chin.  Unable to
determine source of bleeding because child could not open her mouth more than 1/2 inch.  After juice wnd cold compresses were used, parents left to take her
to emergency room.  Used wheelchair to go to car.  3/25/08 Reviewed hospital medical records of 2/18-2/20/2008. FINAL DX: Multiple mandible fractures,
surgically reduced. Records reveal patient experienced syncope s/p vaccination.  Seen at outlying ER & transferred to higher level of care.

Symptom Text:

NoneOther Meds:
Lab Data:

History:
NonePrex Illness:

Per father's report during phone call 2/19/08, child was diagnosed with 3 fractures in her jaw - one in front, and one on either side of her face.  Is to undergo
surgery today - plate, screws, and mouth wired (per father) LABS: CT scan & x
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

305129-1 (S)

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Face injury, Fall, Fracture reduction, Mouth haemorrhage, Surgery

 ER VISIT, HOSPITALIZED, SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1266U 2 Right leg Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Jun-2007
Vaccine Date

08-Jun-2007
Onset Date

0
Days

21-Feb-2008
Status Date

TX
State Mfr Report Id

CHILD FELL AND FAINTED AFTER VACCINE ADMINISTRATIONSymptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

305130-1

21-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Fall, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 02634 Right arm Unknown



10 JUN 2008 06:27Report run on: Page 6996
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Oct-2007
Vaccine Date

30-Oct-2007
Onset Date

14
Days

21-Feb-2008
Status Date

MA
State Mfr Report Id

Patient complained of increased abdominal pain and heavy menses occurring 10-14 days after receiving Gardasil #1 and #2.  Menses at other times were not
affected.

Symptom Text:

AdderallOther Meds:
Lab Data:
History:

ADHDPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

305132-1

21-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Menorrhagia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1266U 1 Right arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Feb-2008
Vaccine Date

18-Feb-2008
Onset Date

0
Days

21-Feb-2008
Status Date

VA
State Mfr Report Id

pATIENT HAD SYNCOPAL EPISODE AFTER VACCINE WAS ADMINISTERED.Symptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

305137-1

21-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Related reports:   305137-2

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1063U 2 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Feb-2008
Vaccine Date

18-Feb-2008
Onset Date

0
Days

13-May-2008
Status Date

VA
State

WAES0803USA01003
Mfr Report Id

Information has been received from a health professional concerning a 16 year old female patient who on 18-FEB-2008 at "12:05" was vaccinated IM into left
arm with a third dose of Gardasil (lot # 658563/1063U).  The reporter reported that at "12:20" on the day of vaccination the patient had syncopal episode after
vaccine was administered.  She recovered.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

305137-2

30-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Related reports:   305137-1

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1063U 2 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Feb-2008
Vaccine Date

18-Feb-2008
Onset Date

0
Days

21-Feb-2008
Status Date

VA
State Mfr Report Id

HAD SYNCOPAL EPISODE, FELL TO GROUND STRIKING HEAD, HAD CT SCAN OF HEADSymptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

CT SCAN NEGATIVE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

305139-1

21-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Fall, Head injury, Syncope

 NO CONDITIONS, NOT SERIOUS

Related reports:   305139-2

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1060U 2 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Feb-2008
Vaccine Date

18-Feb-2008
Onset Date

0
Days

13-May-2008
Status Date

VA
State

WAES0803USA01001
Mfr Report Id

Information has been received from a registered nurse concerning a 15 year old female with no medical history, who on 18-FEB-2008 at 10:45 was vaccinated
IM in the left arm with a third dose of Gardasil (Lot# 658556/1060U).  There were no illnesses at the time of the vaccination.  There was no concomitant
medication.  On 18-FEB-2008 at 10:50 the patient experienced a syncopal episode, fell to the ground, and striked her head.  A head computed axial
tomography was performed and was negative.  The patient recovered on an unspecified date.  This is one of two reports from the same source.  Additional
information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

head computed axial, negative
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

305139-2

30-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Fall, Head injury, Syncope

 NO CONDITIONS, NOT SERIOUS

Related reports:   305139-1

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1060U 2 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Jan-2008
Vaccine Date

19-Feb-2008
Onset Date

35
Days

21-Feb-2008
Status Date

PA
State Mfr Report Id

Presented to office 2/19/08 with itchy rash all over and  hand and foot pain. Rash stared 2/17/08.  Given Medrol dose pak and benadryl.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

305145-1

21-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pain in extremity, Rash generalised, Rash pruritic

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

urticaria~Meningococcal (Menactra)~1~17~In Sibling1Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2430AA
0524U

0
0

Right arm
Left arm

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Feb-2008
Vaccine Date

04-Feb-2008
Onset Date

0
Days

20-Feb-2008
Status Date

NY
State Mfr Report Id

Pain in face, ears.  Pain and weakness and numbness in legs.  Improved 2/11/08 still with headache & leg pains. 3/10/08-records received for DOS 2/5-2/6/08-
Admission diagnoses weakness, decreased sensation and facial pain. Condition improved at time of discharge.  C/O facial pain, leg pain, weakness, headache
one hour after vaccination. Face felt burning and shooting pain to ears. Shooting pain in legs, trouble walking, tired, lethargic. Rash and swelling of eyes. PE:
tenderness in palpation of spine, decreased sensation below L1.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

MRI spine negative 3/10/08-records received-MRI lumbar spine, normal.
Guillain Barre Syndrome 2/05, Bactrim 3/10/08-records received-PMH: GBS 3 years ago, diagnosed by EMG. Chronic headaches and stomaches may be
related to anxiety. Bladder infection 2 weeks ago.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

305156-1 (S)

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Burning sensation, Ear pain, Eyelid oedema, Facial pain, Fatigue, Headache, Hypoaesthesia, Lethargy, Muscular weakness, Pain in extremity, Rash,
Tenderness

 HOSPITALIZED, SERIOUS

Related reports:   305156-2

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1062U 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 7003
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Feb-2008
Vaccine Date

04-Feb-2008
Onset Date

0
Days

25-Feb-2008
Status Date

NY
State

WAES0802USA02908
Mfr Report Id

Information has been received from a physician concerning a 16 year old female with a history of guillain-barre syndrome with an electromyogram abnormal
from 3 years ago who on 04-FEB-2008 was vaccinated with the first dose of Gardasil IM. On 04-FEB-2008 the physician reported that the patient developed
face, jaw and leg pain. The patient also felt lethargic and experienced muscle weakness. The patient was admitted in the hospital but the length and dates of
hospitalization is unknown. On an unspecified date the patient had a spinal magnetic resonance imaging (MRI) performed and was negative. The patient is not
currently in the hospital and has "improved 95%". The patient still has some pain, muscle weakness and numbness in her face, jaw and legs. No further
information was available. The events required hospitalization and were considered to be other medical events. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

magnetic resonance - spinal - negative
Guillain-Barre syndrome; Electromyogram abnormal

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

305156-2 (S)

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Facial pain, Hypoaesthesia, Hypoaesthesia facial, Lethargy, Muscular weakness, Pain in extremity, Pain in jaw

 ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, SERIOUS

Related reports:   305156-1

Other Vaccine
22-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7004
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Feb-2008
Vaccine Date

12-Feb-2008
Onset Date

0
Days

20-Feb-2008
Status Date

WI
State Mfr Report Id

Friends noticed rash above bilateral eyebrows, L cheek.  Rash observed by PHN above eyes bilaterally.  No urticaria, no hives, no rash/reaction at injection
sites.  Headache began 10pm on 2/12/08 continuing through 2/13/08 when seen by PHN.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NoPrex Illness:

None
Allergy amoxicillin; childhood asthma-resolved at this time

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

305159-1

20-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2147AA
0188U

0
0

Right arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 7005
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Feb-2008
Vaccine Date

Unknown
Onset Date Days

21-Feb-2008
Status Date

MN
State Mfr Report Id

Large erythematous patch 13cm x 14cm around Varivax siteSymptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
No

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

305165-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

VARCEL
HPV4
FLUN
MNQ

MERCK & CO. INC.
MERCK & CO. INC.
MEDIMMUNE VACCINES, INC.
SANOFI PASTEUR

1774U
1446U
500500P
U2543AA

1
0
0
0

Left arm
Right arm
Unknown
Left arm

Subcutaneously
Intramuscular

Unknown
Intramuscular



10 JUN 2008 06:27Report run on: Page 7006
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
28-Jun-2007
Vaccine Date

Unknown
Onset Date Days

21-Feb-2008
Status Date

NY
State Mfr Report Id

Vertigo - in spring 07 worse since Gardasil 6/22/07 8/31/07Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

All Lab test normal; MRI, EEG Normal
Allergic child

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

305174-1

21-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Condition aggravated, Vertigo

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
MERCK & CO. INC.

0522U
0442U

Right arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 7007
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Feb-2008
Vaccine Date

19-Feb-2008
Onset Date

1
Days

20-Feb-2008
Status Date

TX
State Mfr Report Id

6 cm erythema with induration to R tricep.Symptom Text:

Tylenol or Motrin prnOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

305183-1

20-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site induration

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

1655U
1967U

1
1

Right arm
Left arm

Subcutaneously
Intramuscular



10 JUN 2008 06:27Report run on: Page 7008
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Nov-2007
Vaccine Date

20-Nov-2007
Onset Date

0
Days

20-Feb-2008
Status Date

IL
State Mfr Report Id

Pt collapsed on floor, hit back of head.  Pt quickly alert.  Kept head flat, immobilized.  Paramedics called.  Sent to ER due to head trauma (bleeding).Symptom Text:

Ortho Tricyclen LoOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

305185-1

20-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Haemorrhage, Head injury, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1266U 2 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 7009
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Jan-2008
Vaccine Date

24-Jan-2008
Onset Date

0
Days

21-Feb-2008
Status Date

FR
State

WAES0802USA03538
Mfr Report Id

Information has been received from a health authority concerning a 16 year old female, who on 24-JAN-2008 was vaccinated with a dose of Gardasil. Three
hours post vaccination the patient woke up with a choking sensation, tongue edema, and sibilus. The patient went directly to the emergency room where she
was treated with adrenaline, corticoids, and salbutamol. The patient recovered completely on an unspecified date. The event were considered to be clinically
relevant. The physician considered the choking sensation, tongue edema, and sibilus to be other important medical events. Other business partner numbers
included: E2008-01197. Additional information is not expected. The case is closed.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

305205-1

21-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Choking sensation, Rales, Tongue oedema, Wheezing

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7010
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Feb-2008
Vaccine Date

11-Feb-2008
Onset Date

0
Days

21-Feb-2008
Status Date

--
State

WAES0802USA03039
Mfr Report Id

Information has been received from a pharmacist concerning a 21 year old female with migraines and an allergy to VICODIN who on 11-FEB-2008 was
vaccinated with her second dose of Gardasil (lot # 654702/0011U). Concomitant therapy included birth control (unspecified). On 11-FEB-2008 the patient was
seen in the office and developed nausea, blurred vision, dizziness, tinnitus, lightheadedness and felt like she was going to faint after her second vaccination
with Gardasil. Her blood pressure was 84/58 and her pulse was 81. She was slightly hypoxic with an oxygen level of 84. On 11-FEB-2008, she was treated with
oxygen and recovered. Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:

Migraine; Drug hypersensitivityPrex Illness:

blood pressure 02/11/08 84/58 mmHg; total heartbeat count 02/11/08 81 bpm

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

305207-1

21-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Hypoxia, Nausea, Oxygen supplementation, Tinnitus, Vision blurred

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0011U 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7011
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Aug-2007
Vaccine Date

01-Oct-2007
Onset Date

46
Days

21-Feb-2008
Status Date

FR
State

WAES0802USA03094
Mfr Report Id

Information has been received from a physician concerning a 21 year old female who on 16-AUG-2007 received her first vaccination with GARDASIL (batch
#NF42170; Lot #1539F) and it was well tolerated. She received her second dose of GARDASIL (batch #NF58150; Lot #0354U) intramuscularly in her upper
arm. Concomitant therapy included hormonal contraceptives (unspecified). On an unspecified date in October 2007, the patient experienced eczema on both
cheeks. In January 2008, the patient experienced Raynaud's syndrome. At the time of reporting, rheumatological examinations were performed due to
suspicion of lupus erythematosus. Laboratory findings included serum antinuclear antibodies test performed on 24-OCT-2007 was 1:80 and serum antinuclear
antibodies test performed on 15-JAN-2008 was 1:160. It was noted the patient received her third vaccination with GARDASIL (batch #NG01520; Lot #1536F)
on 04-FEB-2008. The reporting physician considered the eczema, Raynaud's syndrome and suspected lupus erythematosus to be other important medical
events. Additional information has been requested. Other business partner number includes E200-01093.

Symptom Text:

hormonal contraceptives (unspecified)Other Meds:
Lab Data:
History:
Prex Illness:

serum ANA 24Oct07 1:80; serum ANA 15Jan08 1:160
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

305208-1

21-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Eczema, Raynauds phenomenon, Systemic lupus erythematosus

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0354U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7012
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Jan-2008
Vaccine Date

Unknown
Onset Date Days

21-Feb-2008
Status Date

FR
State

WAES0802USA03112
Mfr Report Id

Information has been received from a health professional concerning a 15 year old female patient with a history of thrombocytopenia who on 24-JAN-2008, the
patient was vaccinated with Gardasil. Route and site of administration were not reported. In approximately February 2008, the patient's work-up showed a
platelet count at 30,000. No clinical signs were observed. In June 2007 the patient had a platelet count of 156,000. It is noteworthy that the patient had
experienced thrombocytopenia after receiving a dose of DTaP approximately 6 years before this report (cr. linked case E2008-02077. Her vaccination schedule
had be consequently been suspected. When the platelet count had returned back to normal, the patient had received MMR II followed by DTaP. No reaction
had been observed and as a consequence, it had been decided to administer Gardasil. At the time of reporting, the outcome was unknown. The reporting
health professional considered the thrombocytopenia to be an other important medical event. Other business partner number include E2008-01028. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

platelet count ??Jun07 156,000; platelet count ??Feb08 30,000
Thrombocytopenia

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

305209-1

21-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Thrombocytopenia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7013
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Feb-2008
Vaccine Date

13-Feb-2008
Onset Date

0
Days

21-Feb-2008
Status Date

NC
State

WAES0802USA03390
Mfr Report Id

Information has been received from a physician concerning a 16 year old female, who on 13-FEB-2008 was vaccinated with a third dose of Gardasil. On 13-
FEB-2007, thirty seconds post vaccination, the patient had a "vagal experience", the patient passed out, hit her head and began to experience seizures. The
physician reported that they called an ambulance and brought the patient to the emergency room. The patient was discharged that night and was not admitted
to the hospital. At the time of the report, the outcome of the patient was unknown. No product quality complaint was involved. Upon internal review seizure was
considered to be an other important medical event. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

305210-1

21-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Head injury, Loss of consciousness, Syncope vasovagal

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7014
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Dec-2007
Vaccine Date

Unknown
Onset Date Days

21-Feb-2008
Status Date

CA
State

WAES0802USA03466
Mfr Report Id

Information has been received from a physician concerning a 23 year old female with no medical history, who in approximately December 2007, was
vaccinated with a third dose of GARDASIL. Concomitant therapy "possibly" included hormonal contraceptives (unspecified). Subsequently, post vaccination the
patient experienced mild encephalitis. On 04-FEB-2008 the patient was seen in the office for her symptoms. At the time of the report, the outcome of the patient
was unknown. No product quality complaint was involved. Upon internal review mild encephalitis was considered to be an other important medical event.
Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

305211-1

21-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Encephalitis

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7015
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Nov-2007
Vaccine Date

Unknown
Onset Date Days

21-Feb-2008
Status Date

FR
State

WAES0802USA03533
Mfr Report Id

Information has been received from a gynaecologist concerning a 17 year old female patient with penicillin allergy and drug hypersensitivity to acetylcystein
who on 19-NOV-2007 was vaccinated IM into the upper arm with a second dose of Gardasil (batch # NF58150) (lot # 0354U). Latency not reported.
Subsequently the patient felt tired and experienced asthenia, impaired concentration, photosensitivity, "circulatory disregulation", back pain spreading to the
head and pain in the injected arm. The patient recovered from arm pain after one week. All other symptoms were ongoing at the time of reporting. No
diagnostics tests had been carried out so far. Because of the long duration of symptoms the reporter considered the events to be serious as an other important
medical event (OME). The other business partner's number included: E2008-01087. No other information available at this time.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Penicillin allergy; Drug hypersensitivityPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

305212-1

21-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Back pain, Disturbance in attention, Fatigue, Headache, Pain in extremity, Peripheral vascular disorder, Photosensitivity reaction

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0354U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7016
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Feb-2008
Vaccine Date

19-Feb-2008
Onset Date

1
Days

21-Feb-2008
Status Date

FL
State Mfr Report Id

Pt. noted severe pain at injection site  2/18/08 that radiated into forearm over the next 24 hours. Approx. 24 hours after the inj. her 4th and 5th fingers and ulnar
apect of her left hand felt tingling with mild pain at the tips of her fingers. Her sx have continued. No erythema or drainage at inj. site. Normal ROM and
sensation in fingers. She had taken ibuprofen 2/19/18 x 1. She is instructed to take ibuprofen 3xdaily and apply warm compresses to the inj site.

Symptom Text:

Loestrin 24Other Meds:
Lab Data:
History:

noPrex Illness:

none
Ceclor

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

305236-1

21-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Pain in extremity, Paraesthesia

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1448U 2 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 7017
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Jan-2008
Vaccine Date

30-Jan-2008
Onset Date

2
Days

21-Feb-2008
Status Date

SD
State Mfr Report Id

Left arm became red,swollen and tender to the touch and warm 50-54 hours after administration. Tylenol administered, no fever.  Went away after 8-10 hours.Symptom Text:

Other Meds:
Lab Data:
History:

None.Prex Illness:

Ibuprophen

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

305237-1

21-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Oedema peripheral, Skin warm, Tenderness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1266U 2 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 7018
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Feb-2008
Vaccine Date

14-Feb-2008
Onset Date

0
Days

21-Feb-2008
Status Date

MO
State Mfr Report Id

Patient was given 2nd Garadisil vaccine 9:00am on 2/14. Patient was fine until after dinner when she fainted.  She came to my clinic on 2/20 and no signs of
any additional problems.

Symptom Text:

Ortho Tri CyclenOther Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

305241-1

21-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7019
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Feb-2008
Vaccine Date

20-Feb-2008
Onset Date

0
Days

21-Feb-2008
Status Date

IL
State Mfr Report Id

Patient fainted after Gardasil, and subsequently had seizure-like tonic reactions in both arms. Mom states that child had had similar seizure-like activity at age
7. No known reason for that seizure activity, although MD told her that she probably "needed glasses". No further follow-up was suggested at that time. Patient
awoke easily (within 1 minute) after today's seizure like activity with the aid of ammonium salts. She was aware of her surroundings. BP immediately after event
was 98/70, and subsequently rose to a normal 104/78. She was observed for 15 minutes after the event, and no adverse events were noted during the
observation.

Symptom Text:

noneOther Meds:
Lab Data:
History:

NoPrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

305247-1

21-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure decreased, Syncope, Tonic convulsion

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Feb-2008

Received Date

None~ ()~NULL~~In PatientPrex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
MERCK & CO. INC.

0387U
1258U

2
1

Left arm
Right arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 7020
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Dec-2007
Vaccine Date

05-Feb-2008
Onset Date

61
Days

22-Feb-2008
Status Date

NJ
State Mfr Report Id

Very fatigued since 2.5.2008. Seen by me, pediatrician on 2.8.08 and 2.11.08. Blood work done 2.12.08 showed occasional blasts and patient had blood
marrow done. Now DX to have A.L.L. and chemo Rx started.  2/26/08 Reviewed pcp medical records & vax records. FINAL PCP DX: Acute lymphocytic
leukemia (pre B-cell). Received HPV #1 0680U on 9/18/07 at GYN office & Menactra U2385BA on 8/7/07 Fluzone U2451AA on 1/4/2008 at pcp office.  Seen
11/07 for cough, sinus pressure, fever, tight chest, ear ache, HA; sibling w/similar symptoms 10 days prior.  Dx w/sinusitis, otalgia & cough.  Tx w/antibiotics.
Returned to office 1/4/08 w/o complaints for flu shot.  Returned to office 2/8/08 c/o of extreme fatigue beginning approx 2/5/08, stomach pain & intermittent
hiccups.  Dx w/malaise & fatigue, r/o mono.  Referred for labs.  Returned to office 2/11/08 w/continued fatigue, pallor, feeling miserable, SOB, nausea,
decreased appetite, earache.  Temp 100.7 at that time.  2/13/08 notified by lab of abnormal CBC & referred to hospital.  2/18/08 Received call from parent w/dx
of ALL (pre-B cell).  Admitted 2/13-2/23/08.  Placed in study & will receive most tx as outpatient.  3/11/08 Reviewed hospital medical records for admission
2/13-2/23/2008. FINAL DX: acute lymphocytic leukemia Patient experienced extreme fatigue, excessive sleepiness, SOB, low grade fever, abdominal distention
w/tenderness, petechiae on LEs, pancytopenia & hepatosplenomegaly.  Consults done by heme/onc.  Transfused x 2.

Symptom Text:

Seasonique since 12.13.07Other Meds:
Lab Data:

History:

NonePrex Illness:

2.12.08, labs, WBC 2.9 (absolute neutrophils 986); platelets 60,000; occasional blasts; bone marrow  LABS from PCP: 2/12/08 abso lymphs 986 (L)
w/occasional blast seen.  Plts 60 (L)Urine w/+ RBCs.  Hospital LABS: Initial WBC 2.6 (L), se
None except allergic to ibuprofen & penicillin  PMH: on BCP from GYN for heavy periods & anemia w/improvement.  Allergies: ibuprofen, PCN. PMH:
mennorhagia.  Hospitalizations: IDA @ 1yo, FUO @ 5yo. Bone marrow biopsy.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

305256-1 (S)

14-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal distension, Abdominal pain upper, Abdominal tenderness, Acute lymphocytic leukaemia, Body temperature increased, Chemotherapy, Chest
discomfort, Cough, Decreased appetite, Dyspnoea, Ear pain, Fatigue, Feeling abnormal, Headache, Hepatosplenomegaly, Hiccups, Malaise, Nausea, Pallor,
Pancytopenia, Petechiae, Pyrexia, Sick relative, Sinus headache, Sinusitis, Somnolence, Transfusion

 HOSPITALIZED, LIFE THREATENING, SERIOUS

Related reports:   305256-2

Other Vaccine
20-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1266U 1 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Sep-2007
Vaccine Date

05-Feb-2008
Onset Date

142
Days

03-Mar-2008
Status Date

NJ
State

WAES0802USA04680
Mfr Report Id

Information has been received from a physician concerning a 17 year old female patient with heavy menstruation periods, drug hypersensitivity to ibuprofen,
and penicillin allergy who on 18-SEP-2007 was vaccinated IM with a first dose of 0.5 mL of Gardasil (lot # 658219/0680U). On 06-DEC-2007 she received her
second dose of Gardasil (lot# 659437/1266U). Concomitant therapy included FLUZONE and SEASONIQUE. The physician reported that the patient was
diagnosed with Acute Lymphoblastic Leukemia (ALL) after blood work on 12-FEB-2008 which showed "blasts in her smear". Her symptoms began two months
after she received her second dose of Gardasil. On 05-FEB-2008 symptoms were described as feeling tired for a few days. It was reported that the patient
sought medical attention on 08-FEB-2008. The patient was hospitalized for worsening symptoms. On 19-FEB-2008 she had started unspecified antineoplastic
chemotherapy. The reporter considered Acute Lymphoblastic Leukemia (ALL) to be disabling and life threatening. The reporter considered ALL to be other
important medical event. Additional information has been requested.

Symptom Text:

SEASONIQUEOther Meds:
Lab Data:
History:

Heavy periods; drug hypersensitivity; penicillin allergyPrex Illness:

laboratory test 02/12/08 - blasts in smear

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

305256-2 (S)

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Acute lymphocytic leukaemia, Fatigue

 ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, LIFE THREATENING, PERMANENT DISABILITY, SERIOUS

Related reports:   305256-1

Other Vaccine
29-Feb-2008

Received Date

Prex Vax Illns:

HPV4
FLU

MERCK & CO. INC.
SANOFI PASTEUR

0680U
U2451AA

1 Unknown
Unknown

Intramuscular
Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Feb-2008
Vaccine Date

12-Feb-2008
Onset Date

0
Days

22-Feb-2008
Status Date

CA
State Mfr Report Id

Pt received vaccine, took 6 steps, fell to the ground unconscious and had a 60 sec grand mal seizure then regained consciousness.  BP after seizure 60/40
pale clammy skin.  Pt had bit her tongue and had foam around her mouth.  BP raised in 7 mins.  Benadryl at 1500 25mg. 2/25/08-records receivedfor DOS
2/12/08-Impression: Syncopal episode. Presented to ED after experiencing syncopal episode immediately upon injection of vaccine. PE: unremarkable.

Symptom Text:

Other Meds:
Lab Data:

History:
Prex Illness:

All labs normal; EKG normal; 1700 BP 60/41, pulse 52; 1708 80/52; 1716 100/58 2/25/08-records received-EKG right bundle branch block with intraventricular
conduction delay.
No hx seizure

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

305259-1 (S)

27-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Cold sweat, Fall, Foaming at mouth, Grand mal convulsion, Immediate post-injection reaction, Loss of consciousness, Pallor, Syncope, Tongue biting

 ER VISIT, LIFE THREATENING, SERIOUS

Other Vaccine
20-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1426F 1 Right arm Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Feb-2008
Vaccine Date

15-Feb-2008
Onset Date

3
Days

21-Feb-2008
Status Date

NH
State Mfr Report Id

Woke 2/15/08 c/o L arm pain-pt Tylenol & ibuprofen, iced inj site.  Seen in MD office on 2/19/08-myalgia following HPV.  Labs drawn CBC-D & sed rate.  Given
Keflex & Naprosyn.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

CBC-D; sed rate
Headaches

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

305260-1

21-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Myalgia, Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Feb-2008

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2546AA
1446U

0
1

Right arm
Left arm

Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Feb-2008
Vaccine Date

05-Feb-2008
Onset Date

1
Days

21-Feb-2008
Status Date

CA
State Mfr Report Id

Rash on chest, back, and face.Symptom Text:

NoneOther Meds:
Lab Data:
History:

No illness on date vaccinesPrex Illness:

None
Allergy PCN

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

305261-1

21-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Feb-2008

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2548AA
1062U

0
0

Right arm
Left arm

Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Feb-2007
Vaccine Date

Unknown
Onset Date Days

21-Feb-2008
Status Date

TN
State

WAES0705USA00930
Mfr Report Id

Initial and follow up information has been received from a certified medical assistant (CMA) in a physician office concerning a 25 year old caucasian female
with no prior pregnancies, an allergy to clarithromycin (BIAXIN), and May-Thurner Syndrome (involving obstruction of the iliac vein and obstruction of the
inferior vena cava), who on 23-FEB-2007 was vaccinated with the first dose of GARDASIL (lot number 655618/0186U). The patient's last menstrual period was
on approximately 23-MAR-2007 (estimated date of delivery "28-DEC-2007"). On 24-APR-2007, the second dose of GARDASIL (lot number 657617/0384U) was
administered. The patient had a positive pregnancy test in the office on 30-APR-2007. Follow up information from the CMA indicated that the patient had no
complications during her pregnancy, but on 02-MAR-2007, the patient was prescribed ondansetron (ZOFRAN) for nausea. Due to her history of May-Thurner
syndrome, the patient required heparin throughout her pregnancy and "numerous" ultrasounds, all with normal results (dates not provided). During labor and
delivery, the patient experienced "maternal fever," though on 10-DEC-2007, a normal female infant, weight 5 lb 15 oz, 19 1/2, " was delivered (initial Apgar
score of 2/5, details not provided). There were no congenital abnormalities. The outcome of maternal fever was not specified. Additional information is not
expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 3/23/2007); Iliac vein occlusion; Inferior vena caval occlusionPrex Illness:

ultrasound - normal
Pregnancy NOS (LMP = 3/23/2007); drug hypersensitivity; Iliac vein occlusion; Inferior vena caval occlusion

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

305272-1

21-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pregnancy, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0186U 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
06-Mar-2007
Onset Date Days

21-Feb-2008
Status Date

--
State

WAES0705USA01223
Mfr Report Id

Information has been received as part of Merck's pregnancy registry from a certified medical assistant (CMA) concerning a 27 year old female patient with no
medical history who on an unknown date was vaccinated with a second dose of Gardasil.  There was no concomitant medication.  Subsequently, after the
second dose, she became pregnant (dates of vaccinations were not reported).  The patient's last menstrual period (LMP) was on 06-MAR-2007 and her
estimated date of delivery (EDD) 11-Dec-2007.  The CMA noted that no problems were reported.  On 13-DEC-2007, the patient gave birth to a liveborn male
infant, weighing seven pounds ten ounces.  The infant was reported as normal and the patient was forty weeks and two days from her last menstrual period.
There were no congenital anomalies or other complications or abnormalities.  There were no complications during the pregnancy or during labor and delivery.
Laboratory diagnostic studies included a level II ultrasound and pre-natal lab work standard for any pregnancy.  Concomitant medication during the pregnancy
included prenatal vitamins taken everyday and MACROBID taken for seven days for a urinary tract infection.  At the time of this report, the patient's outcome
was unknown.  No product quality complaint was involved.  Additional information is not expected.

Symptom Text:

vitamins (unspecified)Other Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 3/6/2007)Prex Illness:

ultrasound; diagnostic laboratory, pre natal lab work

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
27.0

305273-1

22-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Inappropriate schedule of drug administration, Urinary tract infection

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jun-2007
Vaccine Date

Unknown
Onset Date Days

21-Feb-2008
Status Date

AL
State

WAES0707USA04934
Mfr Report Id

Initial and follow-up information has been received from a registered nurse for the pregnancy registry for Gardasil concerning a 25 year old black female with no
medical history and no previous pregnancies who on unspecified dates was vaccinated with the first and second doses of Gardasil. On 01-JUN-2007, the
patient was vaccinated with a third dose of Gardasil (lot # 653650/0702F, exp. 17-OCT-2008). Concomitant therapy included prenatal vitamins (DUET DH
AEC). The nurse reported that the patient received the third dose during her first trimester of pregnancy. The patient's last menstrual period (LMP) was on 07-
MAY-2007. On 25-JUN-2007, the patient had an ultrasound performed which was normal. On 23-JUL-2007, the patient had another ultrasound which was
normal. During the pregnancy the patient had ultrasounds that were normal at 6 weeks, 10 weeks, 19 weeks, 33 weeks, and 36 weeks. Estimated date of
delivery was reported as 13-FEB-2008. On unspecified dates during the pregnancy, the mother experienced oligohydramnios, increased blood pressure, and
pruritic urticarial papules and plaque of pregnancy (PUPPS). There were no infections or illness during the pregnancy. On 23-JAN-2008, 37 weeks from LMP,
the mother delivered a live normal female baby, weight 6 pounds and 6 ounces, length 19 inches, Apgar score 8/9, and head circumference 13 inches. There
was no congenital anomalies. There were no complications during labor/delivery. The outcome of the increased blood pressure, and pruritic urticarial papules
and plaque of pregnancy (PUPPS) was not reported. No additional information is expected.

Symptom Text:

vitamins (unspecified)Other Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 5/7/2007); Nutritional supplementPrex Illness:

ultrasound 06/25/07 - normal; ultrasound 07/23/07 - normal; ultrasound - normal at 6 wks, 10 wks, 19 wks, 33 wks, and 36 wks; Apgar score 01/23/08 8/9

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

305274-1

06-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure increased, Drug exposure during pregnancy, Polyhydramnios, Rash, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0702F 2 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
M

Gender
08-Oct-2007
Vaccine Date

08-Oct-2007
Onset Date

0
Days

21-Feb-2008
Status Date

MN
State

WAES0710USA02090
Mfr Report Id

Information has been received from a registered nurse concerning a male who on 08-OCT-2007 was vaccinated intramuscularly in the left deltoid with a 0.5 ml
dose of Gardasil (Lot #604595/1062V).  The family was receiving flu shots and the daughter was receiving Gardasil.  The wrong syringe was picked up and
administered to the patient's father by the licensed practical nurse.  No adverse experience was related to the event.  At the time of the report the patient's
outcome was unknown.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
53.0

305275-1

22-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 No adverse reaction, Wrong drug administered

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Nov-2007
Vaccine Date

15-Nov-2007
Onset Date

0
Days

21-Feb-2008
Status Date

CA
State

WAES0711USA03469
Mfr Report Id

Information has been received from a physician concerning a 75 year old female who on 15-NOV-2007 was vaccinated IM with a dose of Gardasil instead of
(diluent to reconstituted) Zostavax (Oka/Merck).  No additional information was available at the time.  There was no product quality complaint.  Information has
been received from a medical assistant stating that she had no immediate knowledge of the event as she was not working that particular day.  She stated that
she would check with the other nurses in the office and respond in a week, if possible.  She was faxed a B-form to submit patient details.  Follow up information
was received and the physician stated "no further information to provide."

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
75.0

305276-1

22-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Wrong drug administered

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

VARZOS
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Sep-2007
Vaccine Date

04-Oct-2007
Onset Date

9
Days

21-Feb-2008
Status Date

--
State

WAES0712USA01641
Mfr Report Id

Initial and follow up information has been received via Merck pregnancy registry, from a registered nurse, concerning a 24 year old caucasian female patient
with a history of an abnormal papanicolaou (PAP) smear and one prior pregnancy resulting in a full term delivery, who on 25-SEP-2007 was vaccinated IM with
the first dose, 0.5 ml of GARDASIL (lot # 655503/0012U). There was no concomitant medication. On 04-OCT-2007, the patient had her LMP and subsequently
became pregnant. On 26-NOV-2007, she was vaccinated IM with the second dose, 0.5 ml of GARDASIL (lot # 655618/0186U). On 28-NOV-2007, a urine
pregnancy test was positive. On 05-DEC-2007, she called the physician's office. The estimated date of delivery was 10-JUL-2008. Follow up information from
the nurse indicated the patient was prescribed prenatal vitamins on 29-NOV-2007, and added that the patient occasionally took acetaminophen (TYLENOL)
(indication not specified) during her pregnancy. Also, on 04-DEC-2007, the patient was prescribed metronidazole (FLAGYL), 500mg twice daily for 7 days, for
treatment of bacterial vaginosis. The outcome of the event was not specified. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

urine beta-human 11/28/07 - positive
Papanicolaou smear abnormal

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

305277-1

22-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Vaginitis bacterial

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0012U 0 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Dec-2007
Vaccine Date

12-Dec-2007
Onset Date

0
Days

21-Feb-2008
Status Date

CO
State

WAES0712USA06352
Mfr Report Id

Information has been received from an office manager at a physician's office concerning a 27 year old female medical assistant who on 12-DEC-2007 was
administering a dose of prefilled Gardasil (Lot #1287U) and the safety device on the syringe did not fully activate and the needle did not pull back into the
cylinder. After the dose was administered, when the medical assistant reached for the syringe to remove the lot number label to put it into the patients records,
she accidentally pricked her right index finger. The syringe and packaging did not appear to be damaged. The syringe was sealed in it's package when
received. She immediately cleaned her finger. She, and the patient who received the Gardasil vaccine, were both given blood tests at the hospital to screen for
HIV and Hepatitis. The results of the blood tests were not available at the time of reporting. The medical assistant reported that her finger was tender.
Additional information has been requested. A follow up was received and the first results of the HEP B and HEP C for the patient who received the Gardasil
vaccine and the medical assistant were negative. The HIV test results were negative as well. Physician's office wants to retest both in 6 months to be certain of
no disease. This is one of several reports with the same source.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory - blood test to screen for HIV - negative; diagnostic laboratory - blood test to screen for HEP B and HEP C - negative
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
27.0

305278-1

06-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Accidental exposure, Device malfunction, Tenderness

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1287U Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Feb-2008
Status Date

--
State

WAES0712USA08227
Mfr Report Id

Information has been received from a medical assistant concerning another medical assistant who was administering Gardasil (lot#655154/1210U) to a patient,
and upon removal of the needle from the patient's arm, the shield did not work properly to cover the needle and the medical assistant was stuck with the needle
in her finger.  No adverse reactions were reported.  No other information was provided.  SR# is 1-2021175912.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

305279-1

21-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Accidental needle stick, Medical device complication

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1210U Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Nov-2006
Vaccine Date

17-Nov-2006
Onset Date

0
Days

21-Feb-2008
Status Date

IL
State

WAES0801USA00025
Mfr Report Id

Information has been received from a health professional concerning a 29 year old female who on 17-NOV-2006 was vaccinated subcutaneously on the right
thigh with the first dose of Gardasil.  On 17-NOV-2006 the patient experienced drug administered via inappropriate route.  The reporter felt that drug
administered via inappropriate route was not related to therapy with Gardasil.  No problems were reported and no further information was available.  Follow-up
information received 23-JAN-2008: Per the reporter, on 17-NOV-2006 the patient experienced a painful welt which lasted a couple of hours.  Subsequently, the
patient recovered from the welt.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
29.0

305280-1

06-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, Pain, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Right leg Subcutaneously
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Dec-2007
Vaccine Date

28-Dec-2007
Onset Date

0
Days

21-Feb-2008
Status Date

--
State

WAES0801USA00100
Mfr Report Id

Information has been received concerning a 21 year old female who on 04-JUN-2004 was vaccinated with her first dose of Gardasil (lot 657617/0384U) and her
second dose of Gardasil (lot 658222/0927U) on 23-AUG-2007 without any ill effects.  Concomitant therapy included ADVAIR and albuterol.  On 28-DEC-2007
the patient was vaccinated with her third dose of Gardasil (lot 659437/1266U) and experienced a full body rash.  She was sent to her primary health care
provider.  Additional information has been requested.

Symptom Text:

albuterol; ADVAIROther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

305281-1

21-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash generalised

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1266U 2 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Nov-2007
Vaccine Date

07-Nov-2007
Onset Date

0
Days

21-Feb-2008
Status Date

OH
State

WAES0801USA00123
Mfr Report Id

Information has been received from a physician concerning an approximately 13 year old female who on 07-NOV-2007 was vaccinated with her first dose of
Gardasil (Lot # 659435/1265U. Concomitant therapy included MENACTRA. On 07-NOV-2007 the patient experienced a headache, sore arm and nausea.
"About 2 weeks after the shot", the patient recovered from the headache, sore arm and nausea. The patient sought unspecified medical attention. Additional
information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

305282-1

21-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Nausea, Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1265U 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Nov-2007
Vaccine Date

07-Nov-2007
Onset Date

0
Days

21-Feb-2008
Status Date

OH
State

WAES0801USA00128
Mfr Report Id

Information has been received from a physician concerning a female who on 07-NOV-2007 was vaccinated with the first dose of GARDASIL (659435/1265U).
Concomitant therapy included meningococcal ACYW conj vaccine (dip toxoid) (MENACTRA) and diphtheria toxoid (+) pertussis acellular vaccine (unspecified)
(-) tetanus toxoid. On 07-NOV-2007 the patient fainted and experienced headache, nausea and a sore arm. Subsequently, the patient recovered from the
fainting, headache, nausea and sore arm. The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

305283-1

21-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Nausea, Pain in extremity, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1265U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7037
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Jan-2008
Vaccine Date

03-Jan-2008
Onset Date

0
Days

21-Feb-2008
Status Date

KY
State

WAES0801USA00327
Mfr Report Id

Initial and follow up information has been received from a certified medical assistant concerning a 19 year old female student with no pertinent medical history,
drug reactions/allergies or concomitant medication usage, who on 03-JAN-2008 at 9:05 am was vaccinated intramuscularly in the right hip with the first 0.5ml
dose of Gardasil (lot#: 655154/1210U).  On 03-JAN-2008 5 minutes post vaccination, the patient passed out as she stood at the receptionist's desk in the
hallway.  No seizure activity noted.  Staff used smelling salt to revive patient.  She was given orange juice and crackers.  She was left on floor and propped up
against a wall.  The patient's blood pressure was checked at 9:20 am and was 94/60.  No diagnostic lab test was performed.  The patient stated that she had
not eaten breakfast prior to receiving the vaccination.  The patient was instructed to eat prior to receiving the next injection.  The patient was driven home from
the office by her mother at 09:25 AM.  It was reported that she recovered on 03-JAN-2008.  Additional information is not expected.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

blood pressure, 01/03/08, 94/60
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

305284-1

21-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness, Wrong technique in drug usage process

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1210U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7038
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Aug-2007
Vaccine Date

23-Aug-2007
Onset Date

0
Days

21-Feb-2008
Status Date

NJ
State

WAES0801USA00340
Mfr Report Id

Information has been received from a registered nurse concerning a 25 year old female with no known allergies and no pertinent medical history who on 23-
AUG-2007 was vaccinated intramuscularly in the left deltoid with a second dose of Gardasil.  There was no concomitant medication.  The patient stated that
when she got back to her office after the second injection she became "very, very dizzy" and had to sit down and wait till it passed.  Patient had something to
eat and the feeling passed.  The patient recovered on 23-AUG-2007.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

305291-1

21-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 7039
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Jan-2007
Vaccine Date

Unknown
Onset Date Days

21-Feb-2008
Status Date

FL
State

WAES0801USA00347
Mfr Report Id

Information has been received from a health professional concerning a 21 year old female patient with no medical history and no allergies who on 08-NOV-
2006 and 10-JAN-2007, was vaccinated with a first(Lot# 653978/0955F) and second dose of GARDASIL (Lot# 655619/1427F). There was no concomitant
medication. It was reported that the patient received the vaccine while she was pregnant. No adverse side effects were reported as a result of this. Unspecified
medical attention was sought. Laboratory diagnostic studies performed was prenatal blood work. On 20-NOV-2007, the patient gave birth to a normal live born
infant female. The infant weighed 7 pounds and 10 ounces. There were no congenital anomalies and no complications or abnormalities. It is unknown if the
products of conception were examined. There were no complications during pregnancy or labor and delivery. It was also reported that in 2006 to the present,
the patient was placed on (VALTREX), 500 mg as needed for genital herpes and on 06-SEP-2007, the patient was placed on (RHOGRAM), "full strength" for
RH negative. At the time of this report, the patient's outcome was unknown. No product quality complaint was involved. Additional information is not expected.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

hematology - prenatal blood work
Pregnancy NOS (LMP = Unknown)

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

305293-1

21-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, No adverse reaction, Pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1427F 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7040
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Feb-2008
Status Date

NY
State

WAES0801USA00375
Mfr Report Id

Information has been received from a nurse concerning a 17 year old female patient who was vaccinated with a first and second dose of Gardasil.
Concomitant therapy included another vaccination (unspecified) at the time when she received the first injection.  The nurse reported that the patient fainted
after receiving the second dose of Gardasil.  She indicated that the patient lost consciousness for about twenty seconds within an hour of receiving her second
injection.  She reported that the patient woke up then and was fine before leaving the physician's office.  She mentioned that the patient fainted after receiving
the first dose of Gardasil.  Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

305297-1

21-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness, Syncope, Vaccine positive rechallenge

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7041
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Feb-2008
Status Date

--
State

WAES0801USA00408
Mfr Report Id

Information has been received from a health professional concerning a female who was vaccinated with the second dose of GARDASIL. Subsequently the
patient experienced erythema, edema and tenderness over that "took up her whole deltoid region". The reporter felt that erythema, edema and tenderness over
that  took up her whole deltoid region were not related to therapy with GARDASIL. Per the reporter, the patient also had this experience with the first dose of
GARDASIL. The patient will not receive the third dose. No further information was provided. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

305301-1

21-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Oedema peripheral, Tenderness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7042
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Dec-2007
Vaccine Date

11-Dec-2007
Onset Date

0
Days

21-Feb-2008
Status Date

--
State

WAES0801USA00512
Mfr Report Id

Information has been received from a physician concerning a 15 year old female, who on 11-DEC-2007 was vaccinated intramuscularly with a 0.5ml first dose
of Gardasil.  Concomitant vaccinations included MENACTRA administered in the other arm.  On 11-DEC-2007 the patient experienced pain, redness, and
swelling at the injection site.  The patient sought unspecified medical attention.  No laboratory diagnostics were performed.  The patient recovered on an
unspecified date.  No product quality complaint was involved.  Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

305303-1

21-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site pain, Injection site swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL 0

Unknown
Unknown

Unknown
Intramuscular



10 JUN 2008 06:27Report run on: Page 7043
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Feb-2008
Status Date

--
State

WAES0801USA00518
Mfr Report Id

Information has been received from a published newspaper article concerning an unspecified number of female patients (ages unknown), who on unspecified
dates, were vaccinated with doses of GARDASIL. It was reported that the patients experienced short-lived pain and reacted with a "little more than a grimace."
Some of the patients also reported that it was "uncomfortable driving with or sleeping on the injected arm for up to a day after getting the shot." At the time of
the report, the outcome of the patients were unknown. No further information is avaiable

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

305304-1

21-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Activities of daily living impaired, Pain in extremity, Sleep disorder

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7044
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Feb-2008
Status Date

--
State

WAES0801USA00520
Mfr Report Id

It was reported in an internet news article that an 18 year old female was vaccinated with Gardasil. In the article an infectious disease expert stated that "this
vaccine stings a lot". The 18 year old college freshman consumer reported "it sure does". "She said other shots tend to hurt only at the moment of the needle
stick, and not after the vaccine plunges in". She further stated, "it burns". The consumer felt that the pain and burn was related to therapy with Gardasil. No
further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

305305-1

21-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Burning sensation, Pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7045
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Sep-2007
Vaccine Date

27-Dec-2007
Onset Date

96
Days

21-Feb-2008
Status Date

--
State

WAES0801USA00523
Mfr Report Id

Information has been received from a nurse practitioner concerning a 13 year old female not pregnant and with no known medical history who on 22-SEP-2007
was vaccinated with the second 0.5 mL dose of Gardasil (lot # 659439/1267U).  There was no concomitant medication.  On 27-DEC-2007 the patient
experienced hives and redness on her skin.  Subsequently, the patient recovered from hives and redness on her skin.  No laboratory diagnostic tests were
performed.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

305306-1

21-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1267U 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7046
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Feb-2008
Status Date

WA
State

WAES0801USA00525
Mfr Report Id

Information has been received from a physician concerning a patient (age and gender unknown), who was vaccinated with a dose of Gardasil. Subsequently,
the patient fainted. The patient recovered on an unspecified date. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

305307-1

21-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7047
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Oct-2007
Vaccine Date

13-Oct-2007
Onset Date

1
Days

21-Feb-2008
Status Date

KY
State

WAES0801USA00528
Mfr Report Id

Information has been received from a health professional concerning a female who was vaccinated intramuscularly with the second dose of Gardasil.
Subsequently the patient experienced arthritis-type symptoms and joint inflammation. Per the reporter, the patient "visited a rheumatologist and tests had been
done, but all came back negative." The patient was a "long distance runner." No further information was provided and no lot number was given. Additional
information received 09-JAN-2008: Per the reporter, the patient "a college student and long-distance runner - was vaccinated intramuscularly with the second
dose of Gardasil on 12-OCT-2007. Approximately 24 hours after the dose she began to experience "flu-like symptoms, including feeling achy and tired." Then
approximately 2 weeks after the dose, she began to experience joint swelling and inflammation. The patient was seen by a rheumatologist in December and so
far all tests have been negative (lupus negative). The patient will again follow-up with the rheumatologist on 21-JAN-2008. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic procedure - lupus negative
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

305308-1

21-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthritis, Fatigue, Influenza like illness, Joint swelling, Pain, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7048
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Feb-2008
Status Date

--
State

WAES0801USA00530
Mfr Report Id

Information has been received from a physician concerning a 24 year old female with no drug reaction/allergies who in November 2007, was vaccinated IN in
the hip with the first 0.5 mL Gardasil.  Concomitant therapy included hormonal contraceptives (unspecified).  On 28-DEC-2007, the patient was vaccinated IM in
the hip with the second 0.5 mL Gardasil.  On unspecified date after each vaccination, the patient developed enlarged lymph nodes in the groin.  A complete
blood count with results within normal limits was performed.  The patient's status was not reported.  There was no product quality complaint involved.
Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

complete blood cell, results within normal limits
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

305310-1

21-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug administered at inappropriate site, Lymphadenopathy, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7049
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Dec-2007
Vaccine Date

04-Jan-2008
Onset Date

31
Days

21-Feb-2008
Status Date

AR
State

WAES0801USA00539
Mfr Report Id

Information has been received from a nurse concerning a 26 year old female who on 04-DEC_2007 was vaccinated with the first dose of Gardasil. On
approximately 04-JAN-2008 the patient experienced extreme pain on the deltoid area. As of 04-JAN-2007, the patient was recovering from extreme pain on the
deltoid area. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

305311-1

21-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7050
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Dec-2007
Vaccine Date

31-Dec-2007
Onset Date

0
Days

21-Feb-2008
Status Date

MI
State

WAES0801USA00543
Mfr Report Id

Information has been received from a 24 year old female with no pertinent medical history and no known allergies who on 31-DEC-2007 was vaccinated with
the first dose of Gardasil 0.5 mL IM.  Concomitant therapy included a tetanus shot in the opposite arm.  On 31-DEC-2007 the patient felt nauseous and had a
pain in her arm.  On 01-JAN-2008, the patient felt like she had the flu and had muscle spasms in the arm she got the injection in.  Unspecified medical attention
was sought.  As of 04-JAN-2008, the patient's arm was "kind of tingly and numb" and she reported she was recovering.  Additional information has been
requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

305312-1

21-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Influenza, Muscle spasms, Nausea, Pain in extremity, Paraesthesia

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

TTOX
HPV4

UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL 0

Unknown
Unknown

Unknown
Intramuscular



10 JUN 2008 06:27Report run on: Page 7051
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Feb-2008
Status Date

CA
State

WAES0801USA00548
Mfr Report Id

Information has been received from a health professional concerning a female who was vaccinated with the first dose of Gardasil. Subsequently the patient
experienced pain when receiving the vaccine and subsequent doses were given in the buttocks. Medical attention was sought. The patient's outcome is
unknown. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

305313-1

21-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Incorrect route of drug administration, Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7052
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Feb-2008
Status Date

--
State

WAES0801USA00555
Mfr Report Id

Information has been received from a physician concerning a 19 year old female with no known allergies and no reported medical history who in December
2007, was vaccinated with her second dose of 0.5 ml GARDASIL intramuscularly. There was no concomitant medication. The patient experienced pain in her
arm at the injection site. The patient couldn't sleep following the injection due to the numbness and tenderness in her arm. The patient experienced the
conditions after the first and second dose of GARDASIL. The second was given in DEC-2007. There was no lot number provided. No additional information was
provided. This is one several reports received from the same source. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

305314-1

21-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site anaesthesia, Injection site pain, Sleep disorder

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7053
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Dec-2007
Vaccine Date

23-Dec-2007
Onset Date

2
Days

21-Feb-2008
Status Date

--
State

WAES0801USA00560
Mfr Report Id

Information has been received from a registered nurse concerning an 18 year old female with no medical history and no known allergies who on 21-DEC-2007
was vaccinated intramuscularly with a 0.5 mL first dose of Gardasil (Lot #659441/1446U). There was no concomitant medication. On 23-DEC-2007 the patient's
mother called the nurse practitioner and reported that her daughter woke up that morning with pain over her left eye and nausea. No laboratory diagnostic
studies were performed. On 27-DEC-2007, the patient's mother called again and stated that the symptoms had resolved. No product quality complaint was
involved. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

305315-1

21-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Eye pain, Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1446U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7054
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
21-Feb-2008
Status Date

NJ
State

WAES0801USA00564
Mfr Report Id

Information has been received from a nurse concerning a 21 year old female with no medical history who in December 2007, was vaccinated with a 0.5 ml first
dose GARDASIL. Concomitant therapy included hormonal contraceptives (unspecified). On the day the shot was given, the patient experienced severe nausea
and diarrhea for four days. No diagnostic laboratory studies were performed. The patient did not seek medical attention. About 5 days after receiving the shot,
the patient recovered. No PQC was involved. Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

305316-1

21-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Diarrhoea, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7055
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Feb-2008
Vaccine Date

20-Feb-2008
Onset Date

1
Days

22-Feb-2008
Status Date

FL
State Mfr Report Id

Immediatley after the administration she described a burning sensation, as she never had it before. It Improved. Later that day she developed a frontal
headache lasting many hours, that needed NSAIDs to improve. Next morning while taking a shower, she felt dizzy and fainted. Was assisted by family member
and later transfered to an ER department, where all tests were considered normal and she was stable. Second day after the shot, she come complaining of
malaise, feeling "wobbly", with decreased lower extremities strength and genealized body aches, like "when the flu is starting".

Symptom Text:

OrthocyclenOther Meds:
Lab Data:

History:
NonePrex Illness:

BUN 7, Sodium 138, Potassium 4.4, Chloride 107, CO2 28.6, Calcium 9.8, Glucose 115 (after load of choc milk at home), Creatinine 0.56 - WBC 6.37, 80.7%
Neutrophils, 11% Lymphocytes, 7.4% Monocytes, 0.3% Bands, 0.3%Eosinophils, 0.3% Basophil
Dysmenorrhea

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

305354-1

22-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Balance disorder, Burning sensation, Dizziness, Headache, Malaise, Muscular weakness, Pain, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1209U 2 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 7056
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Feb-2008
Vaccine Date

07-Feb-2008
Onset Date

0
Days

22-Feb-2008
Status Date

WA
State Mfr Report Id

Immediate rash after HPV vaccine received.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
10.0

305369-1

22-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Feb-2008

Received Date

Prex Vax Illns:

TDAP

HPV4

GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

AC52B019AA

1446U 0

Left arm

Left arm

Unknown

Unknown



10 JUN 2008 06:27Report run on: Page 7057
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Jan-2008
Vaccine Date

Unknown
Onset Date Days

22-Feb-2008
Status Date

MI
State Mfr Report Id

No adverse events.  Patient received MCV4 - in gluteal - no repeat dose needed per manufacturer and with the Gardasil.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

305378-1

22-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug administered at inappropriate site, No adverse reaction

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Feb-2008

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2365AA
0387U

Unknown
Unknown

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 7058
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Feb-2008
Vaccine Date

13-Feb-2008
Onset Date

0
Days

22-Feb-2008
Status Date

PA
State Mfr Report Id

Passed out when getting immunizations - 7:20 PM - evening hours.  HPV, Hep A, Menactra, Adacel.Symptom Text:

Other Meds:
Lab Data:
History:

NoPrex Illness:

None
No (one prior episode basovagal syncope).

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

305380-1

22-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Feb-2008

Received Date

Prex Vax Illns:

TDAP
MNQ
HPV4
HEPA

SANOFI PASTEUR
SANOFI PASTEUR
MERCK & CO. INC.
MERCK & CO. INC.

C2759AA
U2393BA
1267U
0797U

2
0
0
0

Left arm
Right arm
Left arm

Right arm

Unknown
Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 7059
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Feb-2008
Vaccine Date

21-Feb-2008
Onset Date

0
Days

22-Feb-2008
Status Date

NY
State Mfr Report Id

Five minutes post injection pt c/o dizziness and blurred vision.  BP decreased.  Symptoms started subsiding after 5 minutes.  Discharged to home with no
further complaints 20 min post injection.

Symptom Text:

BCPOther Meds:
Lab Data:
History:

NonePrex Illness:

NKA

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

305404-1

22-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure decreased, Dizziness, Immediate post-injection reaction, Vision blurred

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1287U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 7060
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Dec-2007
Vaccine Date

26-Dec-2007
Onset Date

0
Days

22-Feb-2008
Status Date

--
State

WAES0801USA00571
Mfr Report Id

Information has been received from a nurse concerning a 25 year old female with no medical history or drug allergies who on 26-DEC-2007 was vaccinated
intramuscularly with a 0.5 ml dose of GARDASIL (Lot *659441/1446U). There was no concomitant medication. The patient called the office and reported that on
26-DEC-2007 she felt shaky, lightheaded and like her heart was racing. The symptoms lasted several days and the patient went to the emergency room. The
ER stated that her vital signs were all normal and the patient was sent home. No other laboratory diagnostic studies were performed. On 31-DEC-2007, the
patient recovered. No PQC was involved. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

vital sign - normal
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

305424-1

25-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Palpitations, Tremor

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1446U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7061
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Dec-2007
Vaccine Date

10-Dec-2007
Onset Date

0
Days

22-Feb-2008
Status Date

NY
State

WAES0801USA00578
Mfr Report Id

Information has been received from a physician, via a company representative, concerning a 25 year old female patient, who on 10-DEC-2007 was vaccinated
with the first dose, 0.5 ml, of GARDASIL (lot # nor reported). There was no concomitant medication. On the same day, the patient developed a lump at the
injection site. At then time of this report, the outcome of the event was unknown. The patient sought out unspecified medical attention. Additional information
has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

305425-1

25-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site mass

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7062
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Nov-2007
Vaccine Date

Unknown
Onset Date Days

22-Feb-2008
Status Date

KY
State

WAES0801USA00583
Mfr Report Id

Information has been received from a physician concerning a 17 year old female who on 12-NOV-2007 was vaccinated with a first dose of GARDASIL (lot#
655154/1210U) IM. On an unspecified date the patient experienced "pain in her arm ever since her first vaccination". It was reported that when the patient
visited the office to receive her second dose, this is when the patient informed the physician of the problems she was having from her first dose of GARDASIL.
At the time of reporting the patient had not recovered. On 03-JAN-2008, the patient was vaccinated with her second dose of GARDASIL. No further information
has been provided.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

305426-1

25-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1210U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7063
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Feb-2007
Vaccine Date

13-Feb-2007
Onset Date

0
Days

22-Feb-2008
Status Date

GA
State

WAES0801USA00586
Mfr Report Id

Information has been received from a female nurse who on 13-FEB-2007 vaccinated herself with a first dose of GARDASIL into the buttocks. On approximately
20-FEB-2007 the patient developed a bad rash which were "raised bumps on her arms, legs, her trunk and everywhere else besides her face." She went to a
dermatologist who took a biopsy of the bumps and told her it was an auto immune response to the vaccine. In April 2007, the patient recovered. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

biopsy - see narrative
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

305427-1

25-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Autoimmune disorder, Rash generalised, Wrong technique in drug usage process

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7064
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
22-Feb-2008
Status Date

TX
State

WAES0801USA00892
Mfr Report Id

Information has been received from a licensed practical nurse concerning an 18 year old female with seizure disorder who on 16-JUL-2007 was vaccinated IM
with a 0.5 ml first dose of GARDASIL (lot #657868/0523U). Concomitant therapy included DEPAKOTE, SEASONALE and LAMICTAL. Subsequently the patient
experienced hives and "throat swelling." Subsequently, the patient recovered. On an unspecified date, the patient was vaccinated with a second dose of
GARDASIL. Subsequently the patient experienced hives and "throat swelling." Subsequently, the patient recovered. The patient reported the event at an
unrelated office visit. Additional information has been requested.

Symptom Text:

DEPAKOTE; SEASONALE; LAMICTALOther Meds:
Lab Data:
History:
Prex Illness:

None
Convulsion

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

305428-1

25-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pharyngeal oedema, Urticaria, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4
HPV

MERCK & CO. INC.
UNKNOWN MANUFACTURER

0523U
NULL

0
1

Unknown
Unknown

Intramuscular
Unknown



10 JUN 2008 06:27Report run on: Page 7065
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
22-Feb-2008
Status Date

FL
State

WAES0801USA00905
Mfr Report Id

Information has been received from a health professional concerning a 23 year old female patient who in November 2007, 2 months ago, was vaccinated with a
second dose of Gardasil.  In November 2007, a few hours after the second dose was given, the patient felt weak and tired.  At the time of this report, the
patient's outcome was unknown.  No product quality complaint was involved.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

305429-1

25-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Fatigue

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7066
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Dec-2007
Vaccine Date

30-Dec-2007
Onset Date

2
Days

25-Feb-2008
Status Date

CT
State

WAES0801USA00938
Mfr Report Id

Initial and follow-up information has been received from a registered nurse concerning a 22 year old white female with a history of mild asthma who on 28-DEC-
2007 was vaccinated with a second dose of Gardasil (lot# 658563/1063U) IM in the left deltoid.  There was no concomitant medication.  On 30-DEC-2007 the
patient noted itching at the site.  On 02-JAN-2008, the patient noted pain with movement of the left arm and swelling.  The patient called the office on 03-JAN-
2008.  The patient was seen the same day and there was no redness.  The patient had a 2-3 cm subcutaneous mass at the injection site.  Medical attention
was sought.  The patient was treated with diphenhydramine hcl (BENADRYL) and warm soaks.  No further information was provided.  The patient recovered on
14-JAN-2008.  It was recommended that there was no third injection to be administered.  Additional information is not expected.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

AsthmaPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

305430-1

25-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injected limb mobility decreased, Injection site mass, Injection site pruritus, Injection site swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1063U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 7067
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
25-Feb-2008
Status Date

--
State

WAES0801USA00939
Mfr Report Id

Information has been received from a consumer concerning her 18 year old daughter with no pertinent medical history or drug reactions/allergies who in
January 2007 was vaccinated with a first dose of GARDASIL (lot# unknown). On an unspecified date the patient was vaccinated with a second and third dose
of GARDASIL. Concomitant therapy included hepatitis A virus vaccine (unspecified) and meningococcal vaccine (unspecified) with her second dose of
GARDASIL. The mother is reporting that her daughter received all 3 doses of GARDASIL (on schedule) an developed neurological symptoms. Medical
attention was sought. She does not remember when the symptoms began. Initially the daughter's left toes became swollen, red and tingly which lasted for 2 to
3 days. On 07-JUN-2007, the patient woke up with a tingly sensation of her left leg from her knee to her ankle. There was also a pimple-like bump on her leg
which she thought was a spider bite. Since that day her leg has worsened. If the daughter gets generalized goosebumps on her body, they do not appear on
that area of her leg. The patient cannot feel hot or cold sensations of that area and she cannot wear flip-flops because her toes cannot hold onto them. The
bump was diagnosed as lymphomatoid papulosis. On 09-JAN-2008, the patient will also be going to a neurological center. At the time of reporting the patient
had not recovered. No other details were given. On an unspecified date 3 magnetic resonance imaging test and a neurological examination was also
performed. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

magnetic resonance; neurological

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

305431-1

25-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Activities of daily living impaired, Erythema, Lymphomatoid papulosis, Neurological symptom, Oedema peripheral, Paraesthesia, Rash, Sensory disturbance

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7068
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
02-Jan-2008
Onset Date Days

25-Feb-2008
Status Date

--
State

WAES0801USA00963
Mfr Report Id

Information has been received from a consumer concerning her 13-14 year old daughter who approximately 2 months ago, November 2007 (exact date not
reported), was vaccinated (route and site not reported) with the second 0.5ml dose of Gardasil (lot# not reported).  On 02-JAN-2008 the patient developed a
rash on "her leg and on her shoulders".  The patient did receive unspecified medical attention.  Per the patient's mother, the patient has not recovered.  No
additional information is expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

305432-1

25-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7069
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Dec-2007
Vaccine Date

28-Dec-2007
Onset Date

0
Days

25-Feb-2008
Status Date

CA
State

WAES0801USA00969
Mfr Report Id

Information has been received from a registered nurse concerning a 16 year old white female with no allergies, who, on 28-DEC-2007 at 15:30 was vaccinated
intramuscularly in the left deltoid with a first dose of Gardasil (Lot# 658219/0755U).  On 25-DEC-2007 at 15:30 the patient had fainted in the office and became
alert within seconds after laying down.  The patient was monitored for 15 to 20 minutes in the office.  It was reported that the patient was fine when she left the
office with her parent.  No ill effects were noted.  The patient recovered on 28-DEC-2007.  No product quality complaint was involved.  Additional information
has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

305433-1

25-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0755U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 7070
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Nov-2007
Vaccine Date

Unknown
Onset Date Days

25-Feb-2008
Status Date

--
State

WAES0801USA00986
Mfr Report Id

Information has been received from a medical assistant concerning a 17 year old female with no known allergies and asthma who on 15-NOV--2007 was
vaccinated with Gardasil (Lot #657617/0384U) intramuscularly in the left arm. Concomitant therapy included ALLEGRA. The patient was seen by the physician
on 04-DEC-2007 because she developed pain in the left shoulder. The patient said that it hurt to lay on her side when sleeping and described it as can be
"pinching". No further information is available because the patient has not been seen for a follow up. Additional information has been requested.

Symptom Text:

ALLEGRAOther Meds:
Lab Data:
History:

AsthmaPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

305434-1

25-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Musculoskeletal pain, Sleep disorder

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0384U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7071
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Jan-2008
Vaccine Date

03-Jan-2008
Onset Date

0
Days

25-Feb-2008
Status Date

--
State

WAES0801USA00988
Mfr Report Id

Information has been received from a registered nurse concerning a 19 year old female who on 03-JAN-2008 was vaccinated with her second dose of Gardasil
and within an hour after the vaccination she developed a headache.  Concomitant medications included oral contraceptives.  The nurse also reported that the
patient had a similar reaction following her first dose of Gardasil.  No other information was provided.  Additional information has been requested.

Symptom Text:

Hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

305435-1

25-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Similar reaction on previous exposure to drug

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7072
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Jan-2008
Vaccine Date

07-Jan-2008
Onset Date

0
Days

25-Feb-2008
Status Date

--
State

WAES0801USA00999
Mfr Report Id

Information has been received from a licensed practical nurse concerning a female who on 07-JAN-2008 was vaccinated with her first dose of 0.5 ml Gardasil
intramuscularly.  The patient fainted after she was given the vaccine.  No other information was available.  As of 07-JAN-2008 the patient recovered from her
experience.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

305436-1

25-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7073
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Jan-2008
Vaccine Date

04-Jan-2008
Onset Date

0
Days

25-Feb-2008
Status Date

--
State

WAES0801USA01016
Mfr Report Id

Information has been received from a physician concerning an 18 year old female who on 04-JAN-2008 was vaccinated with her third dose of 0.5 ml of
GARDASIL (Lot #659055/1522U) intramuscularly. There was no concomitant medication. Subsequently the patient developed myalgia. The patient received
the vaccine in the right deltoid and has developed the myalgia on the entire left side of her body. The patient received her first dose of GARDASIL on 21-JUN-
2007 and her dose on 06-AUG-2007. The patient's outcome was not reported. No further information is available. Additional information has been received.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

305437-1

25-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Myalgia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1522U 2 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 7074
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
25-Feb-2008
Status Date

--
State

WAES0801USA01019
Mfr Report Id

Information has been received from the Merck Pregnancy Registry for Gardasil from a consumer concerning her 24 year old daughter with no pertinent medical
history or drug reactions/allergies who in August 2007 "about 5 months ago" was vaccinated with Gardasil (lot# unknown) 0.5 mL injection.  There was no
concomitant medication.  In July 2007, "about 6 months ago" the patient experienced pain during her pregnancy.  No further information was provided.  Medical
attention was sought.  On unspecified dates ultrasounds were performed.  The outcome was not reported.  The patient's date of last menstrual period was 01-
JUL-2007 "about 6 months along" and the estimated date of delivery is 06-APR-2008.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 7/1/2007)Prex Illness:

ultrasound

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

305438-1

25-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Pain

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7075
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
25-Feb-2008
Status Date

CA
State

WAES0801USA01026
Mfr Report Id

Information has been received from a physician concerning a 16 year old female who on an unspecified date was vaccinated with Gardasil (lot# unknown)
injection. Subsequently the patient experienced heavy vaginal bleeding after the first dose of Gardasil. Medical attention was sought. The patient experienced
this for 10 to 12 days and it only stopped when (estrogens, conjugated) PREMARIN (manufacturer unknown) was administered. Therapy with human
papillomavirus vaccine was discontinued. Subsequently, the patient recovered from heavy vaginal bleeding on an unspecified date. No further information was
available. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

305439-1

25-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Vaginal haemorrhage

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7076
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
25-Feb-2008
Status Date

--
State

WAES0801USA01243
Mfr Report Id

Information has been received from a female patient's father who states that in August 2007, his daughter was vaccinated with the first dose GARDASIL. In
October 2007 the patient was vaccinated with the second dose of GARDASIL. Subsequently the patient experienced joint pain, muscle pain, headache and
nausea. The patient's joint pain, muscle pain, headache and nausea were ongoing. The physician was contacted, but did not know if the latter events were
related to GARDASIL. The caller declined to provide any additional information. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

305440-1

25-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Headache, Myalgia, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7077
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
20-Dec-2007
Vaccine Date

20-Dec-2007
Onset Date

0
Days

25-Feb-2008
Status Date

--
State

WAES0801USA01269
Mfr Report Id

Information has been received from a nurse concerning a patient who on 20-DEC-2007 was vaccinated with her third dose GARDASIL (lot# unspecified). On
20-DEC-2007 the patient experienced persistent pain at the injection site of the right deltoid. The patient experiences pain at the injection site only when the
right arm is raised to shoulder level. The patient's pain at the injection site of the right deltoid persisted. No treatment has been initiated. The reporter felt that
persistent pain at the injection site of the right deltoid muscle was not related to therapy with GARDASIL. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

305441-1

25-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injected limb mobility decreased, Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 7078
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Oct-2007
Vaccine Date

25-Oct-2007
Onset Date

0
Days

25-Feb-2008
Status Date

IL
State

WAES0801USA01271
Mfr Report Id

Information has been received from a physician concerning a 25 year old female with a history of obesity who on 25-OCT-2007 was vaccinated intramuscularly
in the left arm with the first dose of Gardasil (657621/0387U).  Concomitant therapy included NUVARING.  On 25-OCT-2007 the patient experienced a rash on
both arms immediately after vaccination and the rash has now spread to the legs.  The patient's rashes on both arms that has spread to legs persisted.  The
patient sought unspecified medical attention in the physician's office.  There were no other details.  Additional information has been requested.

Symptom Text:

NUVARINGOther Meds:
Lab Data:
History:
Prex Illness:

Obesity

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

305442-1

25-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0387U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 7079
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Jan-2008
Vaccine Date

04-Jan-2008
Onset Date

0
Days

25-Feb-2008
Status Date

OH
State

WAES0801USA01273
Mfr Report Id

Information has been received from a physician concerning a 14 year old female who on 04-JAN-2008 was vaccinated intramuscularly with the first dose of
GARDASIL. On 04-JAN-2008 the patient experienced fainting "5 minutes after being vaccinated." Subsequently, the patient recovered from having fainted. No
further information was provided and no lot number was given. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

305443-1

25-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7080
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
25-Feb-2008
Status Date

MN
State

WAES0801USA01334
Mfr Report Id

Information has been received from a registered nurse concerning multiple female patients who were vaccinated IM with a 0.5ml dose of Gardasil.
Subsequently, the patients experienced injection site pain with the prefilled syringes of Gardasil.  Unspecified medical attention was sought.  At the time of this
report, the patients' outcomes were unknown.  No product quality complaint was involved.  Attempts are being made to obtain additional identifying information
to distinguish the individual patients mentioned in this report.  Additional information will be provided if available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

305444-1

25-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7081
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
25-Feb-2008
Status Date

--
State

WAES0801USA01349
Mfr Report Id

Information has been received from a registered nurse concerning 2 females who were vaccinated with Gardasil and fainted about 5-10 minutes after being
vaccinated while the physician was out of the room.  No further information was provided.  No lot numbers were provided for either patient.  Attempts are being
made to obtain additional identifying information to distinguish the individual patients mentioned in this report.  Additional information will be provided if
available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

305445-1

25-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7082
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
25-Feb-2008
Status Date

--
State

WAES0801USA01424
Mfr Report Id

Information has been received from a physician concerning a 14 year old female who was vaccinated with Gardasil.  Concomitant therapy included tetanus
toxoid in the same arm.  The patient developed a blister at the injection site.  The patient's sister also received the first dose of Gardasil and had the same
adverse event (WAES #0801USA03560).  Subsequently, the patient recovered.  No further information was provided regarding this adverse experience.  This
is one of several reports from the same source.  Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

305446-1

25-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site vesicles

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

TTOX
HPV4

UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL 0

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 7083
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
25-Feb-2008
Status Date

--
State

WAES0801USA01461
Mfr Report Id

Information has been received from a medical assistant concerning an approximately 13 year old female who on an unspecified date was vaccinated (route and
site not reported) with the first dose of GARDASIL (Lot# not reported). Subsequently, on an unspecified date the patient's mother informed a nurse in the office
that post vaccination with GARDASIL her daughter experienced irregular periods. It was reported that the patient had not been see in the office and no
treatment medications have been given to the patient. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

305447-1

25-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Menstruation irregular

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7084
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
25-Feb-2008
Status Date

VA
State

WAES0801USA01578
Mfr Report Id

Information has been received from a physician concerning a 21 year old female who was vaccinated intramuscularly (date and site not reported) with a dose of
the GARDASIL (lot# not reported). On the same day, the patient was concomitantly intramuscularly vaccinated with diphtheria toxoid (+) pertussis acellular
vaccine (unspecified) (+) tetanus toxoid (manufacturer unknown). Subsequently the patient fainted the next day. The patient received unspecified medical
attention and recovered on an unknown date. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

305448-1

25-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope, Wrong drug administered

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4
DTAP

MERCK & CO. INC.
UNKNOWN MANUFACTURER

NULL
NULL

Unknown
Unknown

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 7085
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
25-Dec-2007
Onset Date Days

25-Feb-2008
Status Date

--
State

WAES0801USA01591
Mfr Report Id

Information has been received regarding a 17 year old female who is an eyeglasses wearer and hearing aid user in the right ear, who over the past year
experienced amenorrhoea, thought to be secondary to athletic participant. On unspecified dates the patient was vaccinated with the first two doses of
GARDASIL (Lot #s not provided). Concomitant therapy included aspirin and unspecified calcium supplements. On 25-DEC-2007 the patient developed a rash
in two areas on her sternum. The rash was reported to be less than the size of a quarter and was being treated with an unspecified steroid cream. At the time of
the report the rash was reported to be resolving. On 28-DEC-2007 the patient was vaccinated with a third dose of GARDASIL (Lot # not reported). No further
information is available.

Symptom Text:

aspirin; calcium (unspecified)Other Meds:
Lab Data:
History:
Prex Illness:

Eyeglasses wearer; Hearing aid user; Amenorrhoea

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

305449-1

25-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7086
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
25-Feb-2008
Status Date

--
State

WAES0801USA01627
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with GARDASIL. Subsequently the patient developed redness at the
injection site. No additional information was provided. This is one several reports received from the same source. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

305450-1

25-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7087
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Jul-2007

Vaccine Date
Unknown

Onset Date Days
25-Feb-2008
Status Date

CA
State

WAES0801USA01642
Mfr Report Id

Information has been received from a physician concerning an 18 year old female who on 19-JUL-2007 was vaccinated with the first dose of GARDASIL. Per
the reporter, the patient experienced bells palsy "one to two weeks after receiving GARDASIL." The patient sought unspecified medical attention. Subsequently,
the patient recovered from bells palsy seven weeks after diagnosed, but could not move her mouth for three weeks. The patient refuses to receive the second
and third dose of GARDASIL. No lot number was provided and no further information was provided. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

305451-1

26-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Facial palsy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7088
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Feb-2008
Vaccine Date

Unknown
Onset Date Days

25-Feb-2008
Status Date

TX
State Mfr Report Id

Immediately after vaccines were given (Adacel, Menactra, and HPV 1/3) pt. c/o dizziness and weakness.  After lying down for 15 min, pt. ambulated out of
office.  Next morning, mom phoned and reported that pt. c/o dizziness while in the shower, "saw stars" and black.  Pt. climbed out of shower and sat on floor.
All day, main complaint of headache.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
Past history of reactive airway disease

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

305454-1

25-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Dizziness, Headache, Visual disturbance

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-Feb-2008

Received Date

Prex Vax Illns:

TDAP
HPV4
MNQ

SANOFI PASTEUR
MERCK & CO. INC.
SANOFI PASTEUR

C2862AA
1061U
U2228AA

0
0

Unknown
Unknown
Unknown

Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 7089
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Feb-2008
Vaccine Date

13-Feb-2008
Onset Date

1
Days

25-Feb-2008
Status Date

SC
State Mfr Report Id

Patient reported tongue swelling and difficulty swallowing on the day after the vaccine was given.  Symptoms were mild and were not brought to my attention
for 10 days.  She is still having some tongue swelling after 10 days, however she appears perfectly fine.  She has no difficulty breathing or swallowing

Symptom Text:

valtrexOther Meds:
Lab Data:
History:
Prex Illness:

penicillin

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

305475-1

25-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dysphagia, Swollen tongue

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1486U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 7090
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
25-Feb-2008
Status Date

TX
State

WAES0802USA01925
Mfr Report Id

Information has been received from a physician concerning a 19 year old female who on an unspecified date was vaccinated via injection with the first dose of
Gardasil, (lot number not reported).  Concomitant therapy included BOOSTRIX and MENACTRA.  Subsequently the patient passed out, was pale white,
shaking and having convulsions after receiving the first dose of Gardasil.  The physician reported that the patient did not have a seizure.  The physician also
reported that it was unknown whether or not the patient would receive the second and third doses of Gardasil.  Subsequently, the patient recovered from
passing out, being pale white, shaking and having convulsions.  Unspecified medical attention was sought.  Upon medical review it was determined that
convulsions was considered an other important medical event.  Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

305488-1

25-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Loss of consciousness, Pallor, Tremor

 ER VISIT, NOT SERIOUS

Other Vaccine
22-Feb-2008

Received Date

Prex Vax Illns:

TDAP

HPV4
MNQ

GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
SANOFI PASTEUR

NULL

NULL
NULL

0

Unknown

Unknown
Unknown

Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 7091
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
25-Feb-2008
Status Date

FR
State

WAES0802AUS00182
Mfr Report Id

Information has been received from a pharmacist via CSL as part of a business agreement concerning a female who was vaccinated with the first and second
dose of Gardasil. Subsequently, a couple of weeks after vaccination with the second dose of Gardasil the patient experienced facial nerve palsy. Upon internal
review, facial nerve palsy was considered an other important medical event. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

305490-1

25-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Facial palsy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7092
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Oct-2007
Vaccine Date

07-Oct-2007
Onset Date

2
Days

25-Feb-2008
Status Date

IL
State

WAES0802USA02670
Mfr Report Id

Information has been received from a registered nurse concerning a 19 year old female who on 03-AUG-2007 was vaccinated with a first dose of Gardasil (lot #
657872/0515U) 0.5 ml IM. On 05-OCT-2007, the patient was vaccinated with a second dose of Gardasil (lot # 658219/0680U 0.5 ml IM. On approximately 07-
OCT-2007, about two days after the second dose, the patient developed a raised rash over her entire body. She went to the local emergency room for
treatment. She was placed on prednisone dose pack at the emergency room and was then released. Subsequently, she fully recovered about 1 week post
vaccination. The nurse felt that the raised red rash was serious and needed intervention (Other Important Medical Event). Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

305491-1

25-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash generalised

 ER VISIT, NOT SERIOUS

Other Vaccine
22-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0680U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7093
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
25-Feb-2008
Status Date

TX
State

WAES0802USA02778
Mfr Report Id

Information has been received from a licensed visiting nurse concerning a 14 year old female who on an unspecified date was vaccinated with a first dose of
Gardasil.  Subsequently after receiving the first dose of Gardasil the nurse wanted to draw blood from the patient and the patient started having a seizure.  The
patient was taken to the emergency room (ER).  The representative does not know if the patient was admitted.  At the time of reporting the patient had
recovered.  No further information was provided.  Upon internal review, seizure was considered to be an important medical event.  Additional information has
been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

305492-1

25-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7094
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
25-Feb-2008
Status Date

FR
State

WAES0802USA03536
Mfr Report Id

Information has been received from a general practitioner concerning a 17 year old female patient who was vaccinated with a third dose of Gardasil (lot #,
injection route and site not reported).  Concomitant therapy included hormonal contraceptives for systemic use (unspecified).  About two-three weeks post
vaccination the patient experienced an apoplexy which was ensured via magnetic resonance imaging (MRI).  The patient showed a facial paresis.  Laboratory
findings showed serum antinuclear antibodies test (ANA) was positive.  The patient was hospitalised and recovered on an unspecified date.  It was reported
that the previous vaccinations with Gardasil were well tolerated.  The other business partner's number includes: E2008-01122.  Additional information is not
available.

Symptom Text:

hormonal contraceptives (unspecified)Other Meds:
Lab Data:
History:
Prex Illness:

magnetic resonance imaging, evidence of apoplexy; serum ANA, positive
It was reported that the previous vaccinations with Gardasil were well tolerated.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

305494-1 (S)

25-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Cerebrovascular accident, Facial paresis

 HOSPITALIZED, SERIOUS

Other Vaccine
22-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7095
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Feb-2008
Vaccine Date

12-Feb-2008
Onset Date

0
Days

25-Feb-2008
Status Date

FL
State

WAES0802USA03716
Mfr Report Id

Information has been received from a physician concerning a 13 year old female who on 12-FEB-2008 was vaccinated intramuscularly with a first dose of
Gardasil (Lot# 659441/1446U). Concomitant vaccinations given 15 minutes prior to Gardasil included VARIVAX and MENACTRA. On 12-FEB-2008, 5 minutes
after vaccination with Gardasil, the patient "stiffened up and looked as though she was having convulsion that lasted about 30 seconds". The physician
diagnosed it as "carpo-pedal syndrome." It was reported that the physician "did airway straightening and applied ammonia salt and the patient recovered." The
physician considered the patient's "carpo-pedal syndrome" as an other important medical event. No further information is available.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

305495-1

25-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Musculoskeletal stiffness, Tetany

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-Feb-2008

Received Date

Prex Vax Illns:

VARCEL
MNQ
HPV4

MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL
1446U 0

Unknown
Unknown
Unknown

Unknown
Unknown

Intramuscular



10 JUN 2008 06:27Report run on: Page 7096
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Feb-2008
Vaccine Date

12-Feb-2008
Onset Date

0
Days

25-Feb-2008
Status Date

--
State

WAES0802USA04131
Mfr Report Id

Information has been received from a physician's assistant (PA), concerning a 14 year old female patient, who on 12-FEB-2008 was vaccinated IM with the
second dose, 0.5 ml, of Gardasil (lot # not reported).  Concomitant therapy included diphenhydramine HC1 (BENADRYL).  On 02-FEB-2008, following the
vaccination, the patient developed syncope and a seizure.  She was rushed to the emergency room, and was released the same day.  At the time of this report,
the patient had recovered (duration and date not specified).  The PA commented she "felt that the vaccine was administered incorrectly by one of the staff."
The PA considered syncope and seizure to be serious as an other important medical event.  Additional information has been requested.

Symptom Text:

BenadrylOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

305496-1

25-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
22-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7097
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Jan-2008
Vaccine Date

Unknown
Onset Date Days

25-Feb-2008
Status Date

FR
State

WAES0802USA04331
Mfr Report Id

Information has been received from a gynecologist, concerning a 23 year old female nurse, who on 31-JAN-2008 was vaccinated with the third dose of Gardasil
(route, site and lot # not reported). Subsequently (date of onset not specified) the nurse developed a pericardial effusion. At the time of this report, the
symptoms were resolving. To be noted that the patient experienced the same symptoms after vaccination with the second dose of Gardasil (date, route, site &
lot # not reported). Treatment included unspecified antibiotics, and the patient recovered (duration not specified). The reporter considered the event to be
serious as an other important medical event. Additional information has been requested. Other business partner numbers include: E2008-01180.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

305497-1

25-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pericardial effusion, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7098
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Feb-2008
Vaccine Date

11-Feb-2008
Onset Date

0
Days

25-Feb-2008
Status Date

FR
State

WAES0802USA04332
Mfr Report Id

Information has been received from a physician, concerning a female adolescent with a history of infection (5 days prior to vaccination), who on 11-FEB-2008
was vaccinated with the third dose of Gardasil (route, site and lot # not specified).  In the evening of the same day, the patient experienced paraesthesia,
tachycardia, sweating attacks and felt faint.  On 12-FEB-2008, an electrocardiogram (ECG) was normal, blood pressure was 100/60 mmHg, and pulse was 108,
and the patient was admitted to the hospital.  The physician noted that 5 days prior to vaccination, the patient was seen for an infection, and the vaccination
had been postponed.  Other business partner numbers include: E200801193.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

electrocardiogram 12Feb08 normal; blood pressure measurement 12Feb08 100/60 mmHg; total heartbeat count 12Feb08 108
Infection

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

305498-1 (S)

25-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Hyperhidrosis, Paraesthesia, Tachycardia

 HOSPITALIZED, SERIOUS

Other Vaccine
22-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7099
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Dec-2007
Vaccine Date

25-Dec-2007
Onset Date

7
Days

25-Feb-2008
Status Date

FR
State

WAES0802USA04333
Mfr Report Id

Information has been received from a health authority (reference #27190) concerning a 24 year old female who on 18-DEC-2007 was vaccinated with a second
dose of Gardasil (Lot # not reported).  Seven days after vaccination, on 25-DEC-2007, the patient developed lower abdominal pain.  No morphological findings
as a reason for the pain were detected.  It was also reported that the patient had been vaccinated with a first dose of Gardasil (Batch #NF37120; Lot #1475F)
on 16-OCT-2007.  It was reported that the patient had not yet recovered.  The reporter considered the patient's abdominal pain a medically significant event.
Additional information is expected.  Other business partner numbers included E200801207.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

305499-1

06-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain lower

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1475F 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7100
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Jan-2008
Vaccine Date

21-Jan-2008
Onset Date

19
Days

25-Feb-2008
Status Date

FR
State

WAES0802USA04362
Mfr Report Id

Information has been received from a health authority, concerning a 15 year old female patient, with a history of no reaction on previous exposure to vaccine
(doses 1 and 2, dates unknown), who on 02-JAN-2008 was vaccinated with the third dose of Gardasil (lot #0352U; batch NG00320).  On 21-JAN-2008 the
patient experienced arthralgia, fatigue, neck pain, swelling of the finger joints and vomiting.  Treatment included ibuprofen 200 mg. On 24-JAN-2008, she
recovered from the events.  The original reporter considered one or more of the events to be serious as an other important medical event.  Other business
partner numbers include: E2008-01308.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
No reaction on previous exposure to vaccine

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

305500-1

25-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Fatigue, Joint swelling, Neck pain, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0352U 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7101
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Feb-2008
Vaccine Date

14-Feb-2008
Onset Date

0
Days

25-Feb-2008
Status Date

CA
State

200800497
Mfr Report Id

Initial report received on 15 February 2008 from a nurse.  A 17-year-old patient, with a past medical history of lactose intolerance, had received a first (route not
reported) left deltoid dose of Menactra (lot number U2403AA); and a first (route not reported) right deltoid dose of Gardasil (manufacturer Merck, lot number
1060U) on 14 February 2008.  Five minutes after receiving the vaccines "simultaneous", the patient fainted.  Treatments received were not reported.  The
patient was reported to have recovered spontaneously.  No other relevant medically significant information was provided.

Symptom Text:

Other Meds:
Lab Data:
History:

Prex Illness:

The patient is lactose intolerant, and had no illnesses, or use of other medications at the time of the vaccinations on 14 February 2008.  It is "unknown" if the
patient ever experienced any adverse events with prior vaccinations.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

305512-1

25-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
22-Feb-2008

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2403A
1060U

0
0

Left arm
Right arm

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 7102
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
M

Gender
30-Jan-2008
Vaccine Date

30-Jan-2008
Onset Date

0
Days

26-Feb-2008
Status Date

FR
State

WAES0802MEX00011
Mfr Report Id

Information has been received from a physician concerning a 15 year old male with a history of syncope attributable to hypoglycemia (the physician referred
two episodes occurred between 6 to 12 years old) who on 30-JAN-2008 was vaccinated with Gardasil.  There was no concomitant medication.  On 30-JAN-
2008 while the patient was receiving the vaccination, the patient experienced loss of consciousness, convulsion that started with dizziness, drop to back and
immediately with tonic moves of arms and legs.  Followed by 3 to 4 tonic-clonic moves with right gaze deviation.  These events had duration of 20 seconds.
The patient was totally recovered after few minutes without treatment.  The vaccination was off label use.  Subsequently, the patient recovered from loss of
consciousness and convulsion.  The reporter felt that loss of consciousness and convulsion were related to therapy with Gardasil.  Additional information has
been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
Syncope; hypoglycaemia

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

305535-1

26-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Dizziness, Eye movement disorder, Gaze palsy, Immediate post-injection reaction, Loss of consciousness, Off label use, Tonic clonic movements

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
25-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7103
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Dec-2007
Vaccine Date

22-Jan-2008
Onset Date

34
Days

26-Feb-2008
Status Date

FR
State

WAES0802MEX00012
Mfr Report Id

Information has been received from a physician concerning a 27 year old Hispanic female with migraine and stress who on 19-DEC-2007 was vaccinated with
Gardasil, first dose without adverse events.  On 19-JAN-2008 was vaccinated with Gardasil, second dose.  There was no concomitant medication.  On 22-JAN-
2008 the patient experienced headache.  On 25-JAN-2008 the patient experienced vertigo, strength decrease of right half of the body and gait right
lateralization.  Approximately on Jan 2008 DNA Ab result increased, Hematology, computed axial tomography and magnetic resonance imaging reported as
"normal" (no further details on lab or diagnostic test results are available).  Subsequently, on 08-FEB-2008 the patient recovered from vertigo, strength
decrease of right half of the body and gait right lateralization.  The patient's headache persisted, received treatment with ASIRINA (aspirin) for headache.  The
reporter felt that vertigo, strength decrease of right half of the body and gait right lateralization were related to therapy with Gardasil and that the headache was
not.  Per internal review strength decrease of right half of the body encoded to preferred term hemiparesis was considered as OME.  Additional information has
been requested.

Symptom Text:

Other Meds:
Lab Data:

History:
Migraine; StressPrex Illness:

computed axial tomography ??Jan?08 Comment: Normal; magnetic resonance imaging ??Jan?08 Comment: normal; DNA Ab immunoprecipitation ??Jan?08
Comment: increased; hematology ??Jan?08 Comment: normal

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
27.0

305536-1

06-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Gait disturbance, Headache, Vertigo

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
25-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7104
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-May-2007
Vaccine Date

01-Oct-2007
Onset Date

125
Days

26-Feb-2008
Status Date

FR
State

WAES0802PER00194
Mfr Report Id

Information has been received from a physician concerning a 25 year old female on 29-MAY-2007 was vaccinated with Gardasil. In August 2007, patient got
pregnant. In October 2007, the patient experienced complete abortion. Therapy with Gardasil was interrupted. Subsequently, the patient recovered from
complete abortion. The reporter felt that complete abortion was not related to therapy with Gardasil. Upon internal review, complete abortion was considered to
be serious as an other important medical event. No further information is available.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP=Unknown)Prex Illness:

urine beta-human chorionic gonadotropin 03Oct07 positive

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

305537-1

26-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abortion complete

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
25-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7105
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Oct-2007
Vaccine Date

06-Dec-2007
Onset Date

44
Days

26-Feb-2008
Status Date

--
State

WAES0802USA01950
Mfr Report Id

Information has been received from an agency concerning a 9 year old female with no medical history and no drug allergies, who on 23-OCT-2007 was
vaccinated intramuscularly in the left arm with a first dose of Gardasil (Lot# 654539/0742U).  There was no concomitant medication.  There were no illnesses at
the time of the vaccination.  On 06-DEC-2007 the patient experienced bronchospasm.  On 26-DEC-2007 the patient was seen in the office for a new onset of
moderate to severe exercise induced bronchospasm.  The patient had no atopic history, no history of eczema, asthma, and no family history.  The patient's
symptoms developed about 6 weeks after receiving her first dose of the vaccination.  The patient was started on empiric therapy, yet the physician was
concerned that her condition may have been prompted by the vaccination.  The patient's peak flows were normal at baseline and markedly diminished >50%
with exercise, resulting in pallor, severe dyspnea, and wheezing after only minimal exertion in a previously healthy athletic child.  The patient was vaccinated
with a second dose of Gardasil.  The physician was following her very closely.  At the time of the report, the patient's outcome was unknown.  The physician
considered the bronchospasm to be life threatening.  The VAERS ID# is 301146.  A standard lot check investigation was performed.  All in-process quality
checks for the lot number in question were satisfactory.  In addition, an expanded lot check investigation was performed.  The testing performed on the batch
prior to release met all release specifications.  The lot met the requirements of the agency and was released.  Additional information is not expected.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

peak expiratory flow normal at baseline; peak expiratory flow diminished > 50% with exercise
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
9.0

305538-1 (S)

26-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Bronchospasm, Dyspnoea, Pallor, Wheezing

 ER VISIT, LIFE THREATENING, SERIOUS

Other Vaccine
25-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0742U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 7106
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Jul-2007

Vaccine Date
07-Feb-2008
Onset Date

219
Days

26-Feb-2008
Status Date

FR
State

WAES0802USA02229
Mfr Report Id

Information has been received from a physician concerning a 16 year old female with no medical history reported who was vaccinated with a first and second
dose of Gardasil on 03-JUL-2007 and 06-SEP-2007 respectively.  On 03-JAN-2008, the patient was vaccinated with a third dose of Gardasil (lot # not
reported).  On 06-FEB-2008, the patient experienced a headache and fever up to 39 degrees centigrade (C).  On 07-FEB-2008, the patient was admitted into a
hospital via an ambulance.  The reporting physician suspected a trivial viral infection, he just wanted to know if there are some special tests existing to detect a
typical reaction, if there is one, after the administration of Gardasil.  The outcome of the event was not reported.  Follow-up information was received on 13-
FEB-2008 from the hospital.  The patient was hospitalized due to fever, fatigue, nausea, headache, and heavy sore throat from 07-FEB-2008 to 09-FEB-2008.
Due to increased inflammatory parameters (leukocytes 17,270/microL, c-reactive protein (CRP) 6.12 mg/dL) therapy was started with CUROCEF 3x1500 mg
intravenously.  Examinations performed included: X-ray of the lung: result inconspicuous, and X-ray of nasal sinus revealed regularly ventilated and no
secretion.  Virology testing on 08-FEB-2008 was negative for adenovirus, influenza A and B, parainfluenzal 2, 3, respiratory syncytial virus (RSV).  Quick testing
for Streptococcus and mononucleosis was negative.  Angina tonsillaris was diagnosed.  Due to treatment, the patient's condition improved considerably so she
was discharged on 09-FEB-2008.  The case is closed.  Other business partner numbers included: E2008-01025.  No further information is expected.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Prex Illness:

chest X-ray 07Feb08 inconspicuous; nasal sinus X-ray regularly ventilated and no secretion 07Feb08; diagnostic laboratory test 07Feb08 quick testing:
mononucleosis negative; WBC count 07Feb08 17,270 microL; serum C-reactive protein 07Feb08
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

305539-1 (S)

26-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Acute tonsillitis, Fatigue, Headache, Nausea, Pharyngolaryngeal pain, Pyrexia

 HOSPITALIZED, SERIOUS

Other Vaccine
25-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Aug-2007
Vaccine Date

15-Sep-2007
Onset Date

26
Days

26-Feb-2008
Status Date

FR
State

WAES0802USA04163
Mfr Report Id

Information has been received from a gynaecologist concerning a 20 year old female with a history of inguinal hernia operation who on 20-AUG-2007 was
vaccinated with a first dose of Gardasil (lot# 1339F; batch # NF23310) IM into the left upper arm. Concomitant therapy included hormonal contraceptives
(unspecified) for systemic use. Mid of SEP-2007 the patient experienced chronic diarrhoea with lower abdominal pain, lost appetite and weight (6kg/57.5 kg to
51.5 kg) within the following 3 to 4 weeks. On 15-OCT-2007 the patient was hospitalised for check-up. Several investigations (eg. abdominal sonography,
coloscopy, gastroduodenoscopy) were carried out and the findings were normal. Chronic inflammatory bowel disease and sprue were ruled out. The patient
was discharged from the hospital on 17-OCT-2007. The diagnosis was "chronic diarrhoea, DD (differential diagnosis) infectious". On 04-NOV-2007, the patient
received the second dose of Gardasil (lot# 0253U; batch # NF58540) IM into the left upper arm. On an unspecified date in November 2007 symptoms occurred
for about 1 week. Within this time the patient lost about 2.5 kg (51.5 kg to 49 kg). At the time of reporting the patient had recovered from all symptoms, exact
duration was not reported. The only weight was not yet within the previous range. Additional information is not expected. Other business partners included are:
E2008-01183.

Symptom Text:

Hormonal contraceptives (unspecified)Other Meds:
Lab Data:
History:
Prex Illness:

abdominal ultrasound Comment: normal; colonoscopy Comment: normal; diagnostic laboratory test Comment: gastroduodenoscopy was normal
Postoperative hernia

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

305540-1 (S)

26-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Anorexia, Diarrhoea, Weight decreased

 HOSPITALIZED, SERIOUS

Other Vaccine
25-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1339F 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 7108
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Sep-2007
Vaccine Date

01-Oct-2007
Onset Date

30
Days

26-Feb-2008
Status Date

FR
State

WAES0802USA04165
Mfr Report Id

Information has been received from a physician concerning her 16 year old daughter who in September 2007, was vaccinated IM in the deltoid muscle with the
second dose of Gardasil (Lot number not reported).  In October 2007, exact onset not reported, the patient experienced arthritis of both wrists with swelling and
lividity, leading to a secondary carpal tunnel syndrome.  BSR, CRP and leukos were normal.  Borreliosis was ruled out.  The event was considered to be
serious by the reporter.  Symptoms were ongoing at the time of reporting.  Rheumatologic examinations are planned.  Other business partner numbers include:
E200801168.  No further information is expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

WBC count normal; serum C-reactive protein normal
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

305541-1

26-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthritis, Carpal tunnel syndrome, Lividity, Swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
25-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
26-Feb-2008
Status Date

FR
State

WAES0802USA04166
Mfr Report Id

Information has been received from a physician concerning a 15 year old female who was vaccinated with the second dose of Gardasil (Lot # not reported).
Subsequently, on an unspecified date, the patient developed diabetes mellitus type 1. No details were reported. The first vaccination with Gardasil (Lot # not
reported) was well tolerated. The reporting physician does not see a relation to the vaccine. The physician considered the diabetes mellitus to be an other
important medical event. Other Business partner numbers include: E2008-01140.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

305542-1

26-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Type 1 diabetes mellitus

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
25-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7110
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-May-2007
Vaccine Date

24-May-2007
Onset Date

0
Days

26-Feb-2008
Status Date

FR
State

WAES0802USA04335
Mfr Report Id

Information has been received from a health authority (27207) concerning a 16 year old female with no medical history, who on 24-MAY-2007 was vaccinated
with a first dose of Gardasil.  In the night of 24-MAY-2007 the patient experienced hypoaesthesia and monoparesis in both legs.  After some hours the
symptoms abated completely.  The patient recovered without any treatment.  On 18-SEP-2007 the patient was vaccinated with a third dose of Gardasil.  Some
hours after the vaccination the female developed hypoaesthesia in both arms and legs, without any motorial interference.  After some hours the patient
completely recovered without treatment.  At the time of the vaccinations the female was a healthy person.  The health authority considered the hypoaesthesia
and monoparesis to be other important medical events.  Other business partner numbers included: E2008-01211 and E2008-01210.  Additional information is
not expected.  The case is closed.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

305543-1

26-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Monoparesis

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
25-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Feb-2008
Vaccine Date

16-Feb-2008
Onset Date

5
Days

26-Feb-2008
Status Date

NC
State

WAES0802USA04450
Mfr Report Id

Information has been received from a physician concerning a 14 year old female patient with hypertension who on 11-FEB-2008, was vaccinated with a first
0.5ml dose of Gardasil. On 16-FEB-2008, the patient experienced a seizure- x link hypohydrotic ectodermal dysplasia. Unspecified medical attention was
sought. At the time of this report, the patient's outcome was unknown. No product quality complaint was involved. Upon internal review, seizure was considered
to be an other important medical event. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

HypertensionPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

305544-1

26-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Dysplasia

 ER VISIT, NOT SERIOUS

Other Vaccine
25-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Feb-2008
Vaccine Date

22-Feb-2008
Onset Date

2
Days

26-Feb-2008
Status Date

NY
State Mfr Report Id

Sudden unattended death.  Autopsy results pending (inconclusive 2/25/08).  2/26/08 Reviewed pcp medical records & vax records which reveal patient
received HPV#1 0469U 7/16/07 & HPV#2 09300 9/17/07.  In 11/20/07, noted to have left sided head pain intermittently along with lightheadedness; dx
w/tension HA.  HPV#3 was scheduled for 1/16/2008 but postponed due to no parental signature.  Returned to office 1/24/08 for left wrist pain from cheerleading
injury s/p ER vs for same on 1/19/08.  Patient last seen in office by nurse only on 2/20 for HPV #3, no notes for visit. PMH: kicked in face by horse in past
(undated) & had contusion on cheek; acne vulgaris, started Yasmin & topicals 4/07 w/improvement after multiple other drug failures; 1/19/08 wrist contusion
from cheerleading.   5/2/08 Autopsy report states COD as undetermined.  Autopsy states patient had intermittent HAs x 2 mo & had been on BCP x 1 year for
acne.  Found w/small facial laceration from striking flower pot when fell.  The autopsy was neg for all findings.  Scene indicated sudden death from collapse &
fall.  Suspected long QT interval syndrome w/fatal arrhythmia rather than new onset seizure in patient w/no history of either. Suggested testing family members.

Symptom Text:

Yasmin daily birth controlOther Meds:
Lab Data:
History:
Prex Illness:

No known drug allergies

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

305606-1 (D)

06-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arrhythmia, Electrocardiogram QT prolonged, Fall, Laceration, Sudden death

 DIED, SERIOUS

Related reports:   305606-2;  305606-3

Other Vaccine
25-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1968U 2 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 7113
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Feb-2008
Vaccine Date

22-Feb-2008
Onset Date

2
Days

23-Apr-2008
Status Date

--
State

WAES0804USA00615
Mfr Report Id

Information has been received via line testing from the FDA under the Freedom of Information Act concerning a 17 year old female with no known drug
allergies who on 20-FEB-2008 was vaccinated with a third dose of Gardasil (lot# 660389/1968U) in the left arm IM. Concomitant therapy included YASMIN. On
22-FEB-2008 the patient had a sudden unattended death. Autopsy results were pending (inconclusive 25-FEB-2008). The cause of death was unknown. The
original reporting source was not provided. The VAERS ID number is 305606. A standard lot check investigation was performed. All in-process quality checks
for the lot number in question were satisfactory. In addition, an expanded lot check investigation was performed. The testing performed on the batch prior to
release met all specifications. The lot met the requirements of the Center and was released. No further information is available.

Symptom Text:

YASMINOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

305606-2 (D)

23-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Autopsy, Sudden death

 DIED, SERIOUS

Related reports:   305606-1;  305606-3

Other Vaccine
22-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1968U 2 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 7114
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
01-Apr-2008
Onset Date Days

03-Jun-2008
Status Date

--
State

WAES0805USA04734
Mfr Report Id

Information has been received from a physician concerning a "17 year old" female who on an unspecified date was vaccinated with GARDASIL. In April 2008,
approximately 6 weeks ago the patient died. The physician reported that one of the patient's mother did not want to agree to the vaccine because her friend's
daughter died after receiving it. The 17 year old patient was found dead on the floor by her mother. The autopsy was performed and the outcome was
unspecified. The physician only has information on the patient that refused the vaccine. No further information was provided. The reporter felt that the event
was disabling and life threatening. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

305606-3 (D)

04-Jun-2008
VAX Detail:

Last Edit Date

Seriousness:

 Death

 DIED, LIFE THREATENING, PERMANENT DISABILITY, SERIOUS

Related reports:   305606-1;  305606-2

Other Vaccine
02-Jun-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7115
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
26-Feb-2008
Status Date

WI
State

WAES0801USA01648
Mfr Report Id

Information has been received from a registered nurse concerning her 20 year old daughter who on 22-NOV-2006, 30-JAN-2007 and 10-AUG-2007 was
vaccinated with a first, second and third dose of Gardasil (lot# 653735/0688F), (lot# 655165/1425F) and (lot# 658094/0524U) respectively.  The nurse reported
that her daughter was diagnosed with Crohn's disease in November 2007 after receiving three doses of Gardasil vaccine.  The nurse reported that the patient's
symptoms began around August 2007.  Medical attention was sought.  No further information was provided.  Additional information has been requested.
3/31/08-records received-11/8/07-evluation of dilated aortic root. Seen in follow-up. Cyanotic color to nail bed but no central cyanosis. Dizzy on occasion when
rising from sitting position. 11/31/07-seen for C/O feeling lousy, Crohn's symptoms improving. Episode of bloody stool with abdominal pain, lightheaded, passed
out. Dizzy. Viral gastroenteritis symptoms last week. Assessment:Crohn's ileocolitis. 1/7/08- Fatigued, heart racing, palpitations with facial and jaw discomfort.
Feeling warm with chills.Assessment: Crohn's ileocolitis with recent flare. Possibly triggered by dairy intake.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown 3/31/08-records received-Echocardiogram normal. Colonoscopy 11/9/07-Crohn's diagnoses.  12
Unknown  3/31/08-records received-Family history of irritable bowel disease. Positive gene for Loey-Dietz syndrome. Chromosomes normal.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

305607-1

02-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Cardiac disorder, Chills, Crohns disease, Cyanosis, Dizziness, Facial pain, Fatigue, Feeling hot, Gastroenteritis viral, Haematochezia, Loss of
consciousness, Malaise, Pain in jaw, Palpitations

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0524U 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7116
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
28-Feb-2008
Status Date

TX
State

WAES0801USA01668
Mfr Report Id

Information has been received from a company representative concerning a female (age not reported) who on an unspecified date was vaccinated with
Gardasil 0.5 mL.  Concomitant therapy included MENACTRA at the same office visit.  On an unspecified date the patient became dizzy.  Medical attention was
sought.  The representative mentioned that she did not know how long the patient was dizzy or if the dizziness has resolved.  She stated that there was no
injury associated with the incident.  No additional information was available.  Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

305608-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 7117
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Apr-2007
Vaccine Date

02-May-2007
Onset Date

9
Days

26-Feb-2008
Status Date

MD
State

WAES0801USA01670
Mfr Report Id

Information has been received from a physician, concerning a 13 year old female with no pertinent medical history and no known allergies, who on 23-APR-
2007 was vaccinated IM with the second dose, 0.5 ml, of Gardasil (lot # invalid).  Concomitant therapy included hormonal contraceptives (unspecified).  On 02-
MAY-2007 the patient fainted while in the shower, and quickly recovered.  However, since that time, she has "fainted for several seconds, every few days."  The
patient visited the physician's office, and an electrocardiogram (EKG) result was normal.  There were no other symptoms noted.  At the time of this report, the
patient had not recovered.  Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

electrocardiogram, normal
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

305609-1

26-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7118
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
28-Feb-2008
Status Date

OR
State

WAES0801USA01692
Mfr Report Id

Initial and follow-up information has been received from a physician concerning two female patients (ages and genders unknown), who, on unspecified dates,
were vaccinated with doses of Gardasil. Concomitant vaccinations included "four unspecified vaccines" [therapy unspecified]. Subsequently, the patients
experienced high fevers and flu like symptoms. It was reported that "one patient's symptoms were a little bit worse than the others." The patient were seen by
the physician. The patients recovered on unspecified dates. No product quality complaint was involved. Follow-up information indicated that a health care
professional reported that she could not remember who the actual patients were, just that there were two of them. She reported that their records are all
electronic so she would not have any way of looking it up easily. Additional information has been requested.

Symptom Text:

therapy unspecifiedOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

305610-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Influenza like illness, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7119
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
28-Feb-2008
Status Date

OR
State

WAES0801USA01700
Mfr Report Id

Information has been received from a licensed practical nurse concerning approximately five female patients (ages unknown), who on unspecified dates, were
vaccinated with doses of GARDASIL. Subsequently post vaccination the patients had fainted. The nurse reported that she thought some of the patients fainted.
The nurse reported that the thought some of the patients fainted after the third dose. The nurse could not provide initials or patient identifiers. The patients were
seen by the physician. The patients recovered on unspecified dates. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

305611-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7120
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Dec-2007
Vaccine Date

28-Dec-2007
Onset Date

0
Days

28-Feb-2008
Status Date

--
State

WAES0801USA01707
Mfr Report Id

Information has been received from a physician concerning a 22 year old female who on 28-DEC-2007 was vaccinated with a dose of Gardasil (lot#
655327/1287U).  Within 15 minutes, the patient fainted.  It was reported that the patient sat for 15 minutes and when she walked into the waiting room she
passed out for about a minute.  An ambulance was called but the patient was not admitted to the hospital.  The patient experienced fainting and passed out.
Unspecified medical attention was sought.  Subsequently, the patient recovered.  No product quality complaint was involved.  Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

305612-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1287U Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7121
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
26-Feb-2008
Status Date

--
State

WAES0801USA01706
Mfr Report Id

Information has been received from a registered nurse concerning herself, a 26 year old female with no known allergies, who in approximately August 2007
(possibly September 2007), was vaccinated, SC, with the second dose, of Gardasil (lot # not provided).  It was noted that the first dose (date not specified) had
also been administered SC.  Following the second SC dose (August or September 2007), the patient developed an injection site reaction that was red, mildly
painful and warm.  She spoke with the pharmacist for medical advice (details not provided).  The symptoms lasted for "about 3 weeks," and the nurse then
recovered.  On 08-JAN-2008, a third dose of Gardasil was administered, IM, with no adverse effect reported.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

305613-1

26-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Incorrect route of drug administration, Injection site erythema, Injection site pain, Injection site reaction, Injection site warmth

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Subcutaneously



10 JUN 2008 06:27Report run on: Page 7122
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
28-Feb-2008
Status Date

GA
State

WAES0801USA01713
Mfr Report Id

Information has been received from a physician concerning a 20 year old female who was vaccinated with a dose of Gardasil.  Within seconds, the patient
turned blue and passed out and was out for about one to one and a half minutes.  Unspecified medical attention was sought.  At the time of this report, the
patient's outcome was unknown.  No product quality complaint was involved.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

305614-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Cyanosis, Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7123
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Jan-2008
Vaccine Date

08-Jan-2008
Onset Date

0
Days

26-Feb-2008
Status Date

--
State

WAES0801USA01714
Mfr Report Id

Information has been received from a nurse practitioner concerning a 20 year old female with no medical history or allergies, on 08-JAN-2008 was vaccinated
with a first 0.5 ml dose of Gardasil (lot#655327/1287U).  There was no concomitant medication.  On 08-JAN-2008 the patient experienced fainted, fell off the
exam table and bumped her head.  Unspecified medical attention was sought.  No laboratory diagnostic tests were performed.  On 09-JAN-2008, the patient
recovered.  No product quality complaint was involved.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

305615-1

26-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Fall, Head injury, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1287U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7124
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
26-Feb-2008
Status Date

--
State

WAES0801USA01724
Mfr Report Id

Information has been received from a nurse practitioner concerning a female (age not reported) who on an unspecified date was vaccinated with a first dose of
Gardasil.  On an unspecified date the patient was vaccinated with a second dose of Gardasil.  On an unspecified date, the patient experienced pain with the
first dose of vaccine.  Subsequently, the patient recovered.  The mother of the patient contacted the nurse practitioner and questioned how a nurse
administered the second dose of Gardasil because the second dose hurt a lot more than dose 1.  The outcome of the event was not reported.  Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

305616-1

26-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pain, Vaccine positive rechallenge

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7125
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Dec-2007
Vaccine Date

31-Dec-2007
Onset Date

0
Days

28-Feb-2008
Status Date

SC
State

WAES0801USA01807
Mfr Report Id

Information has been received from a physician concerning a female who sometime during the week of 31-DEC-2007 was vaccinated with the first dose of
Gardasil 0.5 mL IM. As the patient was walking out of the office (approximately 31-DEC-2007), she passed out on the desk and hit her head. She went to the
ER (details not provided). The outcome of the event was not reported. The physician stated that she thought it was a vasovagal reaction. Additional information
has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

305617-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Head injury, Loss of consciousness, Syncope vasovagal

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7126
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Jan-2008
Vaccine Date

03-Jan-2008
Onset Date

0
Days

26-Feb-2008
Status Date

--
State

WAES0801USA01813
Mfr Report Id

Information has been received from a nurse practitioner concerning a 17 year old female with depression and allergies to iodine and IV contrast material who
on 03-JAN-2008 was vaccinated with the first dose of Gardasil 0.5 mL IM (Lot #659055/1522U).  Concomitant therapy included MICROGESTIN, trazodone HCl
and PROZAC.  On the way out of the office on 03-JAN-2008 the patient developed swelling and redness of her left hand.  She did not notify the office staff at
that time.  The redness and swelling resolved (date not reported).  Over the next six days (approximately 04-JAN-2008) the patient experienced nausea and
loss of appetite.  The nurse practitioner mentioned that the patient may have the flu.  She contacted the office by phone.  As of 09-JAN-2008, she was
recovering.  Additional information has been requested.

Symptom Text:

MICROGESTIN; PROZAC; trazodone hydrochlorideOther Meds:
Lab Data:
History:

Depression; iodine allergy; contrast media allergyPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

305618-1

26-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anorexia, Erythema, Nausea, Oedema peripheral

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1522U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7127
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
26-Feb-2008
Status Date

--
State

WAES0801USA02008
Mfr Report Id

Initial and follow up information has been received from a registered nurse (previously reported as a licensed practical nurse) concerning a 13 year old female
patient, who in late December 2007 ("right before Christmas") was vaccinated with the first dose of Gardasil (lot # not reported).  The patient did not receive a
concomitant vaccine (previously reported that patient received influenza virus vaccine on same day).  Within 15 minutes of the vaccination, the patient
experienced "a whoosh/warm feeling going through her upper leg, the shot felt uncomfortable and the area was tender."  The nurse added that the patient had
flu-like symptoms, including body aches and malaise, as well as nausea.  The symptoms lasted for 1 1/2 days.  It was reported that there were flu symptoms
going around the town.  No further information was provided.  It was reported that another patient experienced symptoms after receiving the Gardasil.  (WAES
# 0801USA02289).  Additional information is not expected.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

305619-1

26-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Feeling hot, Influenza like illness, Injection site discomfort, Injection site pain, Malaise, Nausea, Pain, Tenderness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7128
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
28-Feb-2008
Status Date

NJ
State

WAES0801USA02013
Mfr Report Id

Information has been received from a certified medical assistant concerning an 18 year old female. It was reported that the patient fainted after receiving her
first dose Gardasil. Lot number was not available. The patient recovered and no further information was given. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

305620-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7129
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Jan-2008
Vaccine Date

08-Jan-2008
Onset Date

1
Days

26-Feb-2008
Status Date

--
State

WAES0801USA02020
Mfr Report Id

Information has been received from a nurse practitioner (NP), via a company representative, concerning a 12 year old female patient, who on 28-OCT-2007
was vaccinated IM with the first dose and on 08-JAN-2008 with the second dose of Gardasil (lot # invalid dose 1; lot #658556/1060U dose 2).  On 08-JAN-
2008, "within 24 hours" of receiving the second vaccination, the patient experienced nausea and a possible fever.  On 09-JAN-2008, she returned to the NP's
office for evaluation, though she did not have a fever at that time.  Subsequently, the patient also recovered from nausea (duration not specified).  Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

305621-1

26-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1060U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7130
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
26-Feb-2008
Status Date

--
State

WAES0801USA02032
Mfr Report Id

Information has been received from a licensed practical nurse, (L.P.N.) concerning a female who was vaccinated with a 0.5 mL dose of Gardasil.  Subsequently
the patient developed a rash all over her body after receiving Gardasil.  The patient sought unspecified medical attention.  At the time of the report it was
unknown, if the patient had recovered.  There was no additional information.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

305622-1

26-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash generalised

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7131
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Dec-2007
Vaccine Date

18-Dec-2007
Onset Date

1
Days

26-Feb-2008
Status Date

CA
State

WAES0801USA02048
Mfr Report Id

Information has been received from a physician concerning an 18 year old female who on 20-OCT-2007 was vaccinated with a first dose of Gardasil (lot#
unknown).  On 17-DEC-2008 the patient was vaccinated with a second dose of Gardasil (lot# "0710U", expiration date 04-JUL-2009) IM injection.  On 18-DEC-
2007, "within 24 hours" the patient experienced headaches, body aches, fever, nausea, and dizziness for eight days after receiving her second dose of the
Gardasil vaccine.  Medical attention was sought.  The physician reported that the patient was seen for an office visit for her symptoms on 22-DEC-2007, and
then again on 24-DEC-2007 where she was beginning to feel better.  The physician reported that the patient called the office on 26-DEC-2007 and said she
was feeling better.  "The patient is fine now".  No further information was provided.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

305623-1

26-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Headache, Nausea, Pain, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0710U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7132
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
26-Feb-2008
Status Date

--
State

WAES0801USA02078
Mfr Report Id

Information has been received from a registered nurse concerning a female in her 20's who was vaccinated with her first dose of 0.5 ml Gardasil via injection.
The patient fainted, fell down and knocked out her two front teeth after getting the first dose of Gardasil.  The patient was referred to a dentist.  No further
information was provided.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

305624-1

26-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Fall, Syncope, Tooth injury, Tooth loss

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7133
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
26-Feb-2008
Status Date

--
State

WAES0801USA02169
Mfr Report Id

Information has been received from a licensed practical nurse concerning a 19 year old female who was vaccinated with 0.5 ml of Gardasil (Lot
#658558/1061U) intramuscularly in the deltoid.  The nurse reported that the patient had extreme pain and numbness in her arm after she was given Gardasil.
The nurse was unsure which Gardasil dose this occurred with.  As of 10-JAN-2008 the patient had not recovered.  No other information was available from the
nurse.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

305625-1

26-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1061U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7134
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
28-Feb-2008
Status Date

--
State

WAES0801USA02189
Mfr Report Id

Information has been received from a registered nurse concerning a 15 year old female patient who on an unknown date was vaccinated IM with a first 0.5ml
dose of Gardasil. After receiving the dose, the patient fainted. Laboratory diagnostic studies included a c-spine x-ray that was reported as normal.
Subsequently, the patient recovered. No product quality complaint was involved. This is one of two reports from the same source. Additional information has
been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

spinal X-ray - c- spine x-ray: normal
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

305626-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7135
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Dec-2007
Vaccine Date

07-Dec-2007
Onset Date

0
Days

28-Feb-2008
Status Date

TX
State

WAES0801USA02218
Mfr Report Id

Information has been received from a registered nurse concerning a 15 year old female patient who in December 2006 and March 2007, was vaccinated with a
first a second dose of Gardasil, respectively.  On 07-DEC-2007, the patient was vaccinated IM with a third 0.5ml dose of Gardasil (Lot# 659435/1265U).  There
was no concomitant medication.  On approximately 07-DEC-2007 about a month ago, the patient experienced intermittent abdominal pain in the right lower
quadrant.  There was no report of radiation of pain, nausea, vomiting or diarrhea.  Unspecified medical attention was sought.  Laboratory diagnostic studies
included liver function tests, complete metabolic panel, sedimentation rate and amylase.  All results were reported to be within normal ranges.  At the time of
this report, the patient had not recovered.  No product quality complaint was involved.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:

History:
Prex Illness:

Diagnostic laboratory complete metabolic panel within normal range; hepatic function tests within normal range; erythrocyte within normal range; serum
amylase test within normal range.
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

305627-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain lower

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1265U 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7136
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
26-Feb-2008
Status Date

PA
State

WAES0801USA02222
Mfr Report Id

Information has been received from a physician concerning a 14 year old female, who, on an unspecified date, was vaccinated intramuscularly with a first dose
of Gardasil.  Subsequently, the patient fainted.  The patient recovered on the same day.  The patient sought unspecified medical attention.  No product quality
complaint was involved.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

305628-1

26-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7137
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
26-Feb-2008
Status Date

--
State

WAES0801USA02289
Mfr Report Id

Initial and follow up information has been received from a registered nurse (previously reported as a licensed practical nurse) concerning an 18 year old female
(previously reported as "older" female) who was vaccinated in December 2007 ("right before Christmas"), with the first dose of Gardasil (lot # not reported).
Concomitantly, the patient received influenza virus vaccine (unspecified).  It was reported the patient experienced "a whoosh/warm feeling going through her
leg, the shot felt uncomfortable and the area was tender."  The nurse stated that within 15 minutes after the vaccination, the patient felt sick with flu-like
symptoms, including body aches and malaise, as well as nausea.  It was reported that there were flu symptoms going around the town.  The nurse reported
that the symptoms lasted for 1 1/2 days.  It was reported that another patient experienced symptoms after receiving Gardasil, (WAES # 0801USA02008).
Additional information is not expected.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

305629-1

26-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Feeling hot, Influenza like illness, Injection site discomfort, Injection site pain, Malaise, Nausea, Pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4
FLU

MERCK & CO. INC.
UNKNOWN MANUFACTURER

NULL
NULL

0 Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 7138
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Jan-2008
Vaccine Date

07-Jan-2008
Onset Date

0
Days

28-Feb-2008
Status Date

--
State

WAES0801USA02336
Mfr Report Id

Information has been received from a nurse practitioner (NP), via a company representative, concerning a 10 year old female patient, who on 28-OCT-2007
was vaccinated IM with the first dose (lot # invalid), and on 07-JAN-2008 was vaccinated IM with the second dose of GARDASIL (lot #658556/1060U). On 07-
JAN-2008, after receiving the second dose, the patient experienced dizziness and lightheadedness when she went to get up, and fell down on the floor. She
also experienced nausea and a possible fever (onset time not clearly specified). She was observed for 45 minutes and was then released to go home. On 09-
JAN-2008, she returned to the office with continued complaints of nausea and a possible fever, though she did not have a fever at the visit. Diagnostic testing
was performed, but the results showed nothing abnormal. The patient recovered, and "is now doing fine" (duration not specified). Additional information has
been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory - normal
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
10.0

305630-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Fall, Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1060U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7139
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Jan-2008
Vaccine Date

Unknown
Onset Date Days

26-Feb-2008
Status Date

--
State

WAES0801USA02342
Mfr Report Id

Information has been received from a healthcare professional, concerning a 23 year old female patient with drug hypersensitivity to MACROBID and a history of
a colposcopy and abnormal Papanicolaou smears (2005 and 2006), who on 03-JAN-2008 was vaccinated with IM in the left shoulder with a dose, 0.5 ml, of
Gardasil (lot #659439/1267U).  Concomitant therapy included YASMIN.  In January 2008, the patient developed hives over her whole body, and scheduled an
appointment to visit for evaluation.  At the time of this report, the outcome of the event was not recovered.  Additional information has been requested.

Symptom Text:

YASMINOther Meds:
Lab Data:
History:

Drug hypersensitivityPrex Illness:

Unknown
Colposcopy; Papanicolaou smear abnormal

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

305631-1

26-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1267U Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 7140
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
28-Feb-2008
Status Date

WA
State

WAES0801USA02348
Mfr Report Id

Information has been received from a physician concerning an "approximately 33 year old" female, who in April 2007, was vaccinated with a first dose of
Gardasil.  Subsequently, the patient developed a bump at the injection site.  It was reported that the patient was "six or seven months" pregnant and had not
received any further doses of the vaccine.  The patient sought unspecified medical attention.  At the time of the report, the patient had not recovered.  No
product quality complaint was involved.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = Unknown)Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
33.0

305632-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Inappropriate schedule of drug administration, Injection site mass

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7141
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
28-Feb-2008
Status Date

IN
State

WAES0801USA02387
Mfr Report Id

Information has been received from a physician concerning a female patient who was vaccinated with a dose of Gardasil.  The physician reported that the
patient got the injection and fainted.  The patient recovered "same day".  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

305633-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7142
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
27-Feb-2008
Status Date

--
State

WAES0801USA02428
Mfr Report Id

Information has been received from an office manager concerning a 13 year old female who was vaccinated with a first dose Gardasil early in the day.  On the
same day, at approximately 21:00, the patient developed a "rash all over her body."  When the patient was seen by the physician, she was sent to the hospital.
No further follow-up was done by the office.  No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

305634-1

27-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash generalised

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7143
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Aug-2007
Vaccine Date

06-Aug-2007
Onset Date

0
Days

28-Feb-2008
Status Date

--
State

WAES0801USA02467
Mfr Report Id

Information has been received from a health professional concerning a 16 year old female who on 06-AUG-2007 was vaccinated intramuscularly with the first
dose of GARDASIL. Concomitant therapy included doxycycline. On 06-AUG-2007 the patient fainted while leaving the office. The patient was brought back into
the office and monitored for 30 minutes. Subsequently, the patient recovered from fainting while leaving the office. The patient has not received the second
dose of GARDASIL and no further information is available. Additional information has been requested.

Symptom Text:

doxycyclineOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

305635-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0012U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7144
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
28-Feb-2008
Status Date

PA
State

WAES0801USA02469
Mfr Report Id

Information has been received from a health professional concerning a 16 year old female who was vaccinated with the third dose of GARDASIL. The mother of
the patient stated that shortly after vaccination, the patient experienced swelling at the injection site and redness at the injection site. The patient sought
unspecified medical attention. At the time of report, the patient was recovering from swelling at the injection site and redness at the injection site. No other
information is available. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

305636-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7145
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
28-Feb-2008
Status Date

PA
State

WAES0801USA02472
Mfr Report Id

Information has been received from a healthcare professional concerning an 11 year old female who "in the summer of 2007" was vaccinated with the first dose
of GARDASIL. Per the reporter, the patient has bot been sleeping at night since vaccination with GARDASIL. The patient sought unspecified medical attention.
No lot number was provided and no further information was available. Follow-up information (11-JAN-2008): "It was originally reported that the patient received
her first dose of GARDASIL a few weeks ago, but this information is incorrect. She actually received the dose in the summer of 2007." No additional information
was given. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

305637-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Insomnia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7146
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
27-Feb-2008
Status Date

NC
State

WAES0801USA02476
Mfr Report Id

Information has been received from a healthcare professional concerning a 14 year old female who was vaccinated intramuscularly with Gardasil.  Concomitant
therapy included influenza virus vaccine (unspecified).  Per the reporter the patient passed out in the 15 minute wait period after receiving the vaccine.
Subsequently, the patient recovered from having passed out in the 15 minute wait period after receiving the vaccine.  No further information was provided and
no lot number was given.  Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

305638-1

27-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7147
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Dec-2007
Vaccine Date

20-Dec-2007
Onset Date

14
Days

28-Feb-2008
Status Date

--
State

WAES0801USA02504
Mfr Report Id

Information has been received from a mother concerning her 22 year old daughter with allergies to unspecified therapy "SEPICOL" and therapy unspecified
"SEPICHLOR" who on 06-DEC-2007 was vaccinated with Gardasil (first dose fo three).  There were no concomitant medications.  On 20-DEC-2007, "two
weeks after the dose was administered", the patient experienced roughness and wrinkles on her knuckles and they felt like rubber.  A short time later, the skin
on her hands, knees and elbows peeled.  The patient's roughness on her knuckles and wrinkles on her knuckles and knuckles felt like rubber and skin on
hands, knees and elbows began peeling persisted.  The mother reported that she was unsure whether or not her daughter would receive the second and third
doses.  Additional information is not available.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Specific allergy (drug)

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

305640-1

28-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Skin exfoliation, Skin wrinkling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7148
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Aug-2007
Vaccine Date

01-Aug-2007
Onset Date

0
Days

28-Feb-2008
Status Date

AZ
State

WAES0801USA02520
Mfr Report Id

Information has been received from a physician concerning a 25 year old female with cardiovascular disorder and a history of AV node surgery who on 01-
AUG-2007 was vaccinated with the first dose of GARDASIL. There was no illness reported at the time of vaccination. On approximately 01-AUG-2007, after
getting the first dose of GARDASIL, the patient experienced a supraventricular tachycardia episode and sought unspecified medical attention. On
approximately 01-OCT-2007, after getting the second dose of GARDASIL, the patient experienced a supraventricular tachycardia episode. The physician stated
that patient denied for the third dose. The patient outcome was unknown. additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Cardiovascular disorderPrex Illness:

Unknown
Cardiac operation; Cardiovascular disorder

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

305643-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Supraventricular tachycardia, Vaccine positive rechallenge

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7149
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
27-Feb-2008
Status Date

MA
State

WAES0801USA02521
Mfr Report Id

Information has been received from a nurse concerning a female who was vaccinated with Gardasil.  There was no illness reported at the time of vaccination.
The patient had not eaten breakfast.  Subsequently, the patient fainted after receiving the vaccine.  The patient did not seek medical attention.  Subsequently,
the patient recovered from fainting.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

305644-1

27-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7150
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Jan-2008
Vaccine Date

10-Jan-2008
Onset Date

1
Days

28-Feb-2008
Status Date

MO
State

WAES0801USA02522
Mfr Report Id

Information has been received from a nurse concerning a 23 year old female who on 09-JAN-2008 was vaccinated with Gardasil. There was no concomitant
medication. There was no illness reported at the time of vaccination. On 10-JAN-2008, the patient developed raised, red and itchy rash all over her abdomen,
thighs and arms and called the physician. No physician visit was indicated. No laboratory/diagnostic tests were performed. The nurse reported that they
advised the patient to take Benadryl. The patient outcome was unknown. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

305645-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Rash pruritic

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7151
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
28-Feb-2008
Status Date

--
State

WAES0801USA02526
Mfr Report Id

Information has been received from a physician assistant concerning a female (age not reported) who was vaccinated (date, route and site not reported) with
the 2nd dose of GARDASIL (lot# not reported). The patient experienced a "severe reaction at the site of injection" after receiving the 2nd dose of GARDASIL.
The patient developed swelling, discomfort and redness at injection site which lasted for 2 weeks. The patient received medical attention via the telephone and
recovered on an unspecified date. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

305647-1

06-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site pain, Injection site reaction, Injection site swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7152
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
27-Feb-2008
Status Date

MO
State

WAES0801USA02527
Mfr Report Id

Information has been received from a nurse concerning a 26 year old female who was vaccinated with her "second dose of series" of Gardasil, injection.
Concomitant therapy included "orthotricycline".  About a week after the second dose of Gardasil the patient developed a rash on her forearms and the rash left
scars on her forearms as well.  As of 11-JAN-2008, the patient was recovering.  Medical attention was sought from a dermatologist.  The product quality
complaint unit was not involved.  Additional information has been requested.

Symptom Text:

(therapy unspecified)Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

305649-1

06-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash, Scar

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7153
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
27-Feb-2008
Status Date

FL
State

WAES0801USA02543
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with her first dose of Gardasil, injection.  The patient had
considerable swelling and redness at the injection site.  When the patient had the second dose of Gardasil, injection the redness and swelling traveled up to
her neck.  The physician elected to not let her get the third dose.  As of 11-JAN-2008 the patient was recovered.  Medical attention was sought.  The product
quality complaint unit was not involved.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

305650-1

27-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Injection site erythema, Injection site swelling, Swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7154
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
28-Feb-2008
Status Date

--
State

WAES0801USA02596
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with her first dose of GARDASIL. Within 12 to 16 hours post
vaccination the patient developed a diffuse rash that was not located at the injection site. The patient's outcome was not reported. Additional information has
been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

305651-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7155
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Dec-2007
Vaccine Date

18-Dec-2007
Onset Date

0
Days

28-Feb-2008
Status Date

--
State

WAES0801USA02618
Mfr Report Id

Information has been received from a physician concerning a 31 year old female with an allergy to flaxseed oil pills and no pertinent medical history who on 18-
DEC-2007 was vaccinated with Gardasil, 0.5 ml, intramuscularly in the left deltoid. There was no concomitant medication. On 20-DEC-2007 the patient
developed flu-like symptoms of diarrhea, achiness and fever that lasted a "few days (unspecified)." The patient then developed dryness of the lips and skin.
The patient went to her brother, a dermatologist, that performed a biopsy of the skin condition on 24-DEC-2007. The biopsy determined the skin condition was
orthokeratosis. The patient was given prednisone and BENADRYL for the orthokeratosis and was recovered by 29-DEC-2007. Additional information has been
requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

HypersensitivityPrex Illness:

skin biopsy 12/24/07 - orthokeratosis

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
31.0

305653-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Diarrhoea, Dry skin, Inappropriate schedule of drug administration, Influenza like illness, Lip dry, Pain, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7156
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Jan-2008
Vaccine Date

04-Jan-2008
Onset Date

0
Days

28-Feb-2008
Status Date

FL
State

WAES0801USA02676
Mfr Report Id

Information has been received from a physician concerning a 13 year old female who in 2007 was vaccinated with her first dose of GARDASIL, 0.5 ml via
injection. The patient did not experience any adverse event with her first dose. On approximately 04-JAN-2008 the patient received her second dose of
GARDASIL, 0.5 ml via injection and fainted. On that same date, the patient recovered. The patient sought unspecified medical attention. Additional information
has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

305654-1

06-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 No reaction on previous exposure to drug, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7157
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
28-Feb-2008
Status Date

--
State

WAES0801USA02695
Mfr Report Id

Information has been received from a physician concerning 20 - 27 year old females who were vaccinated with Gardasil. Subsequently 99% of her patients
were saying that Gardasil vaccination is the most painful than any other vaccine. Patients were tearing up because the vaccination was so painful. The patient's
outcomes were not reported. Attempts are being made to obtain additional identifying information to distinguish the individual patients mentioned in this report.
Additional information will be provided if available. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

305655-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7158
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Dec-2007
Vaccine Date

Unknown
Onset Date Days

28-Feb-2008
Status Date

--
State

WAES0801USA02702
Mfr Report Id

Information has been received from a nurse practitioner concerning a female who on 27-DEC-2007 was vaccinated with GARDASIL. Subsequently the patient
developed a sub curvecular node on the left hand where the shot was given. As of 11-JAN-2008 the patient had not recovered. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

305656-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Nodule

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7159
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Jan-2008
Vaccine Date

09-Jan-2008
Onset Date

0
Days

28-Feb-2008
Status Date

--
State

WAES0801USA02708
Mfr Report Id

Information has been received from a physician concerning a 20 year old female with no known allergies who on 09-JAN-2008 was vaccinated with Gardasil.
There was no concomitant medication. On 09-JAN-2008, 10 minutes after receiving her first dose of the vaccine, the patient experienced anaphylactic reaction.
She had a burning feeling in her stomach and head, her tongue started to swell, and she had difficulty breathing. The patient sought unspecified medical
attention. The outcome of the patient was not provided. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

305657-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anaphylactic reaction, Burning sensation, Dyspnoea, Swollen tongue

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7160
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Jan-2008
Vaccine Date

Unknown
Onset Date Days

28-Feb-2008
Status Date

--
State

WAES0801USA02714
Mfr Report Id

Information ahs been received from a nurse practitioner concerning a female who on 08-JAN-2008 was vaccinated in the left arm with the third dose of
Gardasil. There was no illness reported that the time of vaccination. It was reported on 11-JAN-2008, that on an unspecified date, the patient developed a rash
on her left arm after receiving her third dose of Gardasil. The rash extended from the injection site downward to the elbow and upward to the shoulder. The
patient was examined in the office and prescribed Benadryl. No laboratory/diagnostic tests were performed. It was reported that on 11-JAN-2008, that the
symptoms resolved after the patient started Benadryl but returned when the Benadryl was discontinued. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

305658-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site rash, Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7161
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
28-Feb-2008
Status Date

--
State

WAES0801USA02734
Mfr Report Id

Information has been received from a nurse practitioner concerning an 18 year old female with no known allergies who was vaccinated with Gardasil.  There
was no concomitant medication.  Subsequently the patient experienced arm swelling at injection site.  The patient sought unspecified medical attention.  The
outcome of the patient was not reported.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

305660-1

28-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7162
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
28-Feb-2008
Status Date

CA
State

WAES0801USA02737
Mfr Report Id

Information has been received from a physician concerning a female (age not reported) with a history of fainting when receiving vaccines and having blood
drawn who was vaccinated (date, route and site not reported) with the 1st dose of Gardasil (lot# not reported).  The patient fainted after receiving the 1st dose
of Gardasil.  The patient received unspecified medical attention and recovered.  No additional information is expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Syncope

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

305661-1

28-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7163
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Jan-2008
Vaccine Date

11-Jan-2008
Onset Date

0
Days

28-Feb-2008
Status Date

TX
State

WAES0801USA02747
Mfr Report Id

Information has been received from a certified medical assistant (C.M.A.) concerning a 23 year old female with no pertinent medical history or drug
reactions/allergies who on 11-JAN-2008 was vaccinated with her first dose of Gardasil (659439/1267U), 0.5mL intramuscularly.  There was no concomitant
medication.  The patient experienced dizziness after the injection and stated that she felt "hot inside".  The patient was observed in the office for 20 minutes
after the injection and then was released.  The patient then continued on to work.  She had called the office back an hour later stating that she was still "having
that feeling".  Medical attention was sought, in the office and by telephone.  No lab diagnostics were performed.  The patient's outcome was not provided.  The
product quality complaint unit was not involved.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

305662-1

28-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Feeling hot

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1267U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7164
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
28-Feb-2008
Status Date

CA
State

WAES0801USA02769
Mfr Report Id

Information has been received from a physician concerning a 13 year old female who was vaccinated with her first dos of Gardasil early in the day and around
9 p.m. she developed a rash all over her body. When she was seen by the doctor he sent her to a hospital. The patient's outcome was not reported. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

305663-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash generalised

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7165
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
28-Feb-2008
Status Date

--
State

WAES0801USA02796
Mfr Report Id

Information has been received from an 18 year old female consumer, who on an unspecified date was vaccinated with the second dose of Gardasil (lot # not
reported). The consumer reported "I got very sick just after I received my second Gardasil shot." The outcome and duration of the event were not specified. The
consumer did not seek medical attention. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

305666-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Malaise

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7166
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Dec-2007
Vaccine Date

08-Jan-2008
Onset Date

12
Days

28-Feb-2008
Status Date

--
State

WAES0801USA02858
Mfr Report Id

Information has been received from a health professional concerning a 22 year old female who on 21-JUN-2007 was vaccinated with her first dose of Gardasil.
Concomitant therapy included ORTHO-CYCLEN.  On 27-DEC-2007 the patient was vaccinated with her third dose of Gardasil (lot# 659055/1522U).  On 08-
JAN-2008 the patient experienced severe joint pain in lower extremities, pain in her ankle and in her foot.  The patient's severe joint pain in lower extremities,
pain in her ankle and in her foot persisted.  She saw her family physician who told her to take ibuprofen (ADVIL).  She also had blood work done.  Additional
information has been requested.

Symptom Text:

ORTHO-CYCLENOther Meds:
Lab Data:
History:
Prex Illness:

Hematology
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

305668-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1522U 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7167
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jun-2007
Vaccine Date

18-Jun-2007
Onset Date

0
Days

28-Feb-2008
Status Date

CO
State

WAES0801USA02864
Mfr Report Id

Information has been received from consumer concerning her daughter who on 18-JUN-2007 was vaccinated with her first dose of GARDASIL. Concomitant
therapy included varicella vaccine live, for the treatment of prophylaxis (duration and dose not reported). Other concomitant therapy included hepatitis A virus
vaccine (unspecified) and "NEASCTRA" as reported. On approximately 18-JUN-2007 the patient experienced a fever, headaches, vaginal sores and vaginal
infection that was kind of like a yeast infection with heavy discharge and vaginal itchiness. The patient was checked fro STD's, including herpes, but it was all
negative. In September the patient was vaccinated with her second dose of GARDASIL only and she had the same reaction as the first vaccination. Both times
she was treated with antibiotics. The patient's fever, headaches, vaginal sores and vaginal infection persisted. The patient was scheduled to receive the third
dose on 03-JAN-2008, but she has mononucleosis. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

305669-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Pyrexia, Vaccine positive rechallenge, Vaginal discharge, Vaginal infection, Vaginal lesion, Vulvovaginal pruritus

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

VARCEL
HPV4
HEPA

MERCK & CO. INC.
MERCK & CO. INC.
UNKNOWN MANUFACTURER

NULL
NULL
NULL

0
Unknown
Unknown
Unknown

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 7168
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
28-Feb-2008
Status Date

NC
State

WAES0801USA02871
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with two doses of Gardasil and vomited after both doses.  The third
dose has not been given yet, but it will be given.  The patient sought medical attention by staying at the physician's office.  Her outcome was not reported.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

305671-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Vaccine positive rechallenge, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7169
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
28-Feb-2008
Status Date

--
State

WAES0801USA02878
Mfr Report Id

Information has been received from a physician concerning a 10 year old female who in January 2008 was vaccinated with her first dose of 0.5 ml Gardasil.
The patient developed a localized arm reaction.  The affected area was 8" on her upper deltoid and involved swelling and induration.  The patient was treated
with diphenhydramine hydrochloride (BENADRYL) and unspecified anti-inflammatories.  The patient did not experience any systemic reactions.  No other
details were available.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
10.0

305672-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Induration, Local reaction, Oedema peripheral

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7170
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Jan-2008
Vaccine Date

10-Jan-2008
Onset Date

0
Days

28-Feb-2008
Status Date

--
State

WAES0801USA02903
Mfr Report Id

Information has been received from a consumer, via a company representative, regarding the consumer's 19 year old daughter (also the niece of the
representative), with no pertinent medical history, who on 10-JAN-2008 was vaccinated with the first dose of Gardasil (lot # not reported).  There was no
concomitant medication.  Approximately 10 or 15 minutes after the vaccination, the consumer's daughter experienced nausea, swelling of the tongue, and her
ears "felt steaming in heat."  She also fainted.  The mother reported that her daughter's blood pressure also dropped (value not provided).  Her daughter was
given "a large dose" of diphenhydramine (BENADRYL), and the swelling of the tongue "subsided."  At the time of this report, the outcome of the events was
unknown.  No further information is available.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

305675-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure decreased, Feeling hot, Nausea, Swollen tongue, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7171
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Jan-2008
Vaccine Date

11-Jan-2008
Onset Date

0
Days

28-Feb-2008
Status Date

NJ
State

WAES0801USA02926
Mfr Report Id

Initial and follow up information has been received from a healthcare professional, concerning a 22 year old caucasian female patient, with allergies to
penicillin, amoxicillin and cefaclor (CECLOR) and a recent unspecified infection with azithromycin (Z-PAK) completed just prior to vaccination, who on 11-JAN-
2008 was vaccinated IM, with the first dose, 0.5 ml, of GARDASIL (lot #659055/1522U). Concomitant therapy included YASMIN. After the vaccination, the
patient experienced dizziness and lightheadedness. She was placed in a reclined position and observed for 30 minutes, and was then able to leave. However,
later in the day, she called to report that she was still dizzy, lightheaded, nausea, and she had a low grade fever (temperature not taken with thermometer). On
14-JAN-2008, the patient felt better and had recovered. Additional information is not expected.

Symptom Text:

YASMINOther Meds:
Lab Data:
History:
Prex Illness:

None
Penicillin Allergy; Allergic reaction to antibiotics

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

305676-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Nausea, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1522U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7172
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Dec-2007
Vaccine Date

19-Dec-2007
Onset Date

0
Days

28-Feb-2008
Status Date

--
State

WAES0801USA02928
Mfr Report Id

Information has been received from a office manager concerning a 23 year old female who on 19-DEC-2007 was vaccinated (route and site not reported) with
the 1st dose of GARDASIL (lot# not reported). The patient was not on any concomitant medications. On 19-DEC-2007, a couple of hours post vaccination, the
patient developed pain in injection site arm, the pain went all the way up to her neck. The patient was given ibuprofen (manufacturer not specified) but it did not
work. The patient contacted her family practitioner and was given VICODIN (manufacturer not specified) and that worked for the pain. No lab diagnostic test
were performed. The patient received medical attention via a call to the clinic. The patient recovered on unknown date. Additional information has been
requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

305677-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Neck pain

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7173
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
28-Feb-2008
Status Date

--
State

WAES0801USA02932
Mfr Report Id

Information has been received from a physician concerning an 11 year old female who in January 2008 was vaccinated with GARDASIL. Concomitant therapy
included MENACTRA and diphtheria toxoid (+) pertussis vaccine (unspecified) (+) tetanus toxoid. The physician reported that almost immediately after the
vaccination the patient experienced "dizziness and felt like she was going to faint". No lot number was provided and no further information was provided. The
physician reported that the patient was fine after waiting a little while. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

305678-1

06-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Immediate post-injection reaction

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

PER
DTAP
HPV4

EMERGENT BIOSOLUTIONS
UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL
NULL

Unknown
Unknown
Unknown

Unknown
Unknown

Intramuscular



10 JUN 2008 06:27Report run on: Page 7174
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Aug-2007
Vaccine Date

02-Sep-2007
Onset Date

20
Days

27-Feb-2008
Status Date

FL
State Mfr Report Id

On September 2, 2007, patient's left leg became paralyzed.  She was taken to the emergency room and hospitalized for 13 days.  The doctors at hospital
diagnosed her with non-infectious A.D.E.M.  04/11/2008 MR received from hospital for DOS 9/6-10/2008 where pt was sent for diagnostic testing to r/o AVM.
D/C DX: was Spinal cord anterior spinal artery infarct. Pt was transfered to another facility where Final DX was made. Pt initially had presented to local facility
with sudden onset L lower extremity plegia.  04/28/2008 MR received for DOS 9/10-15/2007 with D/C DX: Acute Demyelinating Encephalomyelitis (ADEM).
Urinary Tract infection. Pt admitted after transfer from above admission. Pt initially presented with Left leg weakness/paralysis and upper back pain. Upon
admission pt was unable to void and later  had urinary incontinence. Tx with solumedrol and abx for UTI. At D/C pt still with decreased strength of LLE,
depressed reflexes and unable to bear weight independantly. Using a walker. Will continue with Outpt rehab

Symptom Text:

NoneOther Meds:
Lab Data:

History:
NonePrex Illness:

Tests confirmed acute disseminated encephalomyelitis (ADEM). Labs and Diagnostics: Spinal Arteriogram revealed no AV malformations.  MR of spine c/w
inflammatory process /demyelination.  UC (+) for E. coli and Enterobacter.  CSF WNL.
None. PMH: none.  Allergic to PCN and Septra.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

305693-1 (S)

28-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Back pain, Dysuria, Hyporeflexia, Leukoencephalomyelitis, Monoplegia, Muscular weakness, Urinary incontinence, Urinary tract infection, Walking
aid user, Weight bearing difficulty

 ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, PERMANENT DISABILITY, SERIOUS

Other Vaccine
26-Feb-2008

Received Date

Prex Vax Illns:

TD
HPV4

UNKNOWN MANUFACTURER
MERCK & CO. INC.

AC52B016BA
0245U 0

Left arm
Left arm

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 7175
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Feb-2008
Vaccine Date

18-Feb-2008
Onset Date

0
Days

27-Feb-2008
Status Date

FL
State Mfr Report Id

Immediately after Gardasil shot #2 administered patient became dizzy, nauseous and had a vasovagal reaction lasting few minutes.  Monitored by Dr. and
discharged from our office to home.

Symptom Text:

None KnownOther Meds:
Lab Data:
History:

NonePrex Illness:

Heart rate 60-70 bpm; blood pressure 138/72
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

305699-1

27-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Immediate post-injection reaction, Nausea, Syncope vasovagal

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
26-Feb-2008

Received Date

None~ ()~~0~In SiblingPrex Vax Illns:

HPV4 MERCK & CO. INC. 1758V 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7176
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Jan-2008
Vaccine Date

Unknown
Onset Date Days

27-Feb-2008
Status Date

WV
State Mfr Report Id

1-28-08 misadministration of Gardasil.  It was documented on the patient's immunization record by an office asst., for pt to receive MCV & Gardasil when in fact
the parent requested MCV & Tdap.  Tdap was later administered.  Parent upset over admin. of Gardasil.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

305701-1

27-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Wrong drug administered

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
26-Feb-2008

Received Date

Prex Vax Illns:

TDAP
HPV4
MNQ

SANOFI PASTEUR
MERCK & CO. INC.
SANOFI PASTEUR

C2771AA
0928U
U2405AA

0
0
0

Right arm
Left arm
Left arm

Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 7177
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Feb-2008
Vaccine Date

20-Feb-2008
Onset Date

0
Days

27-Feb-2008
Status Date

FL
State Mfr Report Id

After receiving Gardasil injection #2 L deltoid walked immediately to check out counter and became pale, nauseous and had a syncopal episode in which she
became bradycardic.  Epi-pen adult and 50mg diphenhydramine given and O2 then sent to emergency room via EMS.

Symptom Text:

Denies - none knownOther Meds:
Lab Data:
History:
Prex Illness:

Glucose 94; pulse oximetry 100%
Seizure with local anesthesia at dentist's office

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

305703-1

27-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Bradycardia, Nausea, Pallor, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
26-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1758U 1 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 7178
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Feb-2008
Vaccine Date

Unknown
Onset Date Days

27-Feb-2008
Status Date

WV
State Mfr Report Id

No known adverse event.  Patient was given Menactra on 2-11-08 from our supply.  This nurse did not check the expiration date.  When later entered was
found to be 2-7-08.  Spoke with doctor and he recommends repeating dose at anytime.  Patient advised.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

305709-1

27-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Expired drug administered

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
26-Feb-2008

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2172AA
0928U

0
0

Right arm
Right arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 7179
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Jan-2008
Vaccine Date

12-Jan-2008
Onset Date

4
Days

27-Feb-2008
Status Date

FL
State Mfr Report Id

Developed headache on 1/12/08.  Then developed "flu-like" symptoms, fever, runny nose and sore throat.Symptom Text:

Started Macrobid on 1/8.08Other Meds:
Lab Data:
History:

Urinary Tract InfectionPrex Illness:

Went to walk-in clinic and was told probable reaction to vaccine.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

305722-1

27-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Influenza like illness, Pharyngolaryngeal pain, Pyrexia, Rhinorrhoea

 ER VISIT, NOT SERIOUS

Other Vaccine
26-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1266U 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 7180
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Jan-2008
Vaccine Date

05-Jan-2008
Onset Date

1
Days

27-Feb-2008
Status Date

CA
State Mfr Report Id

Right arm pain from elbow to shoulder, unable to elevate arm above shoulder with minimal swelling.  Treatment 400mg Ibuprofen Tid after food for 1 week.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

305725-1

27-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injected limb mobility decreased, Musculoskeletal pain, Oedema peripheral, Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
26-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1266U 2 Right arm Unknown



10 JUN 2008 06:27Report run on: Page 7181
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Feb-2008
Vaccine Date

22-Feb-2008
Onset Date

2
Days

28-Feb-2008
Status Date

VT
State Mfr Report Id

Pt developed sore throat on 2/22, developed itching, burning, swelling in throat and ears on 2/25.  Tender cervical LAD, felt short of breath.  Red, pruritic rash
across abdomen and upper thighs with some involvement of arms, appears allergic in nature.  No source of infection on examination.  Patient d/c'ed from clinic
with fexofenadine.

Symptom Text:

oral contraceptiveOther Meds:
Lab Data:
History:

nonePrex Illness:

Monospot negative; WBC 10.8; diff: 79Neu, 15Lym, 2 bands, 3 monos, 1 basos; Hgb 13.1; Hct 39.4; Plt 413;

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

305734-1

28-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Auricular swelling, Dermatitis allergic, Dyspnoea, Erythema, Lymphadenopathy, Pharyngeal oedema, Pharyngolaryngeal pain, Pruritus, Rash pruritic, Throat
irritation

 ER VISIT, NOT SERIOUS

Other Vaccine
26-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1486U 2 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 7182
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Jan-2008
Vaccine Date

Unknown
Onset Date Days

28-Feb-2008
Status Date

NY
State Mfr Report Id

After receiving the first Gardasil vaccine on Jan 11th, I have not gotten my period. My last one was around Christmas time. I have always been regular and
never missed a period.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Von Willebrand's Disease type 1.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

305742-1

28-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Menstruation irregular

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
26-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7183
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Feb-2008
Vaccine Date

Unknown
Onset Date Days

28-Feb-2008
Status Date

OK
State Mfr Report Id

Pt received a Gardasil injection before her pregnancy results came back from the lab. The lab results showed she was pregnant.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

nkda, pregnant

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

305745-1

28-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
26-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0384U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 7184
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Feb-2008
Vaccine Date

23-Feb-2008
Onset Date

1
Days

28-Feb-2008
Status Date

VI
State Mfr Report Id

observed minimal site swelling and moderate heat at injection site of HPV#1.  patient c/o pain at injection site.  Mom stated only one dose of tylenol given after
injections given for pain but none since that time.

Symptom Text:

noneOther Meds:
Lab Data:
History:

general fever stated 4 days prior to vaccinations but no fever for minimum 4 days prior to being vaccinated.  No lethargy, no coPrex Illness:

none needed
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

305748-1

28-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Injection site swelling, Injection site warmth

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
26-Feb-2008

Received Date

none~ ()~NULL~~In Patient|none~ ()~NULL~~In Sibling1|none~ ()~NULL~~In Sibling2Prex Vax Illns:

VARCEL
MMR
HEPA

FLU

HEP

HPV4
MNQ
TDAP

MERCK & CO. INC.
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
NOVARTIS VACCINES AND
DIAGNOSTICS
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
SANOFI PASTEUR
SANOFI PASTEUR

1252U
0986F
AHBVB211AA

U2498AA

AHBVB301AA

0930U
U2221AA
C2689AA

0
1
0

0

3

0
0
0

Right arm
Left arm

Right arm

Left arm

Left arm

Right arm
Left arm

Right arm

Subcutaneously
Subcutaneously
Intramuscular

Intramuscular

Intramuscular

Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 7185
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Feb-2008
Vaccine Date

25-Feb-2008
Onset Date

0
Days

27-Feb-2008
Status Date

FL
State Mfr Report Id

None StatedSymptom Text:

Other Meds:
Lab Data:
History:

Mono 3 wks agoPrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

305759-1

27-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Unevaluable event

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
26-Feb-2008

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2545AA
1967U

0
0

Left arm
Right arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 7186
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Jan-2008
Vaccine Date

30-Jan-2008
Onset Date

1
Days

27-Feb-2008
Status Date

MD
State Mfr Report Id

Vasovagal and- patient blacked out at time of vaccine then middle finger on right hand (vaccinated arm) remained swollen x2 days; mild hives x 2 days on right
hand - nausea and dizziness - on day of vaccination. mild dizziness day after

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

305760-1

28-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Loss of consciousness, Nausea, Oedema peripheral, Syncope vasovagal, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
26-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1447F 0 Right arm Unknown



10 JUN 2008 06:27Report run on: Page 7187
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Feb-2008
Vaccine Date

19-Feb-2008
Onset Date

0
Days

27-Feb-2008
Status Date

MI
State Mfr Report Id

Vaccines administered in supine position due to history of syncope with blood draws. 15 min post injection, patient assisted to sit, then stand. Became
lightheaded and assisted to lying position. Loss of consciousness, eyes rolled back in head, limbs became stiff. Unresponsive x 1 min. After 1 min, became
responsive and oriented. Hypotension and bradycardia noted. Observed x 30 minutes. BP 90/50. HR 80; discharged to mother's care 30 min. after episode.

Symptom Text:

Minocin 100 mg BID; Flonase QD; Alavert 10 mg PRNOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

305768-1

27-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Bradycardia, Dizziness, Gaze palsy, Hypotension, Loss of consciousness, Musculoskeletal stiffness, Unresponsive to stimuli

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
26-Feb-2008

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

1448U
AHAVB242AA

2
1

Left arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 7188
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Dec-2007
Vaccine Date

12-Feb-2008
Onset Date

59
Days

27-Feb-2008
Status Date

TX
State Mfr Report Id

Notice bumps 3 days ago.  Itchy rash pt checked and found blisters have gotten bigger.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Herpes
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

305781-1

27-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Blister, Rash pruritic

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
26-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7189
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Feb-2008
Vaccine Date

Unknown
Onset Date Days

28-Feb-2008
Status Date

OH
State Mfr Report Id

Parent reports hives and "throat swelling" by the time seen appeared normal.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

305782-1

28-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pharyngeal oedema, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
26-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7190
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
28-Feb-2008
Status Date

AR
State

WAES0801USA03216
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with GARDASIL. Per the reporter, "the patient who already received
the first dose of GARDASIL came in to the office with anticipatory anxiety about receiving the rest of the series of GARDASIL. The patient did not mention any
side effects after receiving the first dose of GARDASIL, but for some reason she is having anxiety about receiving the rest of the series." The patient sought
unspecified medical attention. No further AE information is available. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

305796-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anticipatory anxiety

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7191
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
28-Feb-2008
Status Date

--
State

WAES0801USA03232
Mfr Report Id

Information has been received from a health professional concerning a 5 year old female who in November 2007, was vaccinated with Gardasil.  Per the
reporter, the patient was inadvertently vaccinated in the arm, unknown which arm, with Gardasil.  Subsequently, the patient experienced incorrect vaccine
administered and inappropriate age.  The patient sought unspecified medical attention in the physician's office.  No other information was available.  Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
5.0

305797-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, Wrong drug administered

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7192
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Dec-2007
Vaccine Date

31-Dec-2007
Onset Date

0
Days

28-Feb-2008
Status Date

NJ
State

WAES0801USA03233
Mfr Report Id

Information has been received from a physician concerning a 20 year old female who in 2007 was vaccinated with the second dose of GARDASIL. On 31-DEC-
2007 the patient experienced pain at the injection site, swelling at the injection site and redness at the injection site. The patient sought unspecified medical
attention. No further information was available an no lot number was provided. Additional information has been requested.

Symptom Text:

unknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

305798-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site pain, Injection site swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7193
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Sep-2007
Vaccine Date

25-Sep-2007
Onset Date

0
Days

28-Feb-2008
Status Date

WI
State

WAES0801USA03235
Mfr Report Id

Information has been received from a health professional concerning a 21 year old female who on 25-JUL-2007 was vaccinated IM in the left deltoid with the
first dose of Gardasil.  On 25-SEP-2007 the patient was vaccinated IM in the right deltoid with the second dose of Gardasil (658560/1062U).  Subsequently the
patient experienced localized redness at the injection site.  The patient did not have any shortness of breath, pain or other symptoms.  On 07-JAN-2008 the
patient came to the clinic for her son's visit and had a small, white circle around the injection site.  It is not itchy or painful and there are no other problems.
There were no problems reported following the first vaccination with Gardasil.  No other information is available.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

305799-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site discolouration, Injection site erythema, No reaction on previous exposure to drug

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1062U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7194
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Jun-2007
Vaccine Date

Unknown
Onset Date Days

28-Feb-2008
Status Date

NY
State

WAES0801USA03297
Mfr Report Id

Information has been received from a physician concerning a 22 year old female with a history of sulfonamide allergy, penicillin allergy and Levaquin allergy on
22-JUN-2007 was vaccinated intramuscularly with her first dose of GARDASIL (lot# 657868/0523U). Concomitant therapy included hormonal contraceptives
(unspecified). The patient received a second dose of GARDASIL (lot# 654539/0742U). Subsequently the patient experienced macrophagic myofascitis about
two weeks after being vaccinated. The physician states that the patient has been treated with corticosteroids and has improved. The patient had a muscle
biopsy and sought medical attention in the office. Therapy was discontinued. Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

muscular biopsy
Sulfonamide allergy; Penicillin allergy; Allergic reaction to antibiotics

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

305810-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Myofascitis

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0742U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7195
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
28-Feb-2008
Status Date

VA
State

WAES0801USA03304
Mfr Report Id

Information has been received from a consumer concerning her daughter who in approximately April 2007, was vaccinated with her first dose of GARDASIL. A
couple weeks after the first vaccination the daughter began to experience vasovagal syndrome, vomiting, and fainting. Her daughter received all three doses of
GARDASIL and the AE worsened after each vaccination. She has also had night sweats. The daughter is home bound and cannot attend school. The third
vaccination was given in November 2007. The patient has not recovered. She has had blood work, other unknown tests and a heart monitor. She has sought
medical attention in the doctors office. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

cardiac monitoring; hematology
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

305811-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Night sweats, Syncope, Syncope vasovagal, Vaccine positive rechallenge, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 3 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7196
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Jan-2008
Vaccine Date

15-Jan-2008
Onset Date

1
Days

28-Feb-2008
Status Date

IL
State

WAES0801USA03321
Mfr Report Id

Information has been received from a health professional concerning a 21 year old female who on 14-JAN-2008 was vaccinated intramuscularly with the first
dose of Gardasil (655327/1287U).  On 15-JAN-2008 the patient experienced dizziness, nausea, diarrhea and a red, blotchy, itchy rash to her upper torso.  The
patient's dizziness, nausea, diarrhea and red, blotchy, itchy rash to her upper torso persisted.  The patient sought unspecified medical attention.  No other
information is available at this time.  Follow up AE info (17-JAN-2008):  The representative called to make sure that this AE was reported.  No further
information was provided.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

305812-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Diarrhoea, Dizziness, Erythema, Nausea, Rash macular, Rash pruritic

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1287U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7197
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
28-Feb-2008
Status Date

--
State

WAES0801USA03325
Mfr Report Id

Information has been received from a nurse at an OB/GYN office concerning a 15 year old female who in January 2008, was vaccinated with a first dose of
Gardasil at her pediatrician's office.  Post vaccination, the patient fainted almost immediately.  The patient also experienced the "seizure like symptoms" of
uncontrollable shaking and eyes rolling back in her head for approximately 20 seconds.  Subsequently, the patient recovered and was sent home approximately
3 hours later.  It was reported that an electrocardiogram and blood work were performed (no results provided).  Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Electrocardiogram no results provided; Diagnostic laboratory blood work no results provided.
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

305813-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Gaze palsy, Immediate post-injection reaction, Syncope, Tremor

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7198
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
28-Feb-2008
Status Date

FL
State

WAES0801USA03332
Mfr Report Id

Information has been received from a physician concerning an 18 year old female who was vaccinated with the first dose of GARDASIL. Per the reporter, the
patient experienced a bad rash at the injection site that lasted a few days and felt ill. Subsequently, the patient recovered from the bad rash at the injection site
and feeling ill. The patient sought unspecified medical attention. The patient's mother decided that the patient would not go on to receive the second and third
doses. No further information was provided. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

305814-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site rash, Malaise

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7199
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Jan-2008
Vaccine Date

Unknown
Onset Date Days

28-Feb-2008
Status Date

--
State

WAES0801USA03335
Mfr Report Id

Information has been received from a health professional concerning a 20 year old white female with sinusitis and no known drug allergies, who on 04-JAN-
2008 was vaccinated IM in the left deltoid (previously mentioned as in the right arm) with GARDASIL (lot#658219/0755U). Concomitant therapy included
MOTRIN, DURAPHEN FORTE and ZITHROMAX. In January 2008, the patient experienced red itchy hands. Two days after the vaccination the patient
developed red itchy hands. She stated that when the patient applies lotion to her hands they burn and "feel like they are on fire". Follow up information
indicated that the patient experienced dry red hands on 05-JAN-2008 (left worse than right) looked like eczema. A steroid cream was given for hands. The
patient's outcome was unknown. No product quality complaint was involved.

Symptom Text:

ZITHROMAX; DURAPHEN; MOTRINOther Meds:
Lab Data:
History:

SinusitisPrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

305815-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dry skin, Eczema, Pruritus, Rash, Skin burning sensation

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0755U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 7200
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
28-Feb-2008
Status Date

OH
State

WAES0801USA03337
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with a third dose of Gardasil.  It was reported that the patient
received all three doses in her bottom.  It was reported that the patient experienced sore gluteus muscle after the vaccination in the gluteus muscle.  Physician
did not specify which vaccination caused the soreness.  It was unknown whether medical attention was sought.  The patient's outcome was unknown.  No
product quality complaint was involved.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

305816-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Wrong technique in drug usage process

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7201
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
28-Feb-2008
Status Date

MI
State

WAES0801USA03375
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated intramuscularly with Gardasil.  It was not known if this was the first,
second or third dose.  Subsequently the patient felt dizzy and had to be kept in the examination room for 25 minutes until she recovered.  The patient sought
unspecified medical attention.  Per the reporter, the patient has had the same reaction to other vaccines, but the identity of those vaccines was unknown.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

305817-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Similar reaction on previous exposure to drug

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7202
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
28-Feb-2008
Status Date

FL
State

WAES0801USA03387
Mfr Report Id

Information has been received from a nurse practitioner concerning multiple patients who were vaccinated with GARDASIL. Some of the patients experienced
injection-site pain especially after the 2nd dose. Unspecified medical attention was sought. Subsequently, the patients recovered from injection-site pain. No
other information was provided. This is one of several reports received from the same source. Additional information has been requested.

Symptom Text:

unknownOther Meds:
Lab Data:
History:
Prex Illness:

unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

305818-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7203
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
28-Feb-2008
Status Date

--
State

WAES0801USA03389
Mfr Report Id

Information has been received from a physician concerning a 20 year old female who was vaccinated with her first dose of GARDASIL intramuscularly. There
was no concomitant medication. The physician reported that the patient received her first dose of GARDASIL and had a pretty bad case of hives that took
several weeks to clear up and two visits to the emergency room. The patient recovered and no further information was provided. Additional information has
been requested. Additional informtion has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

305819-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7204
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Nov-2007
Vaccine Date

15-Nov-2007
Onset Date

0
Days

28-Feb-2008
Status Date

--
State

WAES0801USA03417
Mfr Report Id

Information has been received from a nurse practitioner concerning a 23 year old female with vision blurred and a history of sinusitis who on 15-NOV-2007 was
vaccinated IM with the first 0.5 mL dose of Gardasil (lot # 658488/1264U).  Concomitant therapy included YAZ.  The nurse practitioner reported that the patient
developed a swollen lower lip two hours after receiving the first dose of Gardasil vaccine.  The lip swelling resolved and the patient told the nurse practitioner
that the lower lip developed a lump lasting for one month (exact duration for the swelling and subsequent lump was unspecified).  The patient did not inform the
nurse practitioner of the adverse symptoms until the office visit for the second dose of Gardasil on 16-JAN-2008.  The nurse practitioner did not administer the
second dose of Gardasil.  No other symptoms or treatments were reported.  The patient's status was reported as recovered.  Additional information has been
requested.

Symptom Text:

YAZOther Meds:
Lab Data:
History:

Vision blurredPrex Illness:

Unknown
Sinusitis

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

305820-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Lip swelling, Mass

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1264U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7205
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Oct-2007
Vaccine Date

26-Oct-2007
Onset Date

14
Days

28-Feb-2008
Status Date

KY
State

WAES0802USA04191
Mfr Report Id

Information has been received from a health professional concerning a 20 year old female with no illness at the time of vaccination and no pertinent medical
history or drug reactions/allergies who on 12-OCT-2007 was vaccinated with a second dose of GARDASIL (lot# 658560/1062U) in the left arm at 9:15 AM. On
26-OCT-2007 the mother described patient had joint pain and swelling. An evaluation by a rheumatologist was performed and reported negative findings. On
12-FEB-2008 the mother reported that the patient was positive for parvovirus. At the time of reporting it was unknown if the patient had recovered from the
events. Additional information is not expected. The health care professional considered arthralgia, positive for papovirus and swelling to be disabling.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

parvovirus B19 PCR - positive
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

305823-1 (S)

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Joint swelling

 PERMANENT DISABILITY, SERIOUS

Other Vaccine
27-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1062U 1 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 7206
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-May-2007
Vaccine Date

05-May-2007
Onset Date

0
Days

28-Feb-2008
Status Date

FR
State

WAES0802USA05131
Mfr Report Id

Information has been received from a healthcare professional, concerning a 26 year old female patient with no relevant medical history, who on 05-MAY-2007
was vaccinated IM (site not specified) with the first dose of Gardasil (lot #654883/0870F, batch NE50260). A few seconds after vaccination, the patient
experienced breathing difficulty, paraesthesia in the limbs, cramps, perilabial cyanosis and intense pallor. No pharmacological therapy was implemented, only
massaging of the limbs and breathing control. The events lasted approximately 40 minutes. The patient recovered on the same day. The healthcare
professional considered one or more of the events to be serious as an other important medical event. Other business partner numbers include: E2008-01455;
reference # RA-007-2008.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

305824-1

28-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Cyanosis, Dyspnoea, Muscle spasms, Pallor, Paraesthesia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
27-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0870F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7207
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Jan-2008
Vaccine Date

02-Jan-2008
Onset Date

0
Days

28-Feb-2008
Status Date

AZ
State

WAES0801USA02934
Mfr Report Id

Information has been received from a consumer concerning her 15 year old daughter with no medical history and no drug allergies, who on 02-JAN-2008 was
vaccinated with a first dose of GARDASIL. Concomitant therapy included YAZ, used for acne and "bad periods." On 02-JAN-2008, immediately post
vaccination the patient experienced severe pain and swelling at the injection site of her right arm. The patient experienced nausea and severe headaches. The
patient felt tired and weak. The patient sought unspecified medical attention. No laboratory diagnostics were performed. At the time of the report, the patient
had recovered from the pain and swelling and was recovering from the rest of the symptoms. No product quality complaint was involved. Additional information
has been requested.

Symptom Text:

YAZOther Meds:
Lab Data:
History:
Prex Illness:

None
Acne; Heavy Periods

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

305826-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Fatigue, Headache, Immediate post-injection reaction, Injection site pain, Injection site swelling, Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7208
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Dec-2007
Vaccine Date

04-Dec-2007
Onset Date

0
Days

28-Feb-2008
Status Date

FR
State

WAES0802USA05477
Mfr Report Id

Information has been received from a pharmacist concerning a female (age unknown) with no relevant medical history reported who on 04-DEC-2007 was
vaccinated with a dose of GARDASIL (route, site, and lot not reported). Three weeks post vaccination, the patient developed convulsions, vertigo and vomiting.
The outcome was not reported. Upon internal review, the patient's convulsions were considered a medically significant event. Other business partner numbers
include E2008-00874. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

305828-1

28-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Vertigo, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
27-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7209
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Nov-2007
Vaccine Date

03-Nov-2007
Onset Date

2
Days

28-Feb-2008
Status Date

--
State

WAES0801USA02935
Mfr Report Id

Information has been received from a registered nurse concerning a 25 year old female with no medical history and no drug allergies, who on 01-NOV-2007
was vaccinated intramuscularly with a 0.5mL first dose of Gardasil.  There was no concomitant medication.  Subsequently, three days post vaccination, the
patient developed swollen lymph nodes and congestion.  On 11-JAN-2008 the patient was vaccinated with a second dose of Gardasil.  Subsequently, the
patient experienced congestion and pain in her left eye.  The patient sought unspecified medical attention.  A sonogram was performed of the patient's lymph
nodes.  At the time of the report, the patient had not recovered.  No product quality complaint was involved.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Ultrasound sonogram taken of lymph nodes
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

305831-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Eye pain, Lymphadenopathy, Nasal congestion

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7210
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Dec-2007
Vaccine Date

08-Dec-2007
Onset Date

1
Days

28-Feb-2008
Status Date

--
State

WAES0801USA02972
Mfr Report Id

Information has been received from a nurse practitioner concerning an 18 year old female with no medical history and no drug allergies, who on 07-DEC-2007
was vaccinated intramuscularly with a 0.5mL first dose of Gardasil (Lot# 655620/0171U).  There was no concomitant medication.  On 08-DEC-2007 the patient
developed a "full body rash."  The patient reported that the rash was itchy.  No shortness of breath or difficulty breathing was reported.  The rash resolved
within one week.  The patient recovered on 14-DEC-2007.  On 14-JAN-2008 the patient was seen in the office.  No laboratory diagnostics were performed.  No
product quality complaint was involved.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

305833-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus generalised, Rash generalised

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0171U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7211
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Jan-2008
Vaccine Date

12-Jan-2008
Onset Date

1
Days

28-Feb-2008
Status Date

--
State

WAES0801USA02988
Mfr Report Id

Information has been received from a physician concerning a 21 year old female with a history of foot infection and no known allergies who on 08-NOV-2007
was vaccinated with her first dose of GARDASIL intramuscularly. On 11-JAN-2008 the patient was vaccinated with her second dose of GARDASIL.
Concomitant therapy included SEPTRA and oxaprozin. On 12-JAN-2008, 24 hours vaccination, the patient did not feel well and developed hives al over her
body. The symptoms have continued since time of reporting. The patient started taking over the counter BENADRYL. No other information was available.
Additional information has been requested.

Symptom Text:

oxaprozin; SEPTRAOther Meds:
Lab Data:
History:
Prex Illness:

None
Foot infection

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

305834-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Malaise, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7212
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
28-Feb-2008
Status Date

--
State

WAES0801USA03001
Mfr Report Id

Information has been received from a female with a history of a tonsillectomy who was vaccinated with her first dose and second dose intramuscularly in her
left arm with Gardasil (dates not reported).  In August 2007, she was vaccinated subcutaneously in her left arm with her third dose of Gardasil.  Subsequently,
after each of the three doses the patient experienced "hypopigmentation" within a week or two after she received Gardasil.  "She said that in three separate
areas of her left arm, there is a square-shaped area which is lighter in color than her normal skin color."  The patient's hypopigmentation persisted.  The patient
sought unspecified medical attention.  No further information is available.

Symptom Text:

Hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Tonsillectomy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

305835-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pigmentation disorder, Vaccine positive rechallenge

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Left arm Subcutaneously



10 JUN 2008 06:27Report run on: Page 7213
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
28-Feb-2008
Status Date

PA
State

WAES0801USA03016
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with her first dose of GARDASIL. Subsequently the patient
experienced a rash on her arms, back and thighs shortly after being vaccinated. Her outcome was not reported. Additional information received 18-JAN-2008:
The case concerned a patient who developed a pruritic rash below the injection site, also involving the opposite leg and back. The rash developed several days
after vaccination and was not associated with any other complaints . This was not felt to be hypersensitivity reaction. The physician will discuss giving the
second dose in the series with the patient and closely observe her. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown`
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

305836-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash, Rash pruritic

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7214
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
28-Feb-2008
Status Date

--
State

WAES0801USA03095
Mfr Report Id

Information has been received from a registered nurse concerning an unknown number of female patients who were vaccinated with a dose of Gardasil.  It was
reported that the girls felt light headed afterwards.  It was also reported that it seemed quite painful to the girls.  At the time of this report, the patient's outcomes
were unknown.  No product quality complaint was involved.  This is one of two reports from the same source.  Attempts are being made to obtain additional
identifying information to distinguish the individual patients mentioned in this report.  Additional information will be provided if available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

305837-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7215
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Aug-2007
Vaccine Date

Unknown
Onset Date Days

28-Feb-2008
Status Date

PA
State

WAES0801USA03096
Mfr Report Id

Information has been received from a physician concerning a 17 year old female who on 07-FEB-2007 was vaccinated with her first dose of Gardasil.  In
August 2007 the patient was vaccinated with her third dose of Gardasil.  Concomitant therapy included hormonal contraceptives (unspecified).  Since the first
dose in February 2007, the patient has experienced an irregular menstrual cycle.  The patient was placed on birth control pills to regulate her menstrual cycle,
but it is still abnormal.  The patient's irregular menstrual cycle persisted.  The patient sought unspecified medical attention.  Additional information has been
requested.

Symptom Text:

Hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

305838-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Menstruation irregular

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
28-Feb-2008
Status Date

--
State

WAES0801USA03131
Mfr Report Id

Information has been received from a nurse practitioner, via a company representative, concerning a female patient (age not specified) who in September
2007, was vaccinated with a dose of GARDASIL (lot # not reported), and has since not had her period. Diagnostic laboratory testing was performed (test and
results not specified). Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory ?/?/07
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

305839-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Menstruation delayed

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7217
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Jan-2008
Vaccine Date

14-Jan-2008
Onset Date

0
Days

28-Feb-2008
Status Date

IL
State

WAES0801USA03151
Mfr Report Id

Information has been received from a physician and an other healthcare professional concerning an 18 year old female who on 14-JAN-2008 was vaccinated
with a second 0.5 mL dose of Gardasil (659439/1267U).  On 14-JAN-2008 the patient experienced fainting and head injury (contusion).  Unspecified medical
attention was sought.  Outcome unknown.  There was no product quality complaint.  This is one of several reports received from the same source.  Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

305840-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Contusion, Head injury, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1267U 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
28-Feb-2008
Status Date

MD
State

WAES0801USA03157
Mfr Report Id

Information has been received from a physician concerning a female (age unknown) who was treated for a stiff neck prior to vaccination. On an unknown date
the patient was vaccinated with a second dose of GARDASIL. Subsequently, "a few hours" after, on an unknown date, the patient experienced disorientation
and dizziness. The physician did not want to provide any further details about the adverse event at the time of the report. No product quality complaint.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Neck stiffness

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

305841-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Disorientation, Dizziness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
28-Feb-2008
Status Date

NJ
State

WAES0801USA03166
Mfr Report Id

Information has been received from a nurse (patient's mother) concerning her daughter (age unspecified) with a history of asthma who was vaccinated
intramuscularly with a first dose of Gardasil.  Concomitant therapy included "birth control pill" hormonal contraceptives (unspecified) and inhaler for asthma
(therapy unspecified).  Subsequently, on an unknown date the patient had an asthma attack and also experienced flu like symptoms.  The patient had her
inhaler with her and used it to stop the adverse event.  Subsequently, on an unknown date the patient recovered.  It was reported that the therapy was
discontinued.  Unspecified medical attention was sought.  No product quality complaint was involved.  Additional information has been requested.

Symptom Text:

(Therapy unspecified); hormonal contraceptives.Other Meds:
Lab Data:
History:

AsthmaPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

305842-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Asthma, Influenza like illness

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Dec-2007
Vaccine Date

17-Dec-2007
Onset Date

0
Days

28-Feb-2008
Status Date

NE
State

WAES0801USA03173
Mfr Report Id

Information has been received from a physician concerning a 25 year old female who on 17-DEC-2007 was vaccinated with her second dose of GARDASIL.
Concomitant therapy included influenza virus vaccine (unspecified) (INFLUENZA VIRUS VACCINE USP). On 17-DEC-2007 the patient experienced dizziness,
nausea, nose bleeding and fainted. The patient sought unspecified medical treatment. Subsequently, the patient recovered from dizziness, nausea, nose
bleeding and fainting on the same day. The patient did not have an adverse event with the first dose. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

305843-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Epistaxis, Nausea, No reaction on previous exposure to drug, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4
FLU

MERCK & CO. INC.
UNKNOWN MANUFACTURER

NULL
NULL

1 Unknown
Unknown

Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Dec-2007
Vaccine Date

12-Dec-2007
Onset Date

0
Days

28-Feb-2008
Status Date

--
State

WAES0801USA03196
Mfr Report Id

Information has been received from a 38 year old female with a history of swollen glands every 4-8 years who on 12-DEC-2007 was vaccinated intramuscularly
in the buttocks with her first dose of Gardasil (lot # unspecified).  There was no concomitant medication.  On 12-DEC-2007 the patient experienced swollen
glands on her face and neck.  The patient reported that she was treated with antibiotics for her symptoms.  Subsequently, the patient recovered from swollen
glands on face and neck.  No further information was provided.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
Oedema

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
38.0

305844-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, Local swelling, Lymphadenopathy, Swelling face

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
28-Feb-2008
Status Date

--
State

WAES0801USA03210
Mfr Report Id

Information has been received from a physician concerning his daughter who "last week" was vaccinated with her second dose of Gardasil (lot # unspecified).
There was no concomitant medication.  Subsequently the physician reported that his daughter received the vaccination and fainted.  The shot was given by
another physician at a pediatric office.  Subsequently, the patient recovered on the same day as the shot.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

305845-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Jul-2007

Vaccine Date
01-Aug-2007
Onset Date

15
Days

04-Mar-2008
Status Date

NJ
State Mfr Report Id

Fainting, seizure like symptoms, migraines, numbness and tingling in arms, legs, hands, feet and face. (Seen in ER twice once by ambulance). Had MRI of
brain, neck, CT, EEG and blood tests.

Symptom Text:

Zoloft 100mg; Xanax .25mgOther Meds:
Lab Data:
History:

N/APrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

305850-1

04-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Hypoaesthesia, Hypoaesthesia facial, Migraine, Paraesthesia, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
27-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0319U 2 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Feb-2008
Vaccine Date

18-Feb-2008
Onset Date

0
Days

04-Mar-2008
Status Date

WA
State Mfr Report Id

Pt has been having ongoing body aches since the night she received the vaccine. She has been taking ibp. which has helped.Symptom Text:

Oral contraceptivesOther Meds:
Lab Data:
History:

N/APrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

305853-1

04-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
27-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0928U 0 Right arm Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Feb-2008
Vaccine Date

20-Feb-2008
Onset Date

0
Days

04-Mar-2008
Status Date

MD
State Mfr Report Id

Fainting, dizziness, weakness, fast heart rate, nausea, diarrheaSymptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

305855-1

04-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Diarrhoea, Dizziness, Heart rate increased, Nausea, Syncope

 ER VISIT, NOT SERIOUS

Related reports:   305855-2

Other Vaccine
27-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Feb-2008
Vaccine Date

20-Feb-2008
Onset Date

0
Days

04-Apr-2008
Status Date

MD
State Mfr Report Id

Patient was administered vaccines. Mom reported to administrator that patient was feeling light-headed and refused to lie down or stay in the office for
observation because she though it was because it was so hot in the office. We left a message at home at 1940 that same evening requesting an update and
did not receive a call until the next morning. Mom called to report patient was still feeling nauseated, dizzy, and unable to eat since receiving vaccines. She was
referred to Hospital at that time.

Symptom Text:

Pepcid ACOther Meds:
Lab Data:
History:

Fatique, nausea, wt. loss, diarrheaPrex Illness:

Done at Hospital
GE - Reflux

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

305855-2

18-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Feeling hot, Nausea, Oral intake reduced

 ER VISIT, NOT SERIOUS

Related reports:   305855-1

Other Vaccine
27-Mar-2008

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2559AA
1967U

0
1

Right arm
Left arm

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Feb-2008
Vaccine Date

26-Feb-2008
Onset Date

0
Days

28-Feb-2008
Status Date

CA
State Mfr Report Id

Pt. accidently given 2 HPV vaccines at same time. No side affect.Symptom Text:

Other Meds:
Lab Data:
History:

nonePrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

305865-1

28-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
27-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1446U 1 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Feb-2008
Vaccine Date

13-Feb-2008
Onset Date

0
Days

28-Feb-2008
Status Date

MO
State

MO-2008-03
Mfr Report Id

1:55 p.m. - patient waiting in lobby after shot as instructed: clerk observed start f reaction with gurgling breath sounds, head dropped to right, patient became
limp in chair.  i responded to patient who demonstrated "seizure-like" activity: mild shaking, stiffness, eyes adn mouth closed but could not tell if teeth clenched.
 Within a minute, activity stopped, skin adn lips pallid, patient opened eyes, appeared dazed but was responsive.  Parent denied history of seizures.  Patient
was kept in clinic til 2:40 p.m. when I walked her to vehicle with parent.  Treatment: cold packs to head/neck area, caffeinated cola drink given, later placed in
supine position with legs elevated.  3:40 p.m. - called father who said patient was sleeping.  2/14/08, 8:50 a.m. - called father who stated patient was feeling
fine.

Symptom Text:

Other Meds:
Lab Data:
History:

none specifiedPrex Illness:

none specified

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

305866-1

28-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Breath sounds abnormal, Disorientation, Feeling abnormal, Hypotonia, Musculoskeletal stiffness, Pallor, Posture abnormal, Tremor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
27-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1265U 0 Right arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
28-Feb-2008
Status Date

NJ
State Mfr Report Id

Gardasil was given on righ upper arm on 2/26/08.  Went to ER.  Started to have swelling, redness, pain on injection site.  Don't have date client went to ER.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

Referred to surgeon for further evaluation.
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

305886-1

28-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Injection site pain, Swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
27-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0928U 1 Right arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Feb-2008
Vaccine Date

22-Feb-2008
Onset Date

2
Days

28-Feb-2008
Status Date

OH
State Mfr Report Id

Received vaccine #3 on 2/20/08.  Tolerated well.  Friday PM, had diarrhea for 24 hours.  No fever.  Seen at clinic.  Reassured patient.  She is a teacher and
could have easily picked up a viral illness.  Doing well now.

Symptom Text:

OCP'sOther Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
27.0

305887-1

28-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Diarrhoea, Inappropriate schedule of drug administration

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
27-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1267U Left arm Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
28-Feb-2008
Status Date

--
State

WAES0801USA03435
Mfr Report Id

Information has been received from a company representative concerning 3 females who were vaccinated with a dose of GARDASIL. It was reported that after
receiving a dose (unspecified whether first, second or third dose) the patients fainted. It was reported that one of the patients broke her tooth when she fell. The
patient's status was reported as recovered. Attempts are being made to obtain identifiable information about the individual patients. Additional information has
been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

305900-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Fall, Syncope, Tooth injury

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Oct-2006
Vaccine Date

27-Dec-2007
Onset Date

422
Days

28-Feb-2008
Status Date

--
State

WAES0801USA03460
Mfr Report Id

Information has been received from a 38 year old female with a history of uterine fibroids who on 31-OCT-2006 was vaccinated with the third dose of
GARDASIL. The patient reported that on 27-DEC-2007 after receiving the third dose of the vaccine, she had a PAP test and HPV test done. The results of the
PAP test came back negative for lesions and malignant and the test for HPV came back positive for high intermediate HPV. the consumer reported that her
PAP test previous to getting the vaccine has always come back negative. The patient's status was not reported. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Pap test - negative for lesions and malignant; cervix HPV DNA assay - positive for high intermediate HPV
Uterine fibroids

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
37.0

305901-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, Papilloma viral infection

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7233
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Jan-2008
Vaccine Date

15-Jan-2008
Onset Date

0
Days

28-Feb-2008
Status Date

WA
State

WAES0801USA03487
Mfr Report Id

Information has been received from a physician concerning a 21 year old female with a history of near fainting who on 15-JAN-2008 was vaccinated with the
third dose of GARDASIL. Concomitant therapy included diphtheria toxoid (+) pertussis vaccine (unspecified (+) tetanus toxoid. On 15-JAN-2008 the patient
experienced symptoms of fainting: everything went blank, she got sweaty and had to lie down and vomited. Subsequently, the patient recovered from fainting.
The patient sought unspecified medical attention. The patient has a history of fainting while giving blood. Additional information has been requested.

Symptom Text:

diphtheria toxoid (+)Other Meds:
Lab Data:
History:
Prex Illness:

Near fainting

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

305902-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hyperhidrosis, Syncope, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Jan-2008
Vaccine Date

15-Jan-2008
Onset Date

0
Days

28-Feb-2008
Status Date

--
State

WAES0801USA03493
Mfr Report Id

Information has been received from a health professional concerning a 17 year old female who on 15-JAN-2008 was vaccinated with the first dose of
GARDASIL and experienced hives on the face and neck. As of 16-JAN-2008, the patient was recovering. Follow-up information was received from the
physician's assistant who reported that the rash was probably due to exposure to something else and not related to GARDASIL.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

305903-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7235
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Feb-2008
Status Date

--
State

WAES0801USA03497
Mfr Report Id

Information has been received from a health professional concerning a female who in January 2008, was vaccinated with GARDASIL. Subsequently, the
patient experienced a rash. The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

305904-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7236
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Feb-2008
Status Date

IL
State

WAES0801USA03502
Mfr Report Id

Information has been received from a physician concerning a female who on an unspecified date was vaccinated with a third dose of GARDASIL. The
physisican reported that the patient was HPV negative before the patient was vaccinated with HPV vaccine. The patient subsequently became HPV positive.
The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

305905-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Papilloma viral infection

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7237
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Feb-2008
Status Date

CO
State

WAES0801USA03523
Mfr Report Id

Information has been received from a physician concerning a 15 year old female who was vaccinated with Gardasil.  It was unknown which dose in the series
she received.  Subsequently the patient experienced vaginal ulcers.  Unspecified medical attention was sought.  The outcome of the event was not reported.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

305906-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Vaginal ulceration

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7238
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Feb-2008
Status Date

--
State

WAES0801USA03526
Mfr Report Id

Information has been received from a health professional concerning a female who in 2007 was vaccinated with the first dose of GARDASIL. Per the reporter,
the patient fainted after receiving the first dose of GARDASIL. The patient sought unspecified medical attention. Subsequently, the patient recovered from
having fainted. No further informtion was provided. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

305907-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7239
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Feb-2008
Status Date

--
State

WAES0801USA03560
Mfr Report Id

Information has been received from a physician concerning a 16 year old female who was vaccinated with Gardasil.  Concomitant therapy included tetanus
toxoid in the same arm.  The patient developed a blister at the injection site.  The patient's sister also received the first dose of Gardasil and had the same
adverse event (WAES #0801USA01424).  Subsequently, the patient recovered.  No further information was provided regarding this adverse experience.  This
is one of several reports from the same source.  Additional information has been requested.

Symptom Text:

Tetanus toxoidOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

305908-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site vesicles

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7240
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Jan-2008
Vaccine Date

15-Jan-2008
Onset Date

0
Days

29-Feb-2008
Status Date

NJ
State

WAES0801USA03633
Mfr Report Id

Information has been received from a Registered Nurse concerning a 25 year old female who on 15-JAN-2008 was vaccinated IM with the first dose of Gardasil
(Lot #659653/01448U).  Concomitant therapy included YASMIN.  The patient experienced dizziness on the afternoon of the injection (15-JAN-2008) and on the
morning of 16-JAN-2008 and 17-JAN-2008.  The patient's outcome was not reported.  The patient had an abnormal PAP test (results not reported).  Additional
information has been requested.

Symptom Text:

YasminOther Meds:
Lab Data:
History:
Prex Illness:

Pap test abnormal
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

305909-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1448U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7241
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Feb-2008
Status Date

--
State

WAES0801USA03641
Mfr Report Id

Information has been received from a Nurse Practitioner concerning a female who was vaccinated with the second dose of GARDASIL. Subsequently the
patient experienced pain in her abdomen and turned yellow for two weeks. The patient's outcome was not reported. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

305910-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Yellow skin

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7242
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Feb-2008
Status Date

MO
State

WAES0801USA03642
Mfr Report Id

Information has been received from a physisican concerning 2 patients (ages and gender unknown), who, on unspecified dates, were vaccinated with doses of
GARDASIL. Subsequently, the patients experienced urinary tract problems, then later experienced chills and nausea. At the time of the report, the outcomes of
the patients were unknown. This is one of two reports from the same source. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

305911-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Chills, Nausea, Urinary tract disorder

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7243
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Jan-2008
Vaccine Date

10-Jan-2008
Onset Date

6
Days

29-Feb-2008
Status Date

--
State

WAES0801USA03650
Mfr Report Id

Information has been received from a medical assistant concerning a 9 year old female who on 26-OCT-2007 was vaccinated with her first dose of Gardasil (lot
number: 658488/0930U).  On 04-JAN-2008 she was vaccinated with her second dose of Gardasil (lot number: 657868/0523U).  On approximately 10-JAN-
2008, "1 week ago" the patient experienced cramps and vaginal bleeding.  The patient's cramps and vaginal bleeding persisted.  No further information is
available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
9.0

305912-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Muscle spasms, Vaginal haemorrhage

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0523U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7244
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Jan-2008
Vaccine Date

17-Jan-2008
Onset Date

1
Days

29-Feb-2008
Status Date

--
State

WAES0801USA03672
Mfr Report Id

Information has been received from a physician concerning an 18 year old female with an allergy to chloral hydrate capsule and a history of migraine and
attention deficit/hyperactivity order who on 05-SEP-2007 (lot number:0724U/657756) and 09-NOV-2007 was vaccinated with her first and second d dose of
GARDASIL (lot number: 0530U) and her third dose on 16-JAN-2008. Concomitant therapy included sumatriptan (IMITREX (sumatriptan)) and ADDERALL
TABLETS. On 17-JAN-2008 the patient experienced incorrect schedule and pain at injection site. The patient's incorrect schedule and pain at injection site
persisted. No further information is available.

Symptom Text:

ADDERRALL TABLETS; INITREX (SUMATRIPTAN)Other Meds:
Lab Data:
History:

Attention deficit/hyperactivity disorderPrex Illness:

Unknown
Attention deficit/hyperactivity disorder; Drug hypersensitivity

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

305913-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7245
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Feb-2008
Status Date

OH
State

WAES0801USA03710
Mfr Report Id

Information has been received from a physician concerning a 15 year old female who was vaccinated with first dose of Gardasil and became lightheaded.
Unspecified medical attention was sought.  Subsequently, the patient recovered from lightheadedness.  This is one of several reports received from the same
source.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

305914-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7246
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Jan-2008
Vaccine Date

16-Jan-2008
Onset Date

0
Days

29-Feb-2008
Status Date

--
State

WAES0801USA03759
Mfr Report Id

Information has been received from a health professional concerning a 12 month old female with a history of gastrooesophageal reflux disease who on 16-JAN-
2008 was vaccinated IM in the right thigh with GARDASIL (659055/1522U) in error. Concomitant therapy included PREVNAR, hepatitis A virus vaccine
(unspecified) and diphtheria toxoid (+) pertussis acellular vaccine (unspecified) (+) tetanus toxoid. On 16-JAN-2008 the patient experienced vaccine
administration in error, inappropriate age and swelling the size of a half-dollar at the injection site. The patient sought unspecified medical attention. The
patient's administered in error and inappropriate age and swelling at the injection site persisted. The reporter has requested that MTM from MNSC contact the
clinic about his event. Additional information  has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Gastrooesophageal reflux disease

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
1.1

305915-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, Injection site swelling, Medication error

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

VARCEL
DTAP
HEPA
PNC
HPV4

UNKNOWN MANUFACTURER
UNKNOWN MANUFACTURER
UNKNOWN MANUFACTURER
WYETH PHARMACEUTICALS, INC
MERCK & CO. INC.

NULL
NULL
NULL
NULL
1522U 0

Right leg
Unknown
Unknown
Unknown
Unknown

Intramuscular
Unknown
Unknown
Unknown

Intramuscular



10 JUN 2008 06:27Report run on: Page 7247
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Jan-2008
Vaccine Date

10-Jan-2008
Onset Date

0
Days

29-Feb-2008
Status Date

TX
State

WAES0801USA03763
Mfr Report Id

Information has been received from a physician concerning a 20 year old female with a history of lightheadedness and low blood pressure (February 2007) who
on 10-JAN-2008 was vaccinated with the first dose of Gardasil.  Concomitant therapy included methacycline.  On 10-JAN-2008 the patient experienced
lightheadedness, tunnel vision, cold sweats, nausea, lowered blood pressure, a swollen tongue and her throat started to close roughly 2 minutes after receiving
Gardasil.  Subsequently, the patient recovered from lightheadedness, tunnel vision, cold sweats, nausea, low blood pressure, swollen tongue and closing
throat.  The patient sought unspecified medical attention in the physician's office.  No further information was provided.  Additional information has been
requested.

Symptom Text:

MethacyclineOther Meds:
Lab Data:
History:
Prex Illness:

Hematology
Lightheadedness; low blood pressure

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

305916-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Cold sweat, Dizziness, Hypotension, Nausea, Swollen tongue, Throat tightness, Tunnel vision

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7248
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Nov-2007
Vaccine Date

11-Nov-2007
Onset Date

1
Days

29-Feb-2008
Status Date

--
State

WAES0801USA03769
Mfr Report Id

Information has been received from a pharmacist concerning an 18 year old female who on 10-NOV-2007 was vaccinated with the first dose of Gardasil.
Concomitant therapy included CHEMET. The patient has been receiving CHEMET for mercury poisoning and was to complete a 2 year course of treatment.
The patient had been taking CHEMET four times per day for several months without problem. On 11-NOV-2007 the patient experienced lip swelling, mouth
swelling and throat swelling. The patient contacted her physician by phone and was suggested to stop the CHEMET. The patient discontinued the CHEMET
and the symptoms resolved without treatment. After 3 weeks, the patient restarted taking CHEMET and the lip, mouth, and throat swelling returned the next
day. The patient has discontinued CHEMET and has fully recovered. The patient will not receive further doses of Gardasil. No further information is available.
Additional information is not expected.

Symptom Text:

CHEMETOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

305917-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Lip swelling, Oedema mouth, Pharyngeal oedema

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7249
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Feb-2008
Status Date

OH
State

WAES0801USA03777
Mfr Report Id

Information has been received from a physician concerning approximately 14 year old female who on unspecified date was vaccinated with the first dose of
Gardasil and passed out, and needed stitches on her nose, because the bridge of her glasses cut her nose.  Subsequently, the patient recovered.  This is one
of several reports received from the same source.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

305918-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness, Skin laceration

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7250
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Oct-2007
Vaccine Date

30-Oct-2007
Onset Date

0
Days

29-Feb-2008
Status Date

TX
State

WAES0801USA03778
Mfr Report Id

Information has been received from a nurse practitioner concerning a 26 year old female who on 30-OCT-2007 was vaccinated intramuscularly with her 1st
dose of Gardasil (lot # 659435/1265U).  Concomitant therapy included YAZ.  It was reported that the patient experienced pain at the injection site.  The patient's
pain at the injection site persisted.  No further information was provided.  Additional information has been requested.

Symptom Text:

YAZOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

305919-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1265U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7251
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Dec-2007
Vaccine Date

07-Dec-2007
Onset Date

0
Days

29-Feb-2008
Status Date

TX
State

WAES0801USA03780
Mfr Report Id

Information has been received from a physician concerning a 15 year old female patient who on 07-DEC-2007 was vaccinated IM with the first dose of Gardasil
(lot# 659437/1266U). Concomitant therapy included LOESTRIN. On 07-DEC-2007 the patient experienced pain at the injection site. Medical attention was
sought. As of 21-DEC-2007 the patient's pain at the injection site persisted. No product quality complaint was involved. Additional information has been
requested.

Symptom Text:

LOESTRINOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

305920-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1266U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7252
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Jan-2008
Vaccine Date

14-Jan-2008
Onset Date

0
Days

29-Feb-2008
Status Date

--
State

WAES0801USA03786
Mfr Report Id

Information has been received from a health professional concerning a 21 year old female with an allergy to penicillin, who on 14-JAN-2008 was vaccinated
with the second dose of Gardasil (lot# 655154/1210U). Concomitant therapy included hormonal contraceptives (unspecified). Within 24 hours the patient
developed fever of 102F, headache, nausea, dizziness, muscle aches and low back pain. Treatment oral Benadryl every 4 hours for 48 hours. The patient was
recovering, but still had some dizziness, low back pain and is tired. The patient did not experience any adverse effects after her first vaccination. Medical
attention was sought. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:

Penicillin allergyPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

305921-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Back pain, Dizziness, Fatigue, Headache, Myalgia, Nausea, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1210U 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7253
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Feb-2008
Status Date

VA
State

WAES0801USA04015
Mfr Report Id

Information has been received from a physician concerning a female who on unspecified date was vaccinated with Gardasil and experienced nausea after the
3rd dose. No further information was provided. This is one of several reports received from the same source. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

305922-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7254
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
01-Dec-2007
Onset Date Days

29-Feb-2008
Status Date

--
State

WAES0801USA04107
Mfr Report Id

Information has been received from a consumer, concerning her 20 year old daughter with a sulfonamide allergy and drug hypersensitivity to cephalosporin,
who was vaccinated with the first and second dose of Gardasil (date and lot # not reported). Concomitant therapy included YASMIN. In December 2007 ("about
four weeks ago"), her daughter developed swollen glands on both sides of her groin area. Diagnostic blood tests were obtained (specific test and results not
provided). At the time of this report, the outcome of the event was unknown. Additional information has been requested.

Symptom Text:

YASMINOther Meds:
Lab Data:
History:

Sulfonamide allergy; Drug hypersensitivityPrex Illness:

diagnostic hematology

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

305923-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Lymphadenopathy

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7255
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Nov-2007
Vaccine Date

01-Dec-2007
Onset Date

30
Days

29-Feb-2008
Status Date

PA
State

WAES0801USA04110
Mfr Report Id

Information has been received from a licensed practical nurse, via a company representative, concerning a female patient (age not reported), who in November
2007, was vaccinated with a dose, 0.5 ml, of Gardasil (lot # not reported). In December 2007, one month after vaccination, the patient developed shingles. At
the time of this report, the outcome of the event was unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

305924-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Herpes zoster

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7256
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
05-Jan-2008
Onset Date Days

29-Feb-2008
Status Date

PA
State

WAES0801USA04183
Mfr Report Id

Information has been received from a consumer concerning her 19 year old daughter who was vaccinated with all 3 doses of Gardasil. On 05-JAN-2008, after
the second dose, the patient experienced mild hives and blotches. After receiving the third dose, the patient had huge red blotches on her face that became dry
and warm to the touch. As of 18-JAN-2008, the patient was recovering. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

305925-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dry skin, Rash macular, Skin warm, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7257
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Jan-2008
Vaccine Date

17-Jan-2008
Onset Date

0
Days

29-Feb-2008
Status Date

CA
State

WAES0801USA04233
Mfr Report Id

Information has been received from a physician concerning a 17 year old female patient, who on 17-JAN-2008 was vaccinated orally with the first dose of
Gardasil. On 17-JAN-2008 the patient experienced lymphadenopathy and a fever. Medical attention was sought. The patient's lymphadenopathy and fever
persisted. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

305926-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Incorrect route of drug administration, Lymphadenopathy, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown By Mouth



10 JUN 2008 06:27Report run on: Page 7258
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Jan-2008
Vaccine Date

Unknown
Onset Date Days

29-Feb-2008
Status Date

RI
State

WAES0801USA04235
Mfr Report Id

Information has been received from a consumer concerning herself with a history of infectious mononucleosis two years ago and seasonal allergies who on 21-
NOV-2007 was vaccinated with her first dose of Gardasil. Concomitant therapy included LOESTRIN. On 10-JAN-2008 the patient was vaccinated with her
second dose of Gardasil. After receiving the second dose in January 2008, the patient experienced scab at the injection site and scabs on her torso. The
patient's scab at the injection site and scabs on her torso persisted. She indicated she did not have any adverse events after the first dose. The patient gives
permission to contact her physician. Additional information has been requested.

Symptom Text:

LOESTRINOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Infectious mononucleosis; Seasonal allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

305927-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site scab, No reaction on previous exposure to drug, Scab

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7259
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Feb-2008
Status Date

--
State

WAES0801USA04272
Mfr Report Id

Information has been received from a health professional concerning herself who reports that every time she administered the Gardasil vaccine to a patient her
lips swelled.  No other information was available and the physician can not be contacted.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

305928-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Lip swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7260
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Jan-2008
Vaccine Date

13-Jan-2008
Onset Date

11
Days

29-Feb-2008
Status Date

PA
State

WAES0801USA04291
Mfr Report Id

Information has been received from a physician concerning a 19 year old female with anaemia who on 02-JAN-2008 was intramuscularly vaccinated with her
first dose of Gardasil (lot # 659437/1266U).  On 13-JAN-2008 the patient experienced syncope.  She went to the ER and was found to be slightly anemic.  On
19-JAN-2008 the patient had an office visit and experienced shortness of breath and generally did not feel well.  Subsequently, the patient recovered from
syncope but not from the shortness of breath.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

AnaemiaPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

305929-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anaemia, Dyspnoea, Malaise, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1266U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7261
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Jan-2008
Vaccine Date

17-Jan-2008
Onset Date

0
Days

29-Feb-2008
Status Date

CA
State

WAES0801USA04295
Mfr Report Id

Information has been received from a physician concerning a 17 year old female, with no pertinent medical history or drug reactions/allergies, who on 18-JAN-
2008 was vaccinated with Gardasil (lot # "0972U"). The patient received her second dose of Gardasil (lot # 659653/1448U) on 17-JAN-2008, which resulted in
an inappropriate schedule of vaccine administered. Concomitant therapy included hormonal contraceptives (unspecified). On 18-JAN-2008 the patient
experienced fatigue and lymphadenopathy in the left supraclavicular area. The patient's fatigue and lymphadenopathy persisted. The patient was examined by
the physician on 21-JAN-2008 and the lymphedematous area remained the same although the patient was less fatigued. Additional information has been
requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

305930-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Fatigue, Inappropriate schedule of drug administration, Lymphadenopathy

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1448U 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7262
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Feb-2008
Status Date

--
State

WAES0801USA04311
Mfr Report Id

Information has been received from a physician, via a company representative, concerning an 18 year old female patient, who was vaccinated with the first
dose of Gardasil (date, dosing details and lot # not reported), and subsequently "came down with genital warts."  The patient completed the second and third
dose of the vaccination series.  At the time of this report, the outcome of the event was unknown.  The reporting physician did not feel that the genital warts
were related to therapy with Gardasil.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

305931-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anogenital warts

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7263
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-May-2007
Vaccine Date

08-May-2007
Onset Date

0
Days

29-Feb-2008
Status Date

CO
State

WAES0801USA04322
Mfr Report Id

Information has been received from a physician concerning a 16 female who tested negative for High Risk HPV on 06-Jan-2007. On 16-JAN-2007, the patient
was IM vaccinated with her first dose of Gardasil (Lot # 653736/0868F). The patient received her second intramuscular dose of Gardasil (Lot # 653736/0014U)
on 13-Mar-2007. The third dose of Gardasil (Lot # 653736/0014U) was IM administered on 08-May-2007. A fourth dose of Gardasil (Lot # 653736/0014U) is
reported to have been given to the patient on 10-Jul-2007. Concomitant therapy included hormonal contraceptives (unspecified). On 15-JAN-2008 the patient
tested positive for High Risk HPV. Subsequently, the patient is not recovered. The patient sought unspecified medical treatment. Additional information has
been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

cervix HPV DNA assay 01/06/07 - negative for High Risk HPV; cervix HPV DNA assay 01/15/08 - positive for High Risk HPV
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

305932-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, Papilloma viral infection

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0014U 3 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7264
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Feb-2008
Status Date

OH
State

WAES0801USA04488
Mfr Report Id

Information has been received from a health professional, who is a business manager at a pediatric facility, concerning a female (age unknown) who on an
unspecified date was vaccinated with a dose of Gardasil.  Subsequently on an unknown date the patient experienced syncope.  The outcome was not reported.
 This is one of several reports from the same source.  Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

305933-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7265
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Jan-2008
Vaccine Date

15-Jan-2008
Onset Date

1
Days

29-Feb-2008
Status Date

CT
State

WAES0801USA04349
Mfr Report Id

Information has been received from a physician concerning a 17 year old female who on 14-JAN-2008 was vaccinated with her first dose of Gardasil (lot #
654702/0011U).  Concomitant therapy included methylphenidate HC1 (CONCERTA) and clonidine HC1 (APO-CLONIDINE).  On 15-JAN-2008 the patient
experienced low grade fever, dizziness, headache, nausea and stiffness in her right arm.  The vaccine was administered in her right arm.  She was instructed
to take ibuprofen and apply ice.  No further information is available.

Symptom Text:

APO-CLONIDINE; CONCERTAOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

305934-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Headache, Musculoskeletal stiffness, Nausea, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0011U 0 Right arm Unknown



10 JUN 2008 06:27Report run on: Page 7266
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Feb-2008
Status Date

--
State

WAES0801USA04350
Mfr Report Id

Information was received from a consumer in regards to an unknown number of patients who were vaccinated with Gardasil and experienced extreme pain at
the injection site. Lot numbers and physician's information was not available. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

305935-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7267
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Feb-2008
Status Date

OH
State

WAES0801USA04367
Mfr Report Id

Information has been received from a physician concerning a 24 year old female who was intramuscularly vaccinated with her second dose of Gardasil (lot #
658560/1062U). Concomitant therapy included PERCOCET. About a month after the vaccine was administered, the patient sought unspecified medical
treatment via an office visit for a painful lump at the injection site. The patient did not have any adverse reactions to the first dose. Additional information has
been requested.

Symptom Text:

PERCOCETOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

305936-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site mass, Injection site pain, No reaction on previous exposure to drug

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1062U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7268
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
M

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Feb-2008
Status Date

OH
State

WAES0801USA04489
Mfr Report Id

Information has been received from a healthcare professional, who is the business manager at a pediatric facility, concerning a 13 year old male who on an
unspecified date was vaccinated with a dose of Gardasil.  Subsequently, on an unknown date the patient experienced syncope.  The outcome was not
reported.  This is one of several reports from the same source.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

305937-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope, Wrong drug administered

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7269
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Feb-2008
Status Date

--
State

WAES0801USA04372
Mfr Report Id

Information has been received from a health professional concerning two female patients who were vaccinated intramuscularly with their third dose of Gardasil.
Within about two weeks, the patients experienced genital warts.  Both patients said they were not sexually active for about 5 months.  Additional information
has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

305938-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anogenital warts

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7270
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Jan-2008
Vaccine Date

Unknown
Onset Date Days

29-Feb-2008
Status Date

--
State

WAES0801USA04400
Mfr Report Id

Information has been received from a consumer concerning her daughter, who on 17-JAN-2008 was vaccinated with her first dose of Gardasil. Patient is two
days delayed with her period. No further information was provided. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

305939-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Menstruation delayed

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7271
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Oct-2007
Vaccine Date

14-Oct-2007
Onset Date

2
Days

29-Feb-2008
Status Date

NJ
State

WAES0801USA04401
Mfr Report Id

Information has been received from an RN concerning a 16 year old white female student with no medical history who on the afternoon of 12-OCT-2007 was
vaccinated IM with her second dose of Gardasil, lot #658560/1062U. On the afternoon of 14-OCT-2007 the patient developed lymphadenopathy, left axilla. No
medical attention was required. Subsequently, the patient recovered. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

305940-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Lymphadenopathy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1062U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7272
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Feb-2008
Status Date

OH
State

WAES0801USA04490
Mfr Report Id

Information has been received from a health professional, who is a business manager at a pediatric facility, concerning a 17 year old female who on an
unspecified date was vaccinated with a dose of Gardasil.  Subsequently, on an unknown date the patient experienced syncope.  The outcome was not
reported.  This is one of several reports from the same source.  Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

305941-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7273
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Feb-2008
Status Date

--
State

WAES0801USA04403
Mfr Report Id

Information has been received from a health professional concerning a 13 year old female with a history of nonspecific allergy to metals who was vaccinated
with her first dose of Gardasil. Concomitant therapy included DEPO-PROVERA. Subsequently the patient experienced injection site reaction. The patient
sought unspecified medical treatment during an office visit. Subsequently, the patient recovered from injection site reaction. Additional information has been
requested.

Symptom Text:

DEPO-PROVERAOther Meds:
Lab Data:
History:
Prex Illness:

None
Allergy to metals

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

305942-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site reaction

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7274
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Jan-2008
Vaccine Date

15-Jan-2008
Onset Date

12
Days

29-Feb-2008
Status Date

--
State

WAES0801USA04410
Mfr Report Id

Information has been received from a physician concerning his sister, a 20 year old female with a history of dysmenorrhoea who on approximately 03-JAN-
2008 was vaccinated with her first dose of Gardasil.  Concomitant therapy included hormonal contraceptives (unspecified).  Twelve or thirteen days after
vaccination, the patient experienced dizziness and almost passed out.  The patient sought unspecified medical treatment by contacting her brother who is a
physician.  The patient has been in and out of the emergency room because of the dizziness.  A CBC, CT scan, and urinalysis were performed and all were
normal.  The patient received the vaccine from her pediatrician, so no further information is available.  The patient is still experiencing the severe dizziness.
Additional information has been requested.

Symptom Text:

Hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

Computed axial normal; complete blood cell normal; urinalysis normal.
Dysmenorrhoea

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

305943-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Presyncope

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7275
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Jan-2008
Vaccine Date

17-Jan-2008
Onset Date

0
Days

29-Feb-2008
Status Date

CA
State

WAES0801USA04418
Mfr Report Id

Information has been received from a physician concerning a 21 year old female who on 17-JAN-2008 was vaccinated with Gardasil. On 17-JAN-2008 the
patient experienced swollen eyes. The patient experienced swollen eyes after receiving her second and third doses. No further information about the first dose
was available. The patient sought unspecified medical attention. Subsequently, the patient recovered from swollen eyes. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

305944-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Eye swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7276
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Mar-2007
Vaccine Date

28-Mar-2007
Onset Date

0
Days

29-Feb-2008
Status Date

NY
State

WAES0801USA04419
Mfr Report Id

Information has been received from a health professional concerning a 27 year old female who on 28-MAR-2007 was IM vaccinated with her first dose of
Gardasil (lot# 0210U). Concomitant therapy included FLONASE, LOESTRIN, and AMOXIBRON. On 14-Jan-2008 the patient received her second dose of
Gardasil (Lot # 655327/1287U). On 15-JAN-2008 the patient experienced rash and some itching. Later the same day, the rash and itching spread to both
thighs. On 15-Jan-2008 and 16-Jan-2008 the reaction was getting worse. On 18-Jan-2008 the patient sought unspecified medical treatment by contacting the
physician's office. The patient was instructed to take Benadryl but the patient refused. The patient did not have any known reactions from the first dose.
Additional information has been requested.

Symptom Text:

AMOXIBRON; LOESTRIN; FLONASEOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

305945-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, No reaction on previous exposure to drug, Pruritus, Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1287U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7277
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Jan-2008
Vaccine Date

21-Jan-2008
Onset Date

0
Days

29-Feb-2008
Status Date

MO
State

WAES0801USA04420
Mfr Report Id

Information has been received from a nurse concerning a 13 year old female with a history of fainting with vaccines in general who on 21-JAN-2008 was
vaccinated with a third 0.5 mL dose of Gardasil (659437/1266U).  Subsequently, on 21-JAN-2008 the patient fainted when she stood up to leave the office.
The patients pupils were dilated, arms were held tight to chest, and she was non responsive.  EMS got called to the office.  Subsequently, on 21-JAN-2008, the
patient recovered.  No product quality complaint was involved.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Syncope

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

305946-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Muscle tightness, Mydriasis, Syncope, Unresponsive to stimuli

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1266U 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7278
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Feb-2008
Status Date

MO
State

WAES0801USA04421
Mfr Report Id

Information has been received from a physician concerning a female (unknown age) with an unspecified history and allergies reported, who on an unspecified
date was vaccinated with a 0.5 dose of Gardasil.  The lot number was not reported.  Subsequently, on an unknown date the patient experienced a knot at the
injection site.  Unspecified medical attention was sought.  No product quality complaint was involved.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

305947-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site mass

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7279
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Jan-2008
Vaccine Date

21-Jan-2008
Onset Date

0
Days

29-Feb-2008
Status Date

--
State

WAES0801USA04429
Mfr Report Id

Information has been received from a vaccine coordinator concerning a 17 year old female with no pertinent medical history, who on 21-JAN-2008 was
vaccinated with Gardasil and fainted.  It was noted that the patient has a history of fainting when given a shot.  The physician's assistant said that it did not
meet the symptoms of a seizure.  Unspecified medical attention was sought.  Subsequently, the patient recovered from faint.  No further information was
provided.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

305948-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7280
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Jan-2008
Vaccine Date

15-Jan-2008
Onset Date

0
Days

29-Feb-2008
Status Date

NJ
State

WAES0801USA04439
Mfr Report Id

Information has been received from Merck pregnancy registry through a physician concerning a female who on approximately 15-JAN-2008 was vaccinated IM
with the first dose of Gardasil. On approximately 15-JAN-2008 the patient experienced nausea, vomiting, lower abdominal pain and diarrhea. The patient
received the second dose at an unspecified date while pregnant. Unknown medical attention was sought. The patient's outcome was unknown. No product
quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = Unknown)Prex Illness:

urinalysis

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

305949-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain lower, Diarrhoea, Drug exposure during pregnancy, Nausea, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7281
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Feb-2008
Status Date

CT
State

WAES0801USA04442
Mfr Report Id

Information has been received from a physician concerning a 15 year old female patient who was vaccinated with a third dose of Gardasil.  Concomitant
therapy included MENACTRA.  Subsequently the patient broke out in hives.  The physician stated that after each of the three doses the patient broke out in
hives.  The reaction became worse each time.  Unknown medical attention was sought.  The patient had not recovered.  No product quality complaint was
involved.  Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

305950-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7282
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jun-2007
Vaccine Date

Unknown
Onset Date Days

29-Feb-2008
Status Date

CT
State

WAES0801USA04447
Mfr Report Id

Information has been received from a consumer, concerning his 12 year old daughter with no known allergies, who in June 2007, was vaccinated with the first
dose of Gardasil (lot # not reported). Concomitant therapy included an unspecified beta blocker (indication not reported). Following the vaccination (date not
specified), his daughter saw a cardiologist and had an electrocardiogram (EKG) result of an elongated QTC level of 494 (units not specified), with the potential
for arrhythmia. In August 2007, his daughter was vaccinated with the second dose of Gardasil (lot # not reported). Following the second vaccination, her
"LQTC" level was higher at 502 (date and units not specified). At the time of this report, the patient had not recovered. Additional information has been
requested.

Symptom Text:

therapy unspecifiedOther Meds:
Lab Data:
History:
Prex Illness:

electrocardiogram 06?/??/07 - elongated QTC 494, potential for arrhythmia; electrocardiogram 08?/??/07 - "LQTC" 502
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

305951-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Electrocardiogram QT prolonged

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7283
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Dec-2007
Vaccine Date

27-Dec-2007
Onset Date

1
Days

29-Feb-2008
Status Date

NJ
State

WAES0801USA04448
Mfr Report Id

Information has been received from a health professional concerning an 18 year old female patient with no medical history who on 31-OCT-2007, was
vaccinated into the right deltoid with a first dose of Gardasil (Lot# 0530U).  On 26-DEC-2007, the patient was vaccinated into the left deltoid with a second dose
of Gardasil (Lot# 655154/1210U).  On 27-DEC-2007, the patient complained of her face being very swollen and itchy.  She was advised to take BENADRYL 50
mg PO and if it did not get any better to go to the emergency room.  No laboratory diagnostic tests were performed.  At the time of this report, the patient's
outcome was unknown.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

305952-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus, Swelling face

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1210U 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7284
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Feb-2007
Vaccine Date

16-Feb-2007
Onset Date

0
Days

29-Feb-2008
Status Date

WA
State

WAES0801USA04449
Mfr Report Id

Information has been received from a Nurse concerning a 16 year old female who on 16-FEB-2007 was vaccinated IM in the left deltoid with a 0.5 ml first dose
of Gardasil (lot# 653735/0688F).  On 26-APR-2007 the patient received IM in the left gluteal muscle with a second dose (lot# 657006/0188U) and on 21-Aug-
2007 received IM in the unspecified gluteal muscle with the third dose (lot# 657622/0388U).  The nurse mentioned that the patient experienced pain after
receiving the first dose.  Medical attention was sought.  Subsequently the patient recovered from pain.  No product quality complaint was involved.  The nurse
mentioned almost every patient (unspecified number) who received the vaccine complained of having pain for 2 or 3 days.  Attempts are being done to find
more information about other patients.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

305953-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pain, Wrong technique in drug usage process

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0688F 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 7285
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Feb-2008
Status Date

OH
State

WAES0801USA04479
Mfr Report Id

Information has been received from a health professional, who is a business manager at a pediatric facility, concerning a female (age unknown) who on an
unspecified date was vaccinated with a dose of Gardasil.  Subsequently on an unknown date the patient experienced syncope.  The outcome was not reported.
 This is one of several reports from the same source.  Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

305954-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7286
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Feb-2008
Status Date

OH
State

WAES0801USA04480
Mfr Report Id

Information has been received from a health professional, who is a business manager at a pediatric facility, concerning a female (age unknown) who on an
unspecified date was vaccinated with a dose of Gardasil. Subsequently on an unknown date the patient experienced syncope. The outcome was not reported.
This is one of several reports from the same source.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

305955-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7287
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Feb-2008
Status Date

--
State

WAES0801USA04504
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with 0.5 ml of Gardasil via injection.  The physician reported that after
the patient received the shot she fainted.  Because of the fall the patient had a cut and had to received 6 stitches.  No lot number was provided and no further
information was provided.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

305956-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Laceration, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7288
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Feb-2008
Status Date

OH
State

WAES0801USA04481
Mfr Report Id

Information has been received from a health professional, who is a business manager at a pediatric facility, concerning a female (age unknown) who on an
unspecified date was vaccinated with a dose of Gardasil.  Subsequently on an unknown date the patient experienced syncope.  The outcome was not reported.
 This is one of several reports from the same source.  Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

305957-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7289
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Feb-2008
Status Date

OH
State

WAES0801USA04482
Mfr Report Id

Information has been received from a health professional, who is a business manager at a pediatric facility, concerning a female (age unknown) who on an
unspecified date was vaccinated with a dose of Gardasil.  Subsequently on an unknown date the patient experienced syncope.  The outcome was not reported.
 This is one of several reports from the same source.  Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

305958-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7290
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Feb-2008
Status Date

KS
State

WAES0801USA04516
Mfr Report Id

Information has been received from a physician concerning a female patient who was vaccinated with a first dose and second of Gardasil.  Subsequently the
patient fainted after the first injection.  Unspecified medical attention was sought by the patient.  Subsequently, the patient recovered.  It was reported that
patient did not experience any adverse events after the second vaccination.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

305959-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7291
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Feb-2008
Status Date

OH
State

WAES0801USA04483
Mfr Report Id

Information has been received from a health professional, who is a business manager at a pediatric facility, concerning a female (age unknown) who on an
unspecified date was vaccinated with a dose of Gardasil.  Subsequently on an unknown date the patient experienced syncope.  The outcome was not reported.
 This is one of several reports from the same source.  Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

305960-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7292
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Feb-2008
Status Date

--
State

WAES0801USA04484
Mfr Report Id

Information has been received from a health professional, who is a business manager at a pediatric facility, concerning a female (age unknown) who on an
unspecified date was vaccinated with Gardasil. Subsequently on an unknown date the patient experienced syncope. The outcome was not reported. This is one
of several reports from the same source. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

305961-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7293
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Feb-2008
Status Date

OH
State

WAES0801USA04485
Mfr Report Id

Information has been received from a health professional, who is a business manager at a pediatric facility, concerning a female (age unknown) who on an
unspecified date was vaccinated with a dose of Gardasil. Subsequently on an unknown date the patient experienced syncope. The outcome was not reported.
This is one of several reports from the same source. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

305962-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7294
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Feb-2008
Status Date

PA
State

WAES0801USA04520
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with the second dose of GARDASIL (lot# 658558/1061U).
Subsequently the patient experienced macular type rash on her chest and stomach. the physician reported that this "rash had appeared after receiving both
first and second doses". The physician also reported that the rash was non-pruritic. Unknown medical attention was sought. The patient recovered on an
unknown date. No product quality complaint was involved. Additional information was involved.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

305963-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash macular, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1061U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7295
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Feb-2008
Status Date

OH
State

WAES0801USA04486
Mfr Report Id

Information has been received from a health professional, who is a business manager at a pediatric facility, concerning a female (age unknown) who on an
unspecified date was vaccinated with a dose of GARDASIL. Subsequently on an unknown date the patient experienced syncope. The outcome was not
reported. This is one of several reports from the same source. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

305964-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7296
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Feb-2008
Status Date

OH
State

WAES0801USA04487
Mfr Report Id

Information has been received from a health professional, who is a business manager at a pediatric facility, concerning a female (age unknown) who on an
unspecified date was vaccinated with a dose of GARDASIL. Subsequently on an unknown date the patient experienced syncope. The outcome was not
reported. This is one of several reports from the same source. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

305965-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7297
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
M

Gender
21-Aug-2007
Vaccine Date

21-Aug-2007
Onset Date

0
Days

29-Feb-2008
Status Date

TX
State

WAES0801USA04576
Mfr Report Id

Information has been received from a consumer concerning her son with a history of migraine and no drug reaction or allergies, who on 21-AUG-2007 went to
the doctor's office for physical and was vaccinated with first dose of Gardasil (lot # not provided). Consumer stated that the patient's breasts were tender and
sticking out, but she thought that it was part of puberty. Unspecified medical attention was sought. No additional information was provided. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Migraine

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

305966-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Breast tenderness, Gynaecomastia, Wrong drug administered

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7298
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Jan-2008
Vaccine Date

16-Jan-2008
Onset Date

1
Days

29-Feb-2008
Status Date

--
State

WAES0801USA04579
Mfr Report Id

Information has been received from a consumer concerning her daughter who in approximately June 2007, was vaccinated with the first dose of GARDASIL.
The patient received the third dose of GARDASIL on 15-JAN-2008. On 16-JAN-2008 the patient experienced pain around the injection site. The pain began
escalating since then, and radiated down to her elbow. The mother did not know which arm the reaction occurred. The mother also reported that the patient
almost fainted after receiving her first dose of GARDASIL. There were no reported reactions after receiving the second dose. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

305967-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Presyncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7299
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jan-2008
Vaccine Date

18-Jan-2007
Onset Date

-365
Days

29-Feb-2008
Status Date

--
State

WAES0801USA04593
Mfr Report Id

Information has been received from a physician concerning a 20 year old female with a history of syncope who on 18-JAN-2008 was vaccinated with a first
dose of Gardasil.  There was no concomitant medication.  On 18-JAN-2007 the patient "looked like she was going to faint."  Unspecified medical attention was
sought.  On 18-JAN-2007, the patient recovered.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
Syncope

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

305968-1

06-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Presyncope

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7300
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Jan-2008
Vaccine Date

10-Jan-2008
Onset Date

0
Days

29-Feb-2008
Status Date

TX
State

WAES0801USA04621
Mfr Report Id

Information has been received from a health professional concerning a 20 year old white female with no pertinent medical history or drug reactions/allergies
and no illness at the time of vaccination who on 10-JAN-2008 was vaccinated with a first dose of Gardasil (lot# 659439/1267U) IM into the right deltoid at 11
AM.  There was no concomitant medication.  On 10-JAN-2008 at 11:10 AM the patient experienced swelling of tongue and throat, stomach pain, burning at the
injection site, feeling dizzy, ears were burning and had a drop in blood pressure.  The patient was given a 50 mg (diphenhydramine hc1) BENADRYL IM into
the left deltoid at 11:20 AM.  All adverse reactions were stopped by 11:50 AM.  The patient was released to go home at 1PM.  The patient stated she slept until
3 PM and awoke feeling great.  At the time of reporting the patient had recovered.  Additional information is not expected.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

305969-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain upper, Blood pressure decreased, Dizziness, Ear discomfort, Injection site irritation, Pharyngeal oedema, Swollen tongue

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1267U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7301
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Nov-2007
Vaccine Date

16-Nov-2007
Onset Date

0
Days

29-Feb-2008
Status Date

MI
State

WAES0801USA04627
Mfr Report Id

Information has been received from a registered nurse concerning an 18 year old female with a history of migraines and no known drug allergies who on 16-
NOV-2007 was vaccinated with the first dose GARDASIL 0.5 mL IM (Lot # 0469U). Concomitant therapy included YASMIN. On 16-NOV-2007 shortly after she
received the first dose, the patient developed a migraine. She received the second dose on 21-JAN-2008 (Lot # 655327/1287U). On the evening of 22-JAN-
2008, the patient experienced an itchy rash on both arms, legs and trunk which was spreading up her neck by the morning of 23-JAN-2008. The nurse reported
that the patient had recently been sitting in a hot tub with friends for a few hours a day. The rash was not evaluated by a health care professional but was
reported by the patient to the office. The nurse indicated the rash was not thought to be hives or indicative of hypersensitivity. Th rash was treated with topical
BENADRYL. As of 23-JAN-2008, the patient was recovering. Additional information has been requested.

Symptom Text:

YASMINOther Meds:
Lab Data:
History:
Prex Illness:

None
Migraine

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

305970-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Condition aggravated, Migraine, Rash, Rash pruritic

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0469U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7302
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Aug-2007
Vaccine Date

01-Jan-2008
Onset Date

132
Days

01-Mar-2008
Status Date

--
State

WAES0801USA04633
Mfr Report Id

Information has been received from a physician's assistant concerning a 15 year old female with no pertinent medical history or drug reactions/allergies on 22-
AUG-2007 was vaccinated with a first dose of Gardasil (lot#655617/1447F) IM. There was no concomitant medications. In August 2007 the patient experienced
cessation of menstruation. Medical attention was sought. The patient was seen by the physician's assistant in December 2007 and still did not start
menstruating. In January 2008, the patient had "some spotting". On an unspecified date the patient had a thyroid function test performed and was negative. At
the time of reporting the patient had not recovered. No further information was provided. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

thyroid function test - negative
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

305971-1

03-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Amenorrhoea, Metrorrhagia

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1477F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7303
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jan-2008
Vaccine Date

01-Jan-2008
Onset Date

0
Days

01-Mar-2008
Status Date

IL
State

WAES0801USA04642
Mfr Report Id

Information has been received from a physician and a healthcare professional concerning a 14 year old female who on approximately 01-JAN-2008 was
vaccinated with a second dose of Gardasil (659439/1267U).  On approximately 01-JAN-2008 following vaccination the patient experienced fainting.
Unspecified medical attention was sought.  Outcome unknown.  There was no product quality complaint.  This is one of several reports received from the same
source.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

305972-1

03-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1267U 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7304
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Jan-2008
Vaccine Date

15-Jan-2008
Onset Date

0
Days

01-Mar-2008
Status Date

IL
State

WAES0801USA04643
Mfr Report Id

Information has been received from a physician and a healthcare professional concerning a 16 year old female who on approximately 15-JAN-2008 was
vaccinated with a first dose of Gardasil (659439/1267U).  On approximately 15-JAN-2008 following vaccination the patient became pale and woozy, and had to
lay down.  Unspecified medical attention was sought.  Outcome unknown.  There was no product quality complaint.  This is one of several reports received from
the same source.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

305973-1

03-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Pallor

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1267U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7305
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
02-Mar-2008
Status Date

--
State

WAES0801USA04644
Mfr Report Id

Information has been received from a physician concerning a 14 year old female who was vaccinated IM with a dose of GARDASIL. Subsequently the patient
"came down with some syndrome", may have been Guillain-Barre syndrome. Medical attention was sought and the patient recovered. The consumer noted in
this report was not one of the physician's patients. Upon internal review, Guillain-Barre syndrome was considered to be an other important medical event. This
is a hearsay report in the absence of an identifiable patient. Attempts are being made to identify the existence of a patient. Additional information has been
requested.  3/10/08 Per FDA contact-DX: Bell's Palsy not GBS. Confirmed.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

305974-1

10-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Facial palsy

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7306
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Jan-2008
Vaccine Date

21-Jan-2008
Onset Date

0
Days

02-Mar-2008
Status Date

VA
State

WAES0801USA04649
Mfr Report Id

Information has been received from a licensed practical nurse concerning a 25 year old female with no pertinent medical history or drug reactions/allergies who
on 20-JUL-2007 was vaccinated with a first dose of Gardasil.  Concomitant therapy included LOESTRIN.  On 21-JAN-2008 the patient received a second dose
of Gardasil (lot# 659653/1448U) 0.5 mL IM.  On 22-JAN-2008 the patient developed a rash all over the body.  Medical attention was sought.  The office has
ruled out other factors except for Gardasil.  The patient was instructed to take BENADRYL.  At the time of reporting the patient had not recovered and will be
seen at the office on 23-JAN-2008.  No other details were given.  Additional information has been requested.

Symptom Text:

LoestrinOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

305975-1

03-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash generalised

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1448U 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7307
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
02-Mar-2008
Status Date

VA
State

WAES0801USA04664
Mfr Report Id

Information has been received from a registered nurse concerning her 12 year old granddaughter who in February 2007, was vaccinated with a first dose of
Gardasil (lot# unknown) injection.  In April 2007, the patient was vaccinated with a second dose of Gardasil injection and experienced dizziness.  Medical
attention was sought.  The patient recovered from dizziness.  In August 2007 the patient was vaccinated with a third dose of Gardasil injection.  Approximately
one week after receiving the third dose of Gardasil the patient had broken out in hives all over the body and since then the patient had developed rashes all
over her body, hands were turning blue and swelling had occurred.  The patient was given (diphenhydramine hc1) BENADRYL and (montelukast sodium)
SINGULAIR (MSD) to help with these symptoms, but they have not subsided.  The nurse reported that the patient had gone to the emergency room on 22-JAN-
2008 and was placed on prednisone (manufacturer unspecified).  The nurse was not sure if the patient was admitted to the hospital.  The nurse reported that
the patient had many unspecified diagnostic tests.  There was no further AE experience.  At the time of reporting the patient had not recovered.  Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Diagnostic laboratory unspecified
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

305976-1

03-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Cyanosis, Dizziness, Oedema peripheral, Rash generalised, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7308
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Dec-2007
Vaccine Date

26-Dec-2007
Onset Date

0
Days

02-Mar-2008
Status Date

MA
State

WAES0801USA04684
Mfr Report Id

Information has been received from a physician concerning a 17 year old female patient with no medical history who approximately 26-DEC-2007,
approximately 2 to 4 weeks ago, was vaccinated IM with a first dose of GARDASIL. On approximately 26-DEC-2007, the patient fainted and lost consciousness
for a few seconds. No laboratory diagnostic studies were performed. Within a few minutes the patient was reported as fine. No product quality complaint was
involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

305977-1

03-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7309
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
02-Mar-2008
Status Date

--
State

WAES0801USA04688
Mfr Report Id

Information has been received from a Physician's Assistant concerning a female patient who in approximately November 2007, was vaccinated with her first
dose of GARDASIL. After receiving her first dose, the patient experienced itching all over body for about a week. Medical attention was sought and the patient
recovered. In January 2008 the patient received her 2nd dose of GARDASIL, and no reaction occurred. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

305978-1

03-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus generalised

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7310
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Jan-2008
Vaccine Date

22-Jan-2008
Onset Date

1
Days

02-Mar-2008
Status Date

--
State

WAES0801USA04689
Mfr Report Id

Information has been received from a nurse practitioner concerning a 22 year old female patient with allergic reactions to bees who on 21-JAN-2008, was
vaccinated IM with a first dose of Gardasil.  On approximately 22-JAN-2008, within 24 to 48 hours of being vaccinated, the patient experienced hives on both
arms.  Unspecified medical attention was sought.  The nurse practitioner recommended that the patient take BENADRYL.  It was reported, after the patient took
the BENADRYL, her symptoms resolved.  No product quality complaint was involved.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Allergic reaction to bee stingPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

305979-1

03-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7311
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Dec-2007
Vaccine Date

03-Dec-2007
Onset Date

0
Days

02-Mar-2008
Status Date

OH
State

WAES0801USA047101
Mfr Report Id

Information has been received from a registered nurse concerning a 15 year old white female who on an unspecified date was vaccinated with a first dose of
GARDASIL. On 03-DEC-2007, the patient was vaccinated with a second dose of  GARDASIL (lot # 659437/1266U) IM in the left arm. Concomitant therapy
included a first dose of FLUZONE also given on 03-DEC-2007 (lot # U2481AA) IM in the left arm. On 03-DEC-2007, the patient experienced dizziness after
leaving the office. On 03-DEC-2007, the patient recovered from the dizziness. No further information from the dizziness. No further information is available .

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

305980-1

03-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4
FLU

MERCK & CO. INC.
SANOFI PASTEUR

1266U
U2481AA

1
0

Left arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 7312
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Sep-2007
Vaccine Date

10-Sep-2007
Onset Date

0
Days

02-Mar-2008
Status Date

FL
State

WAES0801USA04706
Mfr Report Id

Information has been received from a registered nurse concerning a 21 (also reported as 22 years) year old female, with no illness at the time of vaccination
and no pre-existing allergies, birth defects or medical conditions, who on 10-SEP-2007 at 3:15 p.m., was vaccinated into the left deltoid muscle with the first
dose of Gardasil, (Lot # 658560/1062U).  On 10-SEP-2007, at 3:15 p.m., the patient stated that as the vaccine was being injected, her arm felt like it was on
fire.  When she stood up she felt dizzy and passed out.  Her blood pressure dropped to 100/72 mmHg from 126/71 mm/Hg.  When she recovered after a
minute she complained of nausea and feeling faint.  The next day the patient stated that she had hives around the injection site, on lower arms, hands and
neck.  She also stated she had cold symptoms.  It was reported that the patient recovered 3 days after the injection.  Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Blood pressure 09/10/07 100/7 mmHg (value); blood pressure 09/10/07 126/7 mmHg (value).
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

305981-1

03-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure decreased, Dizziness, Injection site irritation, Injection site urticaria, Loss of consciousness, Nasopharyngitis, Nausea, Presyncope, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1062U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7313
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
02-Mar-2008
Status Date

--
State

WAES0801USA04737
Mfr Report Id

Information has been received from a Medical Assistant concerning a female patient who was vaccinated with her 3rd dose of Gardasil and developed redness
at the injection site.  Her outcome was unknown.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

305982-1

03-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7314
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-May-2007
Vaccine Date

16-May-2007
Onset Date

7
Days

02-Mar-2008
Status Date

KS
State

WAES0801USA04740
Mfr Report Id

Information has been received from a physician concerning a 19 year old black female with no pertinent medical history who on 09-MAY-2007 was vaccinated
into the deltoid with a first dose of GARDASIL (lot #656051/0244U) Concomitant therapy included ORTHO EVRA. On 16-MAY-2007 the patient experienced
urticaria. The patient required 2 emergency room visits. The patient was treated with SOLU-MEDROL, prednisone and BENADRYL. Subsequently, the patient
recovered from urticaria. No further information is available.

Symptom Text:

ORTHO EVRAOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

305983-1

03-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0244U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7315
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Jan-2008
Vaccine Date

23-Jan-2008
Onset Date

0
Days

02-Mar-2008
Status Date

--
State

WAES0801USA04741
Mfr Report Id

Information has been received from a health professional concerning a 14 year old female who on 23-JAN-2008 was vaccinated with her first dose of Gardasil
(655327/1287U) in her right deltoid.  On 23-JAN-2008 the patient experienced swelling and erythema of her right palm, wrist, and forearm.  The patient sought
unspecified medical treatment by contacting the nurse.  The patient was instructed to apply ice, elevate her arm and to take Benadryl.  Additional information
has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

305984-1

03-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Oedema peripheral, Palmar erythema

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1287U 0 Right arm Unknown



10 JUN 2008 06:27Report run on: Page 7316
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Oct-2007
Vaccine Date

03-Dec-2007
Onset Date

45
Days

02-Mar-2008
Status Date

AZ
State

WAES0801USA047252
Mfr Report Id

Information has been received from a physician concerning an 18 year old female with a history of attention deficit disorder who on 16-APR-2007 was
vaccinated with her first dose of GARDASIL. The patient received her second dose of GARDASIL on 14-Jun-2007. On 19-Oct-2007, the patient received her
third dose of GARDASIL. On 03-DEC-2007 the patient had a routine PAP test which was low grade positive for HPV. The patient sought unspecified medical
treatment with an office visit. Subsequently the patient has not recovered. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Pap test 12/03/07 - low grade positive for HPV
Attention deficit disorder

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

305985-1

03-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Human papilloma virus test positive

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7317
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
02-Mar-2008
Status Date

--
State

WAES0801USA04767
Mfr Report Id

Information has been received from a licensed practical nurse regarding her 16 year old daughter who, on an unspecified date, was vaccinated with her first
dose of GARDASIL. Subsequently, "within a couple weeks", the patient developed plantar's warts on her foot. The patient had the wart treated and it resided.
On an unspecified date, the patient was vaccinated with her second dose of GARDASIL. Subsequently, the patient developed plantar's warts again on the
same foot. The patient had the wart treated again, and again it resided. On an unspecified date, the patient was vaccinated with her third dose of GARDASIL.
The patient did not developed plantar's wart or have any other symptoms after receiving her third dose of GARDASIL. The reported stated that the patient
received all three doses of GARDASIL according to the dosing schedule. As of the date of this report, the plantar's wart have not returned and the patient is
"doing fine now". Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

305986-1

03-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Skin papilloma, Vaccine positive rechallenge

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7318
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Sep-2007
Vaccine Date

21-Nov-2007
Onset Date

57
Days

02-Mar-2008
Status Date

--
State

WAES0801USA04781
Mfr Report Id

Information has been received from a 20 year old female medical assistance with a history of live birth who on 01-MAR-2007 was vaccinated with her first dose
of GARDASIL. On an unspecified date, the patient was vaccinated with her second dose of GARDASIL. On 25-SEP-2007, the patient was vaccinated with her
third dose of GARDASIL. On 21-NOV-2007 the patient found out she had a cyst on the ovary. The patient reported that she is getting the cyst removed. No
further information was expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Live birth

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

305987-1

03-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Ovarian cyst

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Nov-2007
Vaccine Date

19-Nov-2007
Onset Date

0
Days

02-Mar-2008
Status Date

NC
State

WAES0801USA04785
Mfr Report Id

Information has been received from a registered nurse concerning a 22 year old female who on 19-NOV-2007 was vaccinated intramuscularly in the left deltoid
with her first dose of GARDASIL (Lot #658560/1062U). Concomitant therapy included vitamins (unspecified). On the evening of 19-NOV-2007 the patient
experienced itching at injection site. The patient self-medicated with over-the-counter BENADRYL which provided good relief of the symptoms. Subsequently,
the patient recovered from itching at injection site. On 21-NOV-2007, the patient was vaccinated with the influenza virus vaccine (unspecified). On 22-JAN-
2008, patient reported the adverse symptoms during an office visit. Additional information has been requested.

Symptom Text:

vitamins (unspecified)Other Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

305988-1

03-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pruritus

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1062U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 7320
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Jan-2008
Vaccine Date

21-Jan-2008
Onset Date

0
Days

02-Mar-2008
Status Date

--
State

WAES0801USA04841
Mfr Report Id

Information has been received from a physician concerning a 16 year old female who on 07-DEC-2007 was vaccinated with the first dose of GARDASIL.
Concomitant therapy included influenza virus vaccine (unspecified) and meningococcal vaccine (unspecified). On 21-JAN-2008 was vaccinated with the second
dose of GARDASIL. On 21-JAN-2008, two hours post vaccination the patient experienced nausea, vomiting and headache. On approximately 23-JAN-2008,
two days post vaccination the patient experienced problems with vision in her right eye. The patient did not have AE after receiving the first dose of GARDASIL.
On an unspecified date the patient recovered. There was no product quality complaint involved. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

305989-1

03-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Nausea, No reaction on previous exposure to drug, Visual disturbance, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7321
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jan-2008
Vaccine Date

18-Jan-2008
Onset Date

0
Days

02-Mar-2008
Status Date

OH
State

WAES0801USA05113
Mfr Report Id

Information has been received from a company representative via a nurse concerning a 16 year old female who on 18-JAN-2008 was vaccinated with a first
dose of GARDASIL (lot# unknown) injection in the deltoid area. On 18-JAN-2008 the patient fainted after receiving her dose of GARDASIL. Medical attention
was sought. Subsequently, the patient recovered from fainting approximately 20 minutes. No further information was available. Additional information has been
requested. This is one of two reports.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

305990-1

03-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7322
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Jan-2008
Vaccine Date

Unknown
Onset Date Days

03-Mar-2008
Status Date

--
State

WAES0801USA05127
Mfr Report Id

Information has been received from a nurse concerning a "teenage" female who on 22-JAN-2008 was vaccinated with her first dose of Gardasil.  Subsequently
the patient experienced dizziness, nausea and vomiting.  No other information was available.  The patient sought unspecified medical attention.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

305991-1

03-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Nausea, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7323
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
03-Mar-2008
Status Date

TX
State

WAES0801USA05254
Mfr Report Id

Information has been received from the mother concerning her 15 year old daughter with no previous medical history or any known drug allergies, who in
approximately November 2007, was vaccinated IM with a 0.5 ml first dose of Gardasil.  There was no concomitant medication.  The day after the vaccination,
the patient experienced generalised rash.  Unknown medical attention was sought.  After 3 weeks of vaccination the patient recovered from generalised rash.
The mother decided to discontinue the dosing schedule.  No product quality complaint was involved.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

305992-1

03-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash generalised

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7324
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
03-Mar-2008
Status Date

--
State

WAES0801USA05294
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with the first dose of Gardasil.  Subsequently the patient experienced
dry heaves, vomiting, nausea, and flu-like symptoms, which lasted for three weeks.  Subsequently, the patient recovered.  On 05-Feb-2008 the patient was
vaccinated with her second dose of Gardasil.  At the time of this report, no symptoms were noted.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

305993-1

03-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Influenza like illness, Nausea, Retching, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7325
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
03-Mar-2008
Status Date

TN
State

WAES0801USA05311
Mfr Report Id

Information has been received from a physician concerning a teenage female athlete who received all three doses of Gardasil.  The patient received the first
and last injections in the right arm and the second dose in the left arm.  The patient complained of soreness in her arm immediately after receiving the third
dose.  Two weeks later, her arm was still sore.  The patient became progressively worse with hypersensitivity to touch.  The patient was seen in the office and
was referred to an orthopedic doctor to check her shoulder.  The Orthopedic physician stated that the patient's shoulder was fine.  The physician reported no
abnormalities on exam; no evidence for abscess or hematoma.  Some time has passed but the patient's arm is still sore.  The patient is now seeing a pain
specialist.  The patient was given Medrol pack initially with some subjective relief.  The patient is now being treated with Lyrica (started 18-Jan-2008) for
neuropathic pain.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

305994-1

03-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hyperaesthesia, Neuralgia, Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7326
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Jan-2008
Vaccine Date

15-Jan-2008
Onset Date

0
Days

03-Mar-2008
Status Date

WI
State

WAES0801USA05325
Mfr Report Id

Information has been received from a physician concerning a 23 year old female who in approximately November 2007, was vaccinated with her first dose of
Gardasil.  On 15-JAN-2008 the patient was vaccinated with her second dose of Gardasil.  On 15-Jan-2008, the patient experienced pain in her shoulder and
pain in her elbow.  The patient sought treatment in the emergency room and was treated with VICODIN and naproxen (unspecified).  The patient had trouble
dressing herself and it was difficult to drive.  On 24-Jan-2008, the patient saw her physician and was still complaining of pain.  There was no visible swelling or
redness.  As of the date of this report, the pain in the shoulder and elbow persisted.  No further details were provided.  Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

305995-1

03-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Activities of daily living impaired, Arthralgia, Injected limb mobility decreased, Musculoskeletal pain

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7327
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Dec-2007
Vaccine Date

Unknown
Onset Date Days

03-Mar-2008
Status Date

--
State

WAES0801USA05364
Mfr Report Id

Information has been received from a health professional concerning a 17 year old female who on approximately 01-DEC-2007 was vaccinated intramuscularly
with the first dose of Gardasil.  Concomitant therapy included FEMCON FE.  Two - three weeks post vaccination, the patient experienced a rash on her knees,
elbows and back of her hands.  The patient visited her dermatologist who said it looked similar to Psoriasis.  The patient recovered from the rash on her knees,
elbows and back of her hands.  Additional information has been requested.

Symptom Text:

FEMCON FEOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

305996-1

03-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7328
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Apr-2007
Vaccine Date

11-Apr-2007
Onset Date

0
Days

03-Mar-2008
Status Date

PA
State

WAES0801USA05374
Mfr Report Id

Information has been received from a physician concerning a "16 year old" female with unspecified medical history and allergies reported, who on 11-APR-
2007 was vaccinated intramuscularly with a third dose of Gardasil (657621/0387U).  On 11-APR-2007 the patient experienced "lipodystrophy".  She had loss of
muscle in her left deltoid where she received the vaccine.  The adverse event started as mildly red and it progressed to be muscle loss of 4.5 by 3.5 cm.  The
patient went to see the orthopedic surgeon who confirmed the diagnosis.  The patient is now being referred to a plastic surgeon.  The outcome was reported as
not recovered.  No product quality complaint was involved.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

305997-1

03-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Injection site atrophy, Lipodystrophy acquired, Muscle atrophy

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0387U 2 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 7329
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
03-Mar-2008
Status Date

KS
State

WAES0801USA05417
Mfr Report Id

Information has been received from a physician concerning a 26 year old female who was vaccinated with a second dose of Gardasil (Lot # not reported).
Subsequently, on an unknown date the patient experienced vomiting and approached fainting.  They were able to lay her down before she actually passed out.
No emergency intervention was needed.  Subsequently, on an unknown date the patient fully recovered from vomiting and approached fainting.  Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

305998-1

03-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Presyncope, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7330
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
03-Mar-2008
Status Date

VA
State

WAES0801USA05496
Mfr Report Id

Information has been received from a physician concerning a 16 year old female who was vaccinated (date, route and site not reported) with a dose of the
Gardasil vaccine (lot # not reported).  Subsequently the patient fainted post vaccination (exact date not reported).  It was unknown at the time of this report if
the patient received medical attention or recovered.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

305999-1

03-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7331
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
03-Mar-2008
Status Date

VA
State

WAES0801USA05497
Mfr Report Id

Information has been received from a physician concerning a 17 year old female who was vaccinated (date, route and site not reported) with a dose of the
Gardasil vaccine (lot# not reported).  Subsequently the patient fainted post vaccination (exact date not reported).  It was unknown at the time of this report if the
patient received medical attention or recovered.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

306000-1

03-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7332
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
03-Mar-2008
Status Date

MI
State

WAES0801USA05525
Mfr Report Id

Information has been received from a physician concerning a 15 year old female with a history of an allergy to CAT scan contrast dye, who on an unspecified
date was vaccinated intramuscularly with her first dose of Gardasil.  On an unspecified date, the patient was vaccinated intramuscularly with her second dose
of Gardasil.  In November 2007, the patient was vaccinated intramuscularly with her third dose of Gardasil.  There was no concomitant medication.
Subsequently the patient experienced enlarged lymph nodes in her neck and an intermittent red rash on neck, which seems to be triggered by exertion, and
fatigue.  The patient sought unspecified medical attention.  Diagnostic laboratory studies were performed, and all tests were within normal ranges.  At the time
of this report, the patient was recovering.  No other information was provided.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:

History:
Prex Illness:

Hepatic function tests normal; thyroid function test normal; complete blood cell normal; erythrocyte normal; serum C-reactive normal; Epstein-Barr virus normal;
lupus anticoagulant normal.
Iodine allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

306001-1

03-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Fatigue, Lymphadenopathy, Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7333
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Dec-2007
Vaccine Date

08-Jan-2008
Onset Date

21
Days

03-Mar-2008
Status Date

NY
State

WAES0801USA05574
Mfr Report Id

Information has been received from a physician concerning a 27 year old female with a family history of eczema and no drug allergies, who on 18-SEP-2007
was vaccinated intramuscularly with a 0.5mL first dose of Gardasil.  The patient was vaccinated with a second dose of Gardasil (Lot# 659441/1446U).
Concomitant therapy included ORTHO TRI-CYCLEN LO.  Subsequently, "three weeks after the second dose" the patient developed eczema near her eyes and
arms.  The patient had no reaction after the first dose.  The patient was seen by the physician.  A complete blood cell count was performed and the patients
neutrophil and eosinophil counts were low.  At the time of the report, the patient had not recovered.  No product quality complaint was involved.  Additional
information has been requested.

Symptom Text:

Ortho Tri-Cyclen LOOther Meds:
Lab Data:
History:
Prex Illness:

Complete blood cell; eosinophil count low; neutrophil count low.
No reaction on previous exposure to vaccine; Eczema.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
27.0

306002-1

03-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Eczema, Inappropriate schedule of drug administration

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1446U 1 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Dec-2007
Vaccine Date

04-Dec-2007
Onset Date

0
Days

03-Mar-2008
Status Date

--
State

WAES0801USA05583
Mfr Report Id

Information has been received from a physician concerning a 14 year old female with a history of fainting who on 04-DEC-2007 was vaccinated intramuscularly
with her first dose of Gardasil.  The patient fainted while in the waiting room after vaccination.  The patient was instructed to raise her legs, which she did.  She
recovered the same day.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Syncope

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

306003-1

03-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7335
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Sep-2007
Vaccine Date

Unknown
Onset Date Days

03-Mar-2008
Status Date

--
State

WAES0801USA05590
Mfr Report Id

Information has been received from a physician concerning a 10 year old female who on 30-SEP-2007 was vaccinated with her 1st dose of Gardasil (Lot#
658558/1061U).  Suspect therapy included MMR II (MSD) (duration and dose not reported).  Subsequently the patient developed a rash all over her body.  The
vaccine was discontinued due to the experience from the 30-SEP-2007 vaccination.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
10.0

306004-1

03-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash generalised

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

MMR
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

NULL
1061U

Unknown
Unknown

Unknown
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Dec-2007
Vaccine Date

04-Dec-2007
Onset Date

1
Days

03-Mar-2008
Status Date

CT
State

WAES0801USA05602
Mfr Report Id

Information has been received from a pharmacist concerning a 13 year old female with allergies who on 03-DEC-2007 was vaccinated with Gardasil.
Concomitant therapy included desloratadine (CLARINEX) and montelukast sodium (MSD).  On 04-DEC-2007 the patient developed a dry, persistent cough.
The patient was examined by her pediatrician and spirometry testing was normal.  The physician recommended the patient increase her montelukast sodium
(MSD) dosage from 5 mg to 10 mg at bedtime and to switch from desloratadine (CLARINEX) to fexofenadine hydrochloride (ALLEGRA).  As of 28-JAN-2008,
the patient's dry persistent cough persisted.  No further information is available.

Symptom Text:

CLARINEX; SINGULAIR mgOther Meds:
Lab Data:
History:

HypersensitivityPrex Illness:

Spirometry 12/07 normal.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

306005-1

03-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Cough

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
03-Mar-2008
Status Date

--
State

WAES0801USA04864
Mfr Report Id

Information has been received from a physician concerning a female (age not reported) who in December 2007, was vaccinated with the first dose of Gardasil
(lot # not available).  In December 2007, after receiving her first dose of the vaccine, the patient fainted.  Subsequently, the patient recovered the same day.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

306006-1

03-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7338
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Oct-2007
Vaccine Date

29-Oct-2007
Onset Date

0
Days

03-Mar-2008
Status Date

--
State

WAES0801USA05623
Mfr Report Id

Information has been received from a registered nurse concerning a 20 year old female who on 29-OCT-2007 was vaccinated with Gardasil (dose and route of
therapy not reported).  Concomitant therapy included birth control pills (unspecified).  On 29-OCT-2007 the patient developed contact dermatitis after being
given Gardasil.  The patient was treated with methylprednisolone (MEDROL DOSEPAK).  No other information was reported.  Additional information has been
requested.

Symptom Text:

Hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

306007-1

03-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dermatitis contact

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
03-Mar-2008
Status Date

TX
State

WAES0801USA05628
Mfr Report Id

Information has been received from a physician concerning a 17 year old female who was vaccinated with Gardasil 0.5ml injection (second dose).
Subsequently the patient experienced a delayed period.  No other information was reported.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

306008-1

03-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Menstruation delayed

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7340
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
03-Mar-2008
Status Date

--
State

WAES0801USA05633
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with Gardasil.  The physician reported that 3 weeks after receiving
her 3rd dose of Gardasil, the patient developed a little fatty tumor on her shoulder that the physician described as a benign lipoma.  The patient went to a
dermatologist.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

306009-1

03-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Lipoma

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7341
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
03-Mar-2008
Status Date

TX
State

WAES0801USA05634
Mfr Report Id

Information has been received from a physician concerning her daughter, a 17 year old female who was vaccinated by injection with the second 0.5 mL dose of
Gardasil.  The physician reported that her daughter had experienced a "heavy, heavy period".  The patient sought medical attention as her mother was a
physician.  The lot number was not available.  No further information was provided.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

306010-1

03-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Menorrhagia

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7342
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
28-Jan-2008
Onset Date Days

03-Mar-2008
Status Date

--
State

WAES0801USA05645
Mfr Report Id

Information has been received from a nurse practitioner concerning a female who is "15-16 years old" and who was vaccinated with her second dose of
Gardasil (lot# unspecified).  The nurse reported that on 28-JAN-2008 the patient "after receiving the second dose of the vaccination had fainted".
Subsequently, the patient recovered.  No further information was available.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

306011-1

03-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7343
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Jan-2008
Vaccine Date

26-Jan-2008
Onset Date

5
Days

03-Mar-2008
Status Date

--
State

WAES0801USA05664
Mfr Report Id

Information has been received from a 24 year old female who on approximately 21-JAN-2008 was vaccinated intramuscularly with a 0.5 mL third dose of
Gardasil.  There was no concomitant medication.  On approximately 26-JAN-2008, "in the last couple of days", the patient had headaches, her mouth was dry,
"everything's really stiff", and had a sharp pain in her stomach.  She also developed a rash on her sides, stomach and arms.  The patient reported that she was
breast feeding.  The patient did not seek medical attention for her experience.  At the time of reporting, the patient had not recovered.  Additional information
has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

306012-1

03-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain upper, Breast feeding, Dry mouth, Headache, Musculoskeletal stiffness, Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7344
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
03-Mar-2008
Status Date

--
State

WAES0801USA05704
Mfr Report Id

Information has been received from a health professional concerning her daughter with no allergies or medical history who was vaccinated in another
physician's office with her first dose of Gardasil.  Subsequently the patient experienced a rash.  The patient's physician suggested the patient not receive
succeeding doses of Gardasil because she was allergic to the preservative.  The representative told the health professional that there was no preservative in
Gardasil.  Therapy with human papillomavirus vaccine was discontinued.  The patient's outcome was not provided and she sought unspecified medical
attention.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

306013-1

03-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7345
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
03-Mar-2008
Status Date

CA
State

WAES0801USA05739
Mfr Report Id

Information has been received from a physician concerning a 12 year old female with no known allergies or medical history who in November 2007, was
vaccinated with her first dose of Gardasil.  Soon after receiving Gardasil, the patient experienced nausea and did not feel well for about one day following her
first dose.  Therapy with human papillomavirus vaccine was discontinued.  Subsequently, the patient recovered from nausea.  Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

306014-1

03-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Malaise, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7346
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Nov-2007
Vaccine Date

16-Nov-2007
Onset Date

2
Days

03-Mar-2008
Status Date

NJ
State

WAES0801USA05746
Mfr Report Id

Information has been received from a health professional concerning a 22 year old white female who on 14-NOV-2007 was vaccinated with a dose of Gardasil
(lot# 659435/1265U). On 16-NOV-2007 the patient felt dizzy. On 17-NOV-2007 the patient developed rash. On 19-NOV-2007 the patient's rash subsided. The
outcome of dizziness and nausea were unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

306015-1

03-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1265U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7347
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Jan-2008
Vaccine Date

08-Jan-2008
Onset Date

0
Days

03-Mar-2008
Status Date

KS
State

WAES0801USA05747
Mfr Report Id

Information has been received from a nurse concerning a 17 year old female with a history of allergies and reactive airway disease (RAD) who on 29-AUG-
2007 was vaccinated intramuscularly in the left deltoid with her first dose of Gardasil (lot# 658556/1060U).  Concomitant therapy included MENACTRA (lot
#U2379BA) intramuscularly in the left deltoid.  On 08-JAN-2008 the patient was vaccinated intramuscularly in the left deltoid with her second dose of Gardasil
(lot# 659435/1265U).  On 08-JAN-2008 the patient was concerned that she had no menstrual period since last summer prior to the first dose of Gardasil.  She
had had a couple times with 1 day of "dark spotting."  Periods were irregular prior to the vaccination, but not this far apart.  On 21-JAN-2008 the patient was
again seen in the office and still no period.  She was referred to a GYN and for a pelvic ultrasound.  On 17-JAN-2008 the patient had a pelvic ultrasound.  Also
the patient's HCG was negative.  On the day of vaccination, 08-JAN-2008, the patient was having reactive airway exacerbation.  The patient's outcome was not
reported.  Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:

Reactive airways diseasePrex Illness:

Pelvic ultrasound 01/17/08; total serum human negative.
Hypersensitivity; Reactive airways disease.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

306016-1

03-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Menstruation irregular, Metrorrhagia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1265U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 7348
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
03-Mar-2008
Status Date

CA
State

WAES0801USA05764
Mfr Report Id

Information has been received from a physician concerning a female with no known allergies or medical history who was vaccinated with two doses of Gardasil.
 On 28-JAN-2008 the patient left a message on the office after-hours answering machine complaining of twitching in her arms and legs.  The patient's twitching
of arms and legs persisted.  The physician was unable to provide any further information.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

306017-1

03-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Muscle twitching

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7349
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
03-Mar-2008
Status Date

NM
State

WAES0801USA05774
Mfr Report Id

Information has been received from a health professional concerning a patient who sometime in January 2008, was vaccinated with a dose of Gardasil which
was stored at 33F for 1 to 1 and 1/2 hours.  Medical attention was sought.  The patient's outcome is unknown.  No product quality complaint was involved.  This
is one of two reports from the same source.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

306018-1

03-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Medication error

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7350
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Nov-2007
Vaccine Date

Unknown
Onset Date Days

03-Mar-2008
Status Date

VA
State

WAES0801USA05808
Mfr Report Id

Information has been received from a physician and a consumer concerning herself who on 02-NOV-2007 was vaccinated with her first dose of Gardasil (lot#
654540/1209U).  On 22-JAN-2008 the patient was vaccinated with her second dose of Gardasil (lot# 655327/1287U).  About a day and a half after receiving
the first dose, the patient's lymph node was swollen on her left side near her neck.  The patient indicated it hurt for a couple days.  Also after receiving her
second dose of Gardasil, the patient's lymph node had swelled again and it was hurting.  The patient's swollen lymph node in her neck persisted.  The patient
indicated she has an appointment in February to have a biopsy done on the swollen lymph node.  It was unclear whether the patient would have the third dose
of Gardasil.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

306019-1

03-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Biopsy, Lymphadenopathy, Pain, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1287U 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7351
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
03-Mar-2008
Status Date

NC
State

WAES0801USA04938
Mfr Report Id

Information has been received from a physician concerning a 16 year old female who approximately "2 months ago" in November 2007, was intramuscularly
vaccinated with her first dose of Gardasil.  The patient had a "3 inch by 2 inch indentation" at the injection site that looked as if "all the tissue beneath it had
atrophied."  The patient's mother had stated that this began "almost immediately" after the injection.  There is a scar at the site that looks like "the scar from a
small pox vaccine".  The physician gave the patient a saline injection at the site of the injection.  The physician would not provide the demographics of the
doctor who administered the vaccine, but stated that he can be contacted with any follow up paper work.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

306020-1

03-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site atrophy, Injection site scar

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7352
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jan-2008
Vaccine Date

18-Jan-2008
Onset Date

0
Days

05-Mar-2008
Status Date

MI
State

WAES0801USA05019
Mfr Report Id

Information has been received from a physician concerning a 19 year old female with a history of migraines who on 18-JAN-2008 was vaccinated with her third
dose of Gardasil. Concomitant therapy included MANTOUX SKIN TEST. Approximately 15 minutes after receiving the vaccination on 18-JAN-2008 the patient
fell down and had a loss of consciousness for a few seconds. The patient was taken to the emergency room where her vital signs were checked and everything
was normal. She was discharged that day with a "clean bill of health." The patient did not have an adverse reaction to the first or second dose of the vaccine.
Subsequently, the patient recovered on 21-JAN-2008 from falling down and loss of consciousness for a few seconds. Additional information has been
requested.

Symptom Text:

MANTOUX SKIN TESTOther Meds:
Lab Data:
History:
Prex Illness:

vital sign 01/18/08 - normal
Migraine

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

306021-1

05-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Fall, Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7353
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Jan-2008
Vaccine Date

16-Jan-2008
Onset Date

1
Days

05-Mar-2008
Status Date

--
State

WAES0801USA05039
Mfr Report Id

Information has been received from a health professional concerning a 19 year old female who on 15-NOV-2007 was vaccinated with her first dose of Gardasil.
Concomitant therapy included OVCON 35. On 15-JAN-2008 the patient was vaccinated with her second dose of Gardasil (lot# 659653/1448U). On 16-JAN-
2008 the patient felt dizzy, nauseated, slight abdominal pain and her head hurt. The patient's dizziness, nausea, slight abdominal pain and head hurt persisted.
As of 24-JAN-2008 the patient still had a headache and was going to be seen in the office that afternoon. The patient had no adverse reaction after the first
dose. Additional information has been requested.

Symptom Text:

OVCON 35Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

306022-1

05-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Dizziness, Headache, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1448U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7354
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Jan-2008
Vaccine Date

03-Jan-2008
Onset Date

0
Days

05-Mar-2008
Status Date

--
State

WAES0801USA05045
Mfr Report Id

Information has been received from a newspaper article concerning a 17 year old "healthy" female with no reported problems with shots, allergies, or fainting
who on 03-JAN-2008 was vaccinated with a first dose of Gardasil. The patient was concomitantly vaccinated with three unspecified vaccines. It was reported
that approximately 20 seconds after receiving the vaccinations, the patient felt nauseous and dizzy. She fainted and began to display "seizure-like symptoms"
of eyes rolled back in her head and she started shaking. After that, she was unconscious for 3 to 5 minutes. She had a severe headache the entire day and
soreness where she received the HPV shot. The patient's outcome was not reported. additional information is not expected.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

306023-1

05-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Dizziness, Gaze palsy, Headache, Injection site pain, Loss of consciousness, Nausea, Syncope, Tremor

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

UNK
HPV4

UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL 0

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 7355
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jan-2008
Vaccine Date

01-Jan-2008
Onset Date

0
Days

05-Mar-2008
Status Date

NY
State

WAES0801USA05052
Mfr Report Id

Information has been received from a physician concerning a 16 year old female who in January 2008, was vaccinated intramuscularly with her second dose of
Gardasil. In January 2008, the patient experienced vertigo. The patient had gone to a neurologist, but it was not known if the patient went to the neurologist for
this reason or another reason. The patient's outcome was not reported. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

306024-1

05-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Vertigo

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7356
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
05-Mar-2008
Status Date

VA
State

WAES0801USA05053
Mfr Report Id

Information has been received from a physician concerning a female who on unspecified date was vaccinated with the 3rd dose of Gardasil and passed out. No
further information was provided. This is one of several reports received from the same source. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

306025-1

05-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7357
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
05-Mar-2008
Status Date

VA
State

WAES0801USA05054
Mfr Report Id

Information has been received from a physician concerning a female who on unspecified date was vaccinated with Gardasil and experienced severe pain at the
injection site. No further information was provided. This is one of several reports received from the same source. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

306026-1

05-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7358
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
05-Mar-2008
Status Date

VA
State

WAES0801USA05055
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with Gardasil and experienced severe pain at the injection site. No
further information was provided. This is one of several reports received from the same source. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

306027-1

05-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7359
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
05-Mar-2008
Status Date

--
State

WAES0801USA05062
Mfr Report Id

Information has been received from a registered nurse concerning a 23 female with no previous history of genital warts, who, on an unspecified date was
vaccinated with a 0.5mL first dose of Gardasil. Subsequently, the patient developed genital warts. On another unspecified date the patient was vaccinated with
a second dose of Gardasil. Subsequently, after the first and second doses the patient's menstrual cycles were off by about one week. The patient's cycle has
returned to normal. On 24-JAN-2008 the patient was vaccinated with a third dose of Gardasil. The patient sought unspecified medical attention. At the time of
the report, the outcome of the patient was unknown. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

306028-1

05-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anogenital warts, Menstruation delayed

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7360
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Jan-2008
Vaccine Date

22-Jan-2008
Onset Date

1
Days

05-Mar-2008
Status Date

NJ
State

WAES0801USA05072
Mfr Report Id

Information has been received from a physician concerning an 18 year old female, who on 21-JAN-2008 was vaccinated with a 0.5mL first dose of Gardasil
(lot# 659439/1267U). On 22-JAN-2008 the patient developed an injection site rash. The patient sought unspecified medical attention. The patient recovered on
an unspecified date. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

306029-1

05-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site rash

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1267U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7361
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Jan-2008
Vaccine Date

07-Jan-2008
Onset Date

0
Days

05-Mar-2008
Status Date

--
State

WAES0801USA05074
Mfr Report Id

Information has been received from a physician assistant concerning a 12 year old female who on 07-JAN-2008 was vaccinated with her third dose of 0.5 ml
Gardasil via injection. Concomitant therapy included ROCEPHIN. The physician assistant reports the patient received the third dose of Gardasil and after a
couple of hours the patient developed urticaria, anaphylactic reaction, had difficulty breathing, had hives with anxiety and hyperventilating. The physician
assistant reported that the mother of the patient wanted to give the patient the third dose of Gardasil and the ROCEPHIN all at the same time before school
started, even if the physician assistant wanted to wait to provide the Gardasil. Per the physician assistant, after the patient was given the Gardasil the patient
was still fine. The mother of the patient then brought the patient to the dentist on the same day and the patient was given fluoride. The patient went home after
the dental appointment and developed the symptoms. The physician assistant noted that the patient was brought back to their office and was given
BENADRYL and they called an ambulance to take the patient to the hospital. The patient was brought to the emergency room. The physician assistant was not
aware of the present status of the patient and whether the patient was admitted to the hospital. The lot number was not provided and no further information was
provided. Additional information has been requested.

Symptom Text:

ROCEPHINOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

306030-1

05-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anaphylactic reaction, Anxiety, Dyspnoea, Hyperventilation, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7362
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
01-Jul-2007
Onset Date Days

05-Mar-2008
Status Date

--
State

WAES0801USA05076
Mfr Report Id

Information has been received from a physician concerning a 14 year old female who in mid July 2007 was vaccinated with her first dose of Gardasil. The
patient did not completely faint because someone caught her before she hit the floor. The physician reported that after receiving her second dose of Gardasil
the patient was fine. On approximately 15-JAN-2008 the patient received her third dose of Gardasil via injection and the patient developed severe myalgia and
had a temperature of 102 degrees Fahrenheit. The physician reported that the patient was given a bunch of tests for viruses, but all the tests came back
negative and the patient recovered the day after receiving the third dose. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory - tested for viruses - tests came back negative; body temp 102
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

306031-1

05-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Myalgia, Pyrexia, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7363
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Dec-2007
Vaccine Date

26-Dec-2007
Onset Date

0
Days

05-Mar-2008
Status Date

--
State

WAES0801USA05089
Mfr Report Id

Information has been received from a consumer concerning her 20 year old female daughter with drug hypersensitivity to Vantin who in August 2007 was
vaccinated with her first dose of Gardasil and on 26-DEC-2007 was vaccinated with her second dose of 0.5 ml Gardasil intramuscularly. Concomitant therapy
included YAZ. The mother stated that after her daughter received her second dose she developed a fever of 103 degrees Fahrenheit and had body aches and
felt nauseous. This started when the patient was traveling home after getting the shot. The patient went to the emergency room but was not admitted. Right
after the shot was given, while still in the doctor's office, the patient felt dizzy. The office staff gave her crackers and soda and kept her at the office until she felt
better. Additional information has been requested.

Symptom Text:

YAZOther Meds:
Lab Data:
History:

Drug hypersensitivityPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

306032-1

05-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Inappropriate schedule of drug administration, Nausea, Pain, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7364
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
05-Mar-2008
Status Date

--
State

WAES0801USA05090
Mfr Report Id

Information has been received from a consumer concerning her 12 year old female granddaughter with no known allergies and no reported medical history who
was vaccinated with a series of three shots of Gardasil. The reporter stated that her granddaughter told when she got her sot it was really painful and stung
alot. No additional information was provided. The onset date was 'after each shot". Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

306033-1

05-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7365
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Jan-2008
Vaccine Date

14-Jan-2008
Onset Date

0
Days

29-Feb-2008
Status Date

FR
State

WAES0802USA05489
Mfr Report Id

Information has been received from a health authority, concerning a 15 year old female patient with a history of dose 1 and dose 2 being well tolerated (dates
not specified), who on 14-JAN-2008 was vaccinated in the right arm, with the third dose of Gardasil (lot # not reported).  On the same day, the patient
experienced an immunization reaction with fever, chills, abdominal pain and generalized exanthema.  On an unspecified date, she was hospitalized.  An
abdominal sonogram showed enlarged liver and milt.  Laboratory findings showed lymphocytosis and increased C-reactive protein with 66 mg/l (normal range
<10 mg/l).  Sepsis and toxic shock syndrome were ruled out.  On 15-JAN-2008, the patient recovered from immunization reaction, and on 17-JAN-2008, she
recovered from hepatosplenomegaly.  Additional information has been requested.  Other business partner numbers include: E2008-01403; health authority
reference # PEI2008001286.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

abdominal ultrasound ??Jan08 Comment: enlarged liver and milt; serum C-reactive protein ??Jan08 66 mg/l Normal Range: <10 -
No reaction on previous exposure to vaccine.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

306035-1 (S)

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Chills, Hepatomegaly, Immunisation reaction, Lymphocytosis, Pyrexia, Rash generalised, Splenomegaly

 HOSPITALIZED, SERIOUS

Other Vaccine
28-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7366
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Nov-2007
Vaccine Date

Unknown
Onset Date Days

29-Feb-2008
Status Date

FR
State

WAES0802USA05491
Mfr Report Id

Information has been received from a gynecologist, concerning a 15 year old female patient with congenital "cheilognathouranoschisis" (cleft lip, alveolar ridge
and palate), congenital ventricular septal defect and successful ventricular septal defect repair (1992), who on 05-SEP-2007 was vaccinated with the first dose
of Gardasil, which was well tolerated.  On 05-NOV-2007, the patient was vaccinated IM in the left deltoid with the second dose of Gardasil (lot # not reported).
"Shortly post vaccination," the patient developed absence attacks, lasting a few seconds, about twice a week.  Inpatient neurological and medical check-ups
showed no pathologies.  During one week's hospitalization, one such episode occurred.  No diagnosis was established and no medication was started.  At the
time of this report, the patient had not yet recovered.  Additional information has been requested.  Other business partner numbers include: E200801397.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Cleft lip and palate; Ventricular septal defect repair; Congenital ventricular septal defect.Prex Illness:

Neurological examination no pathologies; physical examination no pathologies.
No reaction on previous exposure to vaccine.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

306040-1 (S)

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Petit mal epilepsy

 HOSPITALIZED, SERIOUS

Other Vaccine
28-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 7367
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Feb-2008
Vaccine Date

21-Feb-2008
Onset Date

1
Days

29-Feb-2008
Status Date

MD
State Mfr Report Id

Burning on skin around right eye, across bridge of nose and part of left eye. Iced area and symptoms stopped after 45 minutes.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
10.0

306043-1

29-Feb-2008
VAX Detail:

Last Edit Date

Seriousness:

 Skin burning sensation

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
28-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7368
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Feb-2008
Vaccine Date

18-Feb-2008
Onset Date

0
Days

01-Mar-2008
Status Date

TX
State Mfr Report Id

CHILD FAINTED AND HIT HER TOOTH AND MOUTH AND GOT A LACERATION ON LOWER LIPSymptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

LACERATION REPAIR: DENTAL VISIT

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

306063-1

03-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Laceration, Mouth injury, Syncope, Tooth injury

 ER VISIT, NOT SERIOUS

Other Vaccine
28-Feb-2008

Received Date

Prex Vax Illns:

MEN
HPV4
FLU

SANOFI PASTEUR
MERCK & CO. INC.
UNKNOWN MANUFACTURER

U25499A
09289
50049

Right arm
Left arm
Unknown

Intramuscular
Intramuscular

Unknown



10 JUN 2008 06:27Report run on: Page 7369
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Feb-2008
Vaccine Date

26-Feb-2008
Onset Date

1
Days

01-Mar-2008
Status Date

CA
State Mfr Report Id

patient states she experienced headache, ringing of ears, stiff neck, listlessness and fever the day after recieving vaccines.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

306065-1

03-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Listless, Musculoskeletal stiffness, Pyrexia, Tinnitus

 ER VISIT, NOT SERIOUS

Other Vaccine
28-Feb-2008

Received Date

Prex Vax Illns:

TDAP

MNQ
HPV4

GLAXOSMITHKLINE
BIOLOGICALS
SANOFI PASTEUR
MERCK & CO. INC.

C2384AA

U2342CA
0012U

0

0
0

Left arm

Left arm
Left arm

Intramuscular

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 7370
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
04-Mar-2008
Status Date

--
State

WAES0801USA05839
Mfr Report Id

Information has been received from a mother regarding her 20 year old daughter who in August 2007, was vaccinated with the first dose of Gardasil (lot#
unspecified).  The patient was given a second dose of the vaccination sometime in October 2007.  Concomitant therapy included corticosteroids (unspecified).
It was reported that after receiving the second dose, "during the 1st week of November" the patient experienced severe myalgia of her joints and swelling in her
hands.  The mother reported that all tests that were done to diagnose arthritis came back negative (Anti CCP, Rheumatoid arthritis testing).  The patient did not
have this reaction after the 1st dose in August.  The patient's myalgia of the joints and swelling in hands persisted.  The patient's outcome was reported as not
recovered.  Additional information has been requested.

Symptom Text:

Corticosteroids (unspecified)Other Meds:
Lab Data:
History:
Prex Illness:

Serum cyclic citrulline; serum rheumatoid factor
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

306081-1

04-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Myalgia, Oedema peripheral

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7371
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
05-Mar-2008
Status Date

--
State

WAES0801USA05846
Mfr Report Id

Information has been received from a physician concerning a female (age not reported) who was vaccinated IM with a dose of Gardasil.  Subsequently the
patient experienced vulvar pain.  The patient's outcome was not reported.  No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

306082-1

05-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Vulvovaginal discomfort

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7372
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Jul-2007

Vaccine Date
12-Jul-2007
Onset Date

0
Days

05-Mar-2008
Status Date

CA
State

WAES0801USA05855
Mfr Report Id

Information has been received from a physician concerning a 26 year old female with no known medical history or allergies who on 12-JUL-2007 was
vaccinated with her first dose of Gardasil (lot # 657868/0523U).  On 07-SEP-2007 the patient was vaccinated with her second dose of Gardasil (lot #
657868/0523U).  On 04-JAN-2008 the patient was vaccinated with her third dose of Gardasil (lot # 659439/1267U).  The patient experienced nausea, dizziness
and difficulty getting up and walking around for about a week after each dose.  The patient also experienced hip and joint pain for about a month after each
dose.  The physician did some "autoimmune testing" and it all came back normal.  The patient was still under medical observation for the AE's.  She has not
recovered.  The patient sought unspecified medical attention.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Diagnostic laboratory normal.
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

306083-1

05-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Dizziness, Gait disturbance, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1267U 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7373
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
06-Mar-2008
Status Date

TX
State

WAES0801USA05860
Mfr Report Id

Information has been received from a physician concerning a female patient with a history of passing out when blood was drawn, who was vaccinated with a
dose of Gardasil.  After which, while the office drew this patient's blood she passed out.  Medical attention was sought in the office.  The patient's outcome is
unknown.  No product quality complaint was involved.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Passed outPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

306084-1

06-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7374
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Jan-2008
Vaccine Date

29-Jan-2008
Onset Date

0
Days

06-Mar-2008
Status Date

--
State

WAES0801USA05868
Mfr Report Id

Information has been received form a health department nurse concerning a female who on 29-JAN-2008 was vaccinated with Gardasil. The nurse reported
that on 29-JAN-2008, the patient fainted. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

306085-1

06-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7375
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Jan-2008
Vaccine Date

28-Jan-2008
Onset Date

0
Days

06-Mar-2008
Status Date

NM
State

WAES0801USA05877
Mfr Report Id

Information has been received from a physician concerning an 18 year old female who on 28-JAN-2008 was vaccinated with a second dose of Gardasil (lot
#659964/1740U). Concomitant therapy included hepatitis A vaccine (inactive). The patient came to the physician's office for a sore throat, cough and
congestion. On28-JAN-2008 the patient experienced an 8 minute episode of feeling panicky, short of breathe, feeling "out of it" and had numbness and cramps
in her hands. Unspecified medical attention was sought. The physician diagnosed her with syncope, upper respiratory infection and panic attack. A strep throat
test came back negative. As of 29-JAN-2008 the patient was recovering. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:

Cough; Nasal congestion; Sore throatPrex Illness:

throat culture 01/??/08 - negative
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

306086-1

06-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dyspnoea, Feeling abnormal, Hypoaesthesia, Muscle spasms, Panic attack, Syncope, Upper respiratory tract infection

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
MERCK & CO. INC.

1740U
NULL

1 Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 7376
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Jan-2008
Vaccine Date

16-Jan-2008
Onset Date

1
Days

06-Mar-2008
Status Date

--
State

WAES0801USA05939
Mfr Report Id

Information has been received from a physician concerning a 16 year old female with a history of humoral bone tumor who on 15-JAN-2008 was vaccinated
with Gardasil.  On 16-JAN-2008 the patient experienced influenza-like symptoms.  She also presented with a painless nodule at the injection site measuring a
few centimeters.  Subsequently, the patient recovered from influenza-like symptoms.  Neither fever, nor general signs nor adenopathies were observed.  The
patient had not yet recovered from injection site reaction.  Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Bone neoplasm

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

306087-1

06-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Influenza like illness, Injection site nodule

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7377
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
06-Mar-2008
Status Date

--
State

WAES0801USA05959
Mfr Report Id

Information has been received from a newspaper article concerning an 18 year old female who in September 2007, was vaccinated with a first dose of
Gardasil.  It was reported that shortly after the shot, the patient felt an overwhelming aching heat in her kneecaps and ankles.  After 24 hours, it spread to the
majority of her bones.  Approximately one month after the shot, her body practically went through "withdrawals from missing the vaccinations".  The patient
once again had aching bones and "this time cold sweats were involved."  The patient's eyesight had been more blurred since vaccination with HPV vaccine.
The patient developed her first varicose veins all over her thighs and ankles, and her bones hurt from even the softest pressure.  The outcome of the patient's
experience was unknown.  Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

306088-1

06-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Bone pain, Cold sweat, Joint warmth, Pain, Varicose vein, Vision blurred

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7378
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
06-Mar-2008
Status Date

--
State

WAES0801USA05962
Mfr Report Id

Information has been received from a newspaper article concerning a 12 year old female who on an unspecified date was vaccinated with a first dose of
Gardasil. A few minutes post vaccination, the patient walked about 50 steps then went into what the patient's mother believed to be a seizure. The patient's
eyes rolled back in her head, she stiffened up and had clonic jerks. The patient was placed on a stretcher and rushed to the emergency room. The physician's
at the emergency room told the patient's mother that the patient experienced vasovagal syncope because "the patient was scared from the shot." Additional
information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

306089-1

06-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Clonus, Convulsion, Gaze palsy, Immediate post-injection reaction, Musculoskeletal stiffness, Syncope vasovagal

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7379
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Nov-2007
Vaccine Date

Unknown
Onset Date Days

06-Mar-2008
Status Date

--
State

WAES0801USA05964
Mfr Report Id

Information has been received from a newspaper article concerning a 13 year old female who on 06-NOV-2007 was vaccinated with a dose of Gardasil.
Approximately 6 weeks post vaccination, the patient was tired all the time, had passing out episodes and was not feeling well.  At the time of reporting, the
outcome was unknown.  Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

306091-1

06-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Fatigue, Loss of consciousness, Malaise

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

feeling unwell~HPV (Gardasil)~~16~In Sibling|Guillain-Barre syndrome~HPV (Gardasil)~~16~In SiblingPrex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7380
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Jan-2008
Vaccine Date

30-Jan-2008
Onset Date

0
Days

06-Mar-2008
Status Date

NJ
State

WAES0801USA05970
Mfr Report Id

Information has been received from a health professional concerning a 20 year old female who on 17-JAN-2008 was vaccinated with a fourth dose of Gardasil
(lot # not reported). The reporter reported that the patient almost fainted and was not feeling well. She was not taken to hospital and she felt better. It was
reported that patient got a fourth injection of Gardasil. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

306092-1

06-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Incorrect dose administered, Malaise, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 3 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7381
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Jan-2008
Vaccine Date

30-Jan-2008
Onset Date

1
Days

06-Mar-2008
Status Date

--
State

WAES0801USA05992
Mfr Report Id

Information has been received from a Nurse concerning a 15 year old female with shellfish allergy and drug hypersensitivity to albuterol who on 09-OCT-2007
was vaccinated with the first dose of Gardasil.  On 29-JAN-2008 the patient was vaccinated intramuscularly with 0.5 mL of her second dose of Gardasil (lot #
659653/1448U).  Concomitant therapy included Typhoid vaccine (unspecified) which the patient was given by injection one hour after she received her second
dose of Gardasil.  On 30-JAN-2008 the patient experienced abdominal cramps, went to the ER and was discharged.  Subsequently, the patient recovered from
the abdominal cramps.  No product complaint was involved.  Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:

Shellfish allergy; Drug hypersensitivityPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

306093-1

06-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1448U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7382
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Jan-2008
Vaccine Date

28-Jan-2008
Onset Date

6
Days

06-Mar-2008
Status Date

NH
State

WAES0801USA05997
Mfr Report Id

Information has been received from a nurse practitioner concerning a 14 year old female who on 21-NOV-2007 was vaccinated with the first dose of Gardasil
(lot # 658560/1062U). On 22-JAN-2008 the patient was vaccinated intramuscularly with 0.5 mL of a second dose of Gardasil (lot # 659437/1266U). There was
no concomitant medication. On 28-JAN-2008 the patient was examined in the Emergency Room. She was experiencing dizziness, numbness in her
extremities, tinnitus, shortness of breath, anxiety, chest discomfort and coughing. She was diagnosed as having a panic attack and anxiety. She was not
admitted into the hospital and was released on the same day. The nurse practitioner did not know if she was given any medications. No product quality
complaint was involved. At the time of this report the outcome of the events was unknown. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

306094-1

06-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anxiety, Chest discomfort, Cough, Dizziness, Dyspnoea, Hypoaesthesia, Panic attack, Tinnitus

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1266U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7383
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Nov-2007
Vaccine Date

28-Nov-2007
Onset Date

0
Days

06-Mar-2008
Status Date

IL
State

WAES0801USA06000
Mfr Report Id

Information has been received from a nurse concerning a 24 year old female who on 28-NOV-2007 was vaccinated intramuscularly with 0.5 mL of the first dose
of Gardasil (lot # 658560/1062U).  Concomitant therapy included ZOLOFT.  The patient told the office later, during another office visit, that on 28-NOV-2007
she experienced eye redness after her first dose of Gardasil.  The symptom lasted for several hours and then resolved on 28-NOV-2007.  There was no
product complaint involved.  Unspecified medical attention was sought.  Additional information has been requested.

Symptom Text:

ZoloftOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

306095-1

06-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Ocular hyperaemia

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1062U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7384
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Dec-2007
Vaccine Date

01-Dec-2007
Onset Date

0
Days

06-Mar-2008
Status Date

NJ
State

WAES0801USA06001
Mfr Report Id

Information has been received from a nurse practitioner concerning a 14 year old female who in December 2007, was vaccinated with 0.5 mL of her first dose
of Gardasil. In December 2007, after the first dose of Gardasil, the patient experienced syncope and was given oxygen. Subsequently, the patient recovered
from the syncope. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

306096-1

06-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7385
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
06-Mar-2008
Status Date

--
State

WAES0801USA06003
Mfr Report Id

Information has been received from a pharmacist concerning a 13 year old female who on unspecified dates was vaccinated with her first and second dose of
Gardasil (lot# unspecified).  Subsequently the patient experienced hand and foot joint pain.  The patient's hand joint pain and foot joint pain persisted.  No other
information was available.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

306097-1

06-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7386
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Jan-2008
Vaccine Date

23-Jan-2008
Onset Date

0
Days

06-Mar-2008
Status Date

--
State

WAES0801USA06015
Mfr Report Id

Information has been received from a health professional concerning three female patients who on approximately 23-JAN-2008 were vaccinated
intramuscularly with Gardasil. On 23-JAN-2008 the patient experienced discoloration at the injection site. The discoloration was a lighter skin color where the
band aid was in contact with the skin. No further information was provided. The patients sought unspecified medical attention. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

306098-1

06-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site discolouration

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7387
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
06-Mar-2008
Status Date

OH
State

WAES0801USA06021
Mfr Report Id

Information has been received from a physician concerning a 16 year old female who on unspecified date was vaccinated with first dose of Gardasil given with
MENACTRA and passed out. It was noted she has a fear of shots. Unspecified medical attention was sought. Subsequently, the patient recovered. This is one
of several reports received from the same source. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:

PhobiaPrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

306099-1

06-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 7388
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
06-Mar-2008
Status Date

CA
State

WAES0801USA06038
Mfr Report Id

Information has been received from a medical assistant a 16 year old female who on an unspecified date was vaccinated with a first dose of Gardasil.
Concomitant therapy included MENACTRA and diphtheria toxoid (+) pertussis acellular vaccine (unspecified) (+) tetanus toxoid (manufacturer unspecified).
Subsequently on an unspecified date the patient fainted after receiving the first dose of Gardasil. Medical attention was sought. On an unspecified date the
patient recovered with unspecified therapy. The patient had gone onto receive further doses, however, it is unknown if she had this reaction to the injections.
Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

306100-1

06-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope, Wrong drug administered

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

MNQ
HPV4
DTAP

SANOFI PASTEUR
MERCK & CO. INC.
UNKNOWN MANUFACTURER

NULL
NULL
NULL

0
Unknown
Unknown
Unknown

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 7389
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
07-Mar-2008
Status Date

OH
State

WAES0801USA06045
Mfr Report Id

Information has been received from a physician concerning a 15 or 16 year old female who was vaccinated with a first dose of Gardasil and passed out.
Unspecified medical attention was sought.  Subsequently, the patient recovered from passed out.  This is one of several reports received from the same
source.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

306101-1

07-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7390
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Jan-2008
Vaccine Date

Unknown
Onset Date Days

07-Mar-2008
Status Date

--
State

WAES0801USA06057
Mfr Report Id

Information has been received from a consumer concerning his 25 year old wife with no pertinent medical history, who on 09-JAN-2008 was vaccinated
intramuscularly, "in the arm", with the first dose of Gardasil.  There was no concomitant medication.  The consumer reported that in January 2008, "this past
month", after receiving Gardasil, his wife experienced an "irregular menstrual cycle and hasn't had her period."  The patient's amenorrhea and irregular
menstrual cycle persisted.  Medical attention was not sought.  Unspecified "blood work" was performed.  No product quality complaint was involved.  No further
information is available.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Diagnostic laboratory blood work
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

306102-1

07-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Amenorrhoea, Menstruation irregular

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7391
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
01-Jan-2008
Onset Date Days

07-Mar-2008
Status Date

MI
State

WAES0801USA06061
Mfr Report Id

Information has been received from a nurse concerning a 16 year old female with no pertinent medical history or drug reactions/allergies, who on unspecified
dates was vaccinated with the first, second and third doses of Gardasil. There was no concomitant medication. On 01-JAN-2008 the patient experienced
prolonged headache "after receiving the third dose of Gardasil." "As of 22-JAN-2008, the headache had not subsided". It was reported that the patient "did not
receive the Gardasil at the office." No product quality complaint was involved. Medical attention was sought at the physician. Additional information has been
requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

computed axial
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

306103-1

07-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Headache

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7392
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Jan-2008
Vaccine Date

30-Jan-2008
Onset Date

0
Days

12-Mar-2008
Status Date

MT
State

WAES0801USA06063
Mfr Report Id

Information has been received from a nurse concerning an 18 year old female who on 30-JAN-2008 was vaccinated with Gardasil (lot# 659657/1487U). There
was no concomitant medication. On 30-JAN_2008 the patient "received her first dose of Gardasil (lot# 659657/1487U) and sat down for a couple of minutes
(not 15 minutes as recommended in the guidelines) and when she tried to get up and leave, she fainted. The patient did not eat lunch prior to the vaccine."
Unspecified medical attention was sought. Subsequently, the patient recovered from the fainting episode. No product quality complaint was involved. Additional
information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

306104-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1487U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7393
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Mar-2008
Status Date

NJ
State

WAES0801USA06065
Mfr Report Id

Information has been received from a physician concerning a female with no known allergies or medical history who in October 2007, was vaccinated with her
third dose of Gardasil.  Subsequently the patient had a positive HPV DNA test indicating high risk for human papillomavirus even though she received all three
doses.  No further information was available.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Cervix HPV DNA assay positive
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

306105-1

10-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Human papilloma virus test positive

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7394
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Mar-2008
Status Date

NM
State

WAES0801USA06081
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with her first dose of Gardasil and began menstruating. Subsequently
the patient experienced heavy menstruation. The patient sought unspecified medical treatment at the clinic. Lot number was not available. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

306106-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Menorrhagia

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7395
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Jan-2008
Vaccine Date

29-Jan-2008
Onset Date

0
Days

10-Mar-2008
Status Date

TX
State

WAES0801USA06112
Mfr Report Id

Information has been received from a physician concerning a 16 year old female with no known allergies or medical history who on 29-JAN -2008 was
vaccinated with her first dose of Gardasil and fainted.  Subsequently, the patient recovered from fainting in about five minutes.  The patient sought unspecified
medical attention.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

306107-1

10-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7396
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Mar-2008
Status Date

--
State

WAES0801USA06122
Mfr Report Id

Information has been received from a nurse concerning a female who in November 2007, was vaccinated with the first dose of Gardasil.  Subsequently, the
patient experienced localized reaction at the injection site consisting of redness, warmth, and itching.  Unknown medical attention was sought.  The reaction
resolved completely (date unknown).  No product quality complaint was involved.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

306108-1

10-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site pruritus, Injection site warmth, Local reaction

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7397
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Mar-2008
Status Date

NY
State

WAES0801USA06142
Mfr Report Id

Information has been received from a physician concerning a female patient who at an unknown date was vaccinated with the second dose of Gardasil.
Subsequently the patient experienced mastitis. It was unknown whether or not this patient had this experience was with the first dose. Unknown medical
attention was sought. The patient's outcome was unknown. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

306109-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Mastitis

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7398
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Mar-2008
Status Date

TX
State

WAES0802USA00016
Mfr Report Id

Information has been received from a physician concerning a female who on an unspecified date was vaccinated with Gardasil.  Subsequently the patient
experienced dizziness.  Subsequently, the patient recovered from the dizziness prior to leaving the office.  This is one of several reports for the same source.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

306110-1

10-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7399
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Jan-2008
Vaccine Date

26-Jan-2008
Onset Date

1
Days

10-Mar-2008
Status Date

--
State

WAES0802USA00019
Mfr Report Id

Information has been received regarding a case in litigation.  On 31-JAN-2007 the mother of a 25 year old female reported that on 25-JAN-2008 her daughter
was vaccinated IM with 0.5 mL of the second dose of Gardasil (Lot #659657/1487U).  No concomitant medications were reported.  The patients mother
reported that post vaccination on 26-JAN-2008, the patient experienced numbness and tingling in her extremities.  That same day the patient reported that on
an unspecified date her physician had her get unspecified blood work for the event.  She reported that all of the blood tests were normal and that her physician
was "ruling out paraesthesis".  The patient reported that she did not have any events after her first vaccination with Gardasil (Lot #, dates of vaccination and
details were not provided).  On 01-FEB-2008 the patient's father reported "my daughter went to the ER (date not provided) and apparently had a low electrolyte
level.  She is stable now, but her condition has not improved much.  My daughter has no other medical conditions".  Later that same day the patient's mother
reported that her daughter was experiencing what "she believes is Guillain-Barre syndrome."  She reported that her daughter experienced numbness from her
waist down, back tightening, tingling in her fingers and was extremely tired.  She stated "she feels like going to the dentist and coming off anesthesia."  At the
time of this report the patient had not recovered from these events.  No further information is available.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Diagnostic laboratory normal - physician was ruling out "parathesis"; serum electrolytes test 02/01?/08 low value.
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

306111-1

10-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Fatigue, Guillain-Barre syndrome, Hypoaesthesia, Musculoskeletal stiffness, Paraesthesia

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1487U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7400
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Jan-2008
Vaccine Date

31-Jan-2008
Onset Date

0
Days

12-Mar-2008
Status Date

--
State

WAES0802USA00033
Mfr Report Id

Information has been received from a physician concerning a 23 year old female medical assistant with a history of latex allergy and drug hypersensitivity who
on 31-JAN-2008 was vaccinated, IM with the 1st dose of GARDASIL (lot# 659653/1448U). There was no concomitant medication. On 31-JAN-2008 a few hours
post vaccination she developed a rash all over body and was itchy. The patient sought unspecified medical attention. At the time of the report she had not
recovered from the events. No further information is available.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
Latex allergy; Drug hypersensitivity

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

306112-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus, Rash generalised

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1448U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7401
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Jan-2008
Vaccine Date

10-Jan-2008
Onset Date

0
Days

12-Mar-2008
Status Date

--
State

WAES0802USA00098
Mfr Report Id

Information has been received from a health professional concerning a 21 year old white female with a history of acne who on 09-AUG-2007 was vaccinated
intramuscularly with the Gardasil. On 10-JAN-2008 the patient was vaccinated intramuscularly with her second dose of Gardasil (lot# 655849/0263U).
Concomitant therapy included DENTOMYCIN and topical RETIN-A. The nurse practitioner thinks the patient received a tetanus booster on 10-JAN-2008 at a
different anatomic site than Gardasil. On 10-JAN-2008 the patient experienced arm pain after receiving her second dose of Gardasil. The patient experienced
pain as she was being injected at the office. The patient continues to have the pain and has difficulty raising her arm. The patient has not recovered. The nurse
practitioner expected to examine the patient soon and states the patient was thin with a Body Mass of 19. The patient had no swelling, no bruising and no fever
involved. The patient sought medical attention by having her mother call the nurse practitioner. Additional information has been requested.

Symptom Text:

DENTOMYCIN; RETIN-AOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Acne

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

306113-1

02-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injected limb mobility decreased, Injection site pain, Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0263U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7402
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Jan-2008
Vaccine Date

29-Jan-2008
Onset Date

0
Days

10-Mar-2008
Status Date

--
State

WAES0802USA00104
Mfr Report Id

Information has been received from a registered nurse concerning her 25 year old daughter who on 29-JAN-2008 was vaccinated with her first dose of
Gardasil.  Concomitant therapy included hormonal contraceptives (unspecified).  On 29-JAN-2008 the patient experienced urticaria, pruritus and redness at
injection site.  On 31-Jan-2008, the patient had about 20 to 30 hives mostly on the trunk and waist area.  She also has some hives on her arms and legs.  On
31-Jan-2008, she started taking loratadine (CLARITIN).  The patient sought medical attention "via her mother".  No additional information is available.
Additional information has been requested.

Symptom Text:

Hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

306114-1

10-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Pruritus, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7403
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Mar-2008
Status Date

--
State

WAES0802USA00107
Mfr Report Id

Information has been received from a physician concerning a female who on an unspecified date was vaccinated with her first dose of GARDASIL. On an
unspecified date, the patient received her second dose of GARDASIL. The patient developed a blister on her chest all the way up to her neck including her face
"1 day after getting the second dose of GARDASIL." The reporter learned of the adverse experience through a colleague who is the treating physician of the
patient. The patient sough unspecified medical attention. No additional information was provided. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

306115-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Blister

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7404
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Jan-2008
Vaccine Date

25-Jan-2008
Onset Date

10
Days

10-Mar-2008
Status Date

NY
State

WAES0802USA00130
Mfr Report Id

Information has been received from a physician concerning a 20 year old female who on 15-JAN-2008 was vaccinated intramuscularly with the first dose of
Gardasil (655327/1287U).  On 25-JAN-2008 the patient experienced a generalized rash.  The patient went to the physician's office on 28-JAN-2008 and was
told to take diphenhydramine hydrochloride (BENADRYL).  Subsequently, the patient recovered from the generalized rash.  No further information was
provided.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

306116-1

10-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash generalised

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1287U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7405
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Mar-2008
Status Date

--
State

WAES0802USA00137
Mfr Report Id

Information has been received from a nurse concerning a female patient who was vaccinated IM with 0.5 ml third dose of GARDASIL. Subsequently the patient
had been "in bed for 5 days with chills and diarrhea". There were no AE with the fist and second dose of vaccination. Unknown medical attention was sought.
The patient's outcome is unknown. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

306117-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Chills, Diarrhoea, No reaction on previous exposure to drug

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7406
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Mar-2008
Status Date

KY
State

WAES0802USA00139
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with the second dose of Gardasil.  Per the reporter, "a patient
experienced a cold after receiving her second dose of Gardasil."  The patient sought unspecified medical attention.  The lot number was not available and no
further information was given.  The physician does not want to be contacted.  Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

306118-1

10-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Nasopharyngitis

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7407
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Jan-2008
Vaccine Date

Unknown
Onset Date Days

12-Mar-2008
Status Date

--
State

WAES0802USA00140
Mfr Report Id

Information has been received from a physician concerning a 16 year old female who on approximately 31-JAN-2008 was vaccinated with the first dose of
Gardasil (lot number not reported). Concomitant therapy included MENACTRA. Subsequently the night of the injection the patient experienced hives. The
patient was reported to be recovering. No further information is available.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

306119-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7408
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Jan-2008
Vaccine Date

Unknown
Onset Date Days

12-Mar-2008
Status Date

--
State

WAES0802USA00149
Mfr Report Id

Information has been received from a nurse concerning her 22 year old daughter with a history of crohn's disease who on 30-JAN-2008 was vaccinated with
the first dose of GARDASIL (lot number not reported). Concomitant therapy included PENTASA. Subsequently the patient experienced vomiting and nausea. It
was reported that the vomiting has resolved but the daughter is still nauseated. No further information is available.

Symptom Text:

PENTASAOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Crohn's disease

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

306120-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Nausea, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7409
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Mar-2008
Status Date

NJ
State

WAES0802USA00270
Mfr Report Id

Information has been received from a physician concerning a female patient who was vaccinated IM with 0.5 ml dose of Gardasil.  Subsequently the patient
experienced red bumps, itching at the injection site 3-4 days after the vaccination.  It was also reported that the patient felt hot and heavy in her arm.
Unspecified medical attention was sought via phone.  At an unknown date the patient was recovered.  No product quality complaint was involved.  Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

306121-1

10-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Feeling hot, Injection site pruritus, Sensation of heaviness, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7410
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Mar-2008
Status Date

--
State

WAES0802USA00274
Mfr Report Id

Information has been received from a physician concerning a 14 year old female who on an unspecified date was vaccinated with her first dose of Gardasil (lot
# not provided).  Subsequently the next day the patient experienced a rash on both of her arms.  On an unspecified date the patient recovered from the rash.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

306122-1

10-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7411
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Sep-2007
Vaccine Date

Unknown
Onset Date Days

12-Mar-2008
Status Date

FL
State

WAES0802USA00300
Mfr Report Id

Information has been received from a physician concerning a female who on 27-SEP-2007 was vaccinated with the first dose of GARDASIL. Per the reporter,
approximately one to one and an a half months after receiving the first dose of GARDASIL the patient developed a headache that lasted approximately one
month. The physician does not believe this adverse experience is related to the vaccine and therefore does not wish to be contacted regarding this event. It is
unknown at this time whether or not the patient will receive the second and third doses. No further information was provided. Additional information is not
expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

computed axial
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

306123-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Headache

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7412
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Mar-2008
Status Date

--
State

WAES0802USA00314
Mfr Report Id

Information has been received from a head nurse concerning a 24 year old female who on 17-JUL-2007 was vaccinated with the first dose of Gardasil.  The
patient received second dose (date and practice unspecified).  Subsequently the patient was experiencing irregular periods following 2 doses.  The patient
came into the office for the third dose.  The patient's irregular periods persisted.  No product quality complaint was involved.  Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

306124-1

10-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Menstruation irregular

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7413
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Oct-2007
Vaccine Date

03-Nov-2007
Onset Date

15
Days

12-Mar-2008
Status Date

--
State

WAES0802USA00317
Mfr Report Id

Information has been received from a physician concerning a 17 year old female who on 19-OCT-2007 was vaccinated with the first dose of GARDASIL
(655322/1211U). Per the reporter the patient developed a rash on her injection site arm "2 weeks after receiving the first dose of GARDASIL." Subsequently,
the rash resolved on its own. On 27-DEC-2007 the patient was vaccinated with the second dose of GARDASIL . Per the reporter, again after a couple of weeks
the rash reappeared. On 18-JAN-2008 the patient went to Urgicare and was given 60mg of PROMIFEN (prednisone) (unknown manufacturer). The prednisone
therapy lasted until 22-JAN-2008 and the rash was resolved temporarily but returned again on 27-JAN-2008. No further information was provided. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

306125-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site rash, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1211U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7414
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Mar-2008
Status Date

TX
State

WAES0802USA00324
Mfr Report Id

Information has been received from a physician concerning a female who on an unspecified date was vaccinated with Gardasil.  Subsequently the patient
experienced dizziness.  Subsequently, the patient recovered from the dizziness prior to leaving the office.  This is one of several reports from the same source.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

306155-1

10-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7415
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Mar-2008
Status Date

NJ
State

WAES080USA00325
Mfr Report Id

Information has been received from a health professional concerning a female who was vaccinated intramuscularly with the first dose of GARDASIL. Per the
reporter the patient experienced flu-like symptoms for 10 days. The patient sought unspecified medical attention. Subsequently, the patient recovered from their
flu-like symptoms. No additional information was reported. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

306156-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Influenza like illness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7416
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Mar-2008
Status Date

CA
State

WAES0802USA00337
Mfr Report Id

Information has been received from a medical assistant concerning a patient (age and gender not reported) who on an unspecified date was vaccinated with a
first dose of GARDASIL injection. Subsequently on an unspecified date the patient fainted after receiving GARDASIL. It was unknown if the patient recovered.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

306157-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7417
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Jan-2008
Vaccine Date

24-Jan-2008
Onset Date

2
Days

12-Mar-2008
Status Date

--
State

WAES0802USA00348
Mfr Report Id

Information has been received from a health professional concerning a 20 year old female who on 22-JAN-2008 was vaccinated with first dose of GARDASIL.
Per the reporter, on 24-JAN-2008 the patient called the office and complained she had a headache, nausea, vomiting and did not feel good. The office
recommended that the patient treat the symptoms with over the counter medication and to call back on Monday. Per the reporter, the patient has not called
back and calls to the patient's house have gone unanswered. The patient's present status is unknown and no other information is available. Additional
information has been requested.

Symptom Text:

unknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

306158-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Malaise, Nausea, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7418
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Mar-2008
Status Date

--
State

WAES0802USA00408
Mfr Report Id

Information has been received from a health professional concerning a 13 year old female who in the Fall of 2007 was vaccinated with the first dose of
GARDASIL. Per the reporter when she went home she "broke out in rash that lasted about a week or so." Subsequently, the patient recovered from the rash.
No further information was provided. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

306159-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7419
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
26-Jan-2008
Onset Date Days

12-Mar-2008
Status Date

--
State

WAES0802USA01365
Mfr Report Id

Information has been received from a consumer who on approximately 21-JAN-2008 was vaccinated with a third dose of GARDASIL. The consumer was breast
feeding her 1 year old infant. On approximately 26-JAN-2008, "in the last couple of days", the infant developed a rash on it's cheek. At the time of reporting the
infant had not recovered. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

306160-1

04-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure via breast milk, Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7420
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Mar-2008
Status Date

--
State

WAES0802USA01476
Mfr Report Id

Information has been received from a physician concerning a 16, 17 or 18 year old patient (high school student) who was vaccinated with a first dose of
GARDASIL. Subsequently the patient passed out in the office. It was reported that there was no reaction after the second dose. The patient's twin also was
vaccinated with a dose of GARDASIL and passed out (WAES# 0802USA01944). Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

306161-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7421
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Mar-2008
Status Date

--
State

WAES0802USA01944
Mfr Report Id

Information has been received from a physician concerning a 16, 17 or 18 year old patient (high school student) who was vaccinated with a first dose of
GARDASIL. Subsequently the patient passed out in the office. It was also reported that after the second dose later in the evening , the patient fainted. The
patient's twin was also vaccinated with a dose of GARDASIL and passed out (WAES# 0802USA01476). Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

306162-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness, Syncope, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7422
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Jan-2008
Vaccine Date

09-Jan-2008
Onset Date

0
Days

12-Mar-2008
Status Date

--
State

WAES0801USA02036
Mfr Report Id

Information has been received from a registered  nurse concerning a 19 year old female with no known allergies and no reported medical history who on 09-
JAN-2008 was vaccinated with her first dose of 0.5 ml GARDASIL (Lot #659055/1522U) intramuscularly. On 09-JAN-2008 the patient developed severe pain on
both legs. The pain had not been resolved. No other details were reported. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

306163-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1522U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7423
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Feb-2007
Vaccine Date

26-Feb-2007
Onset Date

0
Days

03-Mar-2008
Status Date

VA
State

WAES0704USA03885
Mfr Report Id

Initial and follow-up information has been received from a physician for the Pregnancy Registry for GARDASIL concerning a 25 year old female with maternal
obesity (270 pounds) and a history of atypical squamous cells of undetermined significance (ASCUS) pap smear, no previous pregnancies, and anorexia at
age 14 who on 26-FEB-2007 was vaccinated with her first dose of GARDASIL (Lot # 654540/1162F). On 17-APR-2007, the patient was vaccinated with second
dose of hepatitis B vaccine, recomb (RECOMBIVAX HB). Concomitant therapy during the pregnancy included promethazine hydrochloride (PHENERGAN). The
physician reported that the patient was in her early pregnancy and is going to see an OB/GYN physician, but has not done so yet. Her last-menstrual period
was 01-MAR-2007 with estimated conception in mid March, but the patient's period was light so they are not sure until they get an ultrasound. Estimated date
of delivery 06-DEC-2007. Follow-up information was received from the physician via telephone. The physician reported the OB/GYN physician's name. The
patient had her first appointment on 26-APR-2007 and was scheduled for ultrasound on 22-MAY-2007. Follow-up information was received from the physician.
On 01-AUG-2007 the patient had an ultrasound which was normal. She declined a maternal serum alpha-fetoprotein (MSAFP) test. The patient was prescribed
promethazine hydrochloride (PHENERGAN) for nausea and vomiting. During labor/delivery, the baby had "non-reassuring" fetal heart tones. On 17-DEc-2007,
at 40 weeks from LMP, the mother delivered a normal female baby via C-section. There were no congenital anomalies. Birth weight was 8 pounds 4 ounce,
length 20 inches, apgar score was 8/10. Maternal obesity of 270 pounds was reported informed the outcome of the pregnancy. Upon internal review, the non-
reassuring fetal heart tones was considered to be an Other Important Medial Event. No additional information is expected.

Symptom Text:

PHENERGAN mgOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 3/1/2007); ObesityPrex Illness:

ultrasound 08/01/07 - normal; Apgar score 12/17/07 8/10 - baby
Atypical squamous cells of undetermined significance; Anorexia

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

306165-1

03-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Nausea, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
29-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1162F 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Oct-2007
Vaccine Date

15-Nov-2007
Onset Date

27
Days

03-Mar-2008
Status Date

FR
State

WAES0802USA05175
Mfr Report Id

Information has been received from a Health Authorities agency concerning a 17 year old female who on 19-OCT-2007 was vaccinated with her first dose of
Gardasil (lot number, injection route and site not reported).  The second dose was administered on 31-JAN-2008 (lot number, injection route and site not
reported) and was well tolerated.  In mid November 2007 the patient started to complain of a severe headache.  A cranial magnetic resonance imaging (MRI)
was carried out on 26-NOV-2007 but without findings.  An electroencephalography (EEG) was also unconspicuous.  On 18-DEC-2007 the patient developed
shingles which were considered as the reason for the persisting headache.  The patient was therefore hospitalized on 07-JAN-2008 for detailed examinations.
Blood count and blood serology were without findings.  Liquor only showed increased varicella zoster IgG titre (2) and herpes simplex IgG titre (1:38).
Symptomatical treatment with DOLORMIN was prescribed.  On 08-JAN-2008 the patient was discharged from the hospital.  At the time of reporting the
symptoms were considerably regressive.  Other business partner numbers include E200801349.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Prex Illness:

magnetic resonance imaging 26Nov07 Comment: without findings; electroencephalography 26Nov07 Comment: unconspicuous; diagnostic laboratory test 07-
Jan08 Comment: liquor only showed increased varicella zoster IgG titre (2) and herpes simplex
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

306167-1 (S)

03-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Herpes zoster

 HOSPITALIZED, SERIOUS

Other Vaccine
29-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Jul-2007

Vaccine Date
07-Aug-2007
Onset Date

28
Days

03-Mar-2008
Status Date

FR
State

WAES0802USA05176
Mfr Report Id

Information has been received from a physician concerning an 18 year old female who on 10-JUL-2007 was vaccinated with her first dose of Gardasil (lot
number not reported) into the right upper arm. On approximately 07-AUG-2007, four week post vaccination the patient complained about localised pain in the
injection site arm. Since mid January 2008, the pain was radiating into the right shoulder. To be free of pain the patient is taking 1200 mg of ibuprofen (2 x 600
mg) every other day. A physical exam on 03-FEB-2008 and 11-FEB-2008 showed redness of 3.5 cm diameter localized on the lower third of the right upper arm
with tenderness. There was no lymph node swelling. Values for differential blood count, "BSR", C-reactive protein (CRP), and liver parameters taken on 08-
FEB-2008 were within the normal range. Symptoms were ongoing at the time of reporting. Other business partner numbers include E200801418. No further
information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Prex Illness:

diagnostic laboratory test 08Feb08 "BSR"-normal range; serum C-reactive protein 08Feb08 normal range; hepatic function tests 08Feb08 liver parameters-
normal range; white blood cell differential 08Feb08 normal;
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

306168-1 (S)

03-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Injection site pain, Musculoskeletal pain, Tenderness

 PERMANENT DISABILITY, SERIOUS

Other Vaccine
29-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Right arm Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Nov-2007
Vaccine Date

30-Nov-2007
Onset Date

0
Days

03-Mar-2008
Status Date

FR
State

WAES0802USA05480
Mfr Report Id

Information has been received from a health professional concerning a 15 year old female patient who was underweight for her height and had a history of
amenorrhoea.  On 30-NOV-2007 patient was vaccinated in the deltoid (route not reported) with a first dose of Gardasil (batch # NG01510) (lot # 1358F).  The
patient had no concomitant therapy.  During the vaccination, the patient experienced violent pain at the site of injection and the vaccinator felt a contact with the
patient's bone.  The physician consequently pulled the needle a few centimeters back and completed the injection.  The patient subsequently complained of
pain at the site of injection on an unspecified date, which led the physician to perform ultrasound of the vaccinated arm.  Ultrasound showed a slight "bone
defect".  Blood work up (not specified) was normal and magnetic resonance imaging (MRI) of the arm was scheduled.  The physician considered that the event
was caused by her own vaccination error and was not related to the vaccine itself.  The outcome was unknown.  The reporter considered the events to be an
other important medical event.  The other business partner's number included: E200801494.  Additional information is not available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Weight abnormalPrex Illness:

ultrasound 30?Nov07 Comment: Vaccination arm (slight bone defect); laboratory test Comment: Blood work up was normal (not specified)
Amenorrhoea

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

306169-1

03-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Medication error, Skeletal injury, Wrong technique in drug usage process

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
29-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1358F 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Dec-2007
Vaccine Date

01-Jan-2008
Onset Date

20
Days

03-Mar-2008
Status Date

FR
State

WAES0802USA05488
Mfr Report Id

Information has been received from health authority concerning a 16 year old female patient with no pertinent medical history who on 12-DEC-2007 was
vaccinated with a first dose of Gardasil (lot, route and site not reported).  On 15-JAN-2008 she was vaccinated with a second dose of Gardasil (lot, route and
site not reported).  Some days after the second vaccination the patient developed dyspnoea, feeling hot and vertigo.  It was reported that she developed the
same adverse events (AEs) after the first injection but in a milder version.  She recovered from it without treatment few days after the injection was given.  She
was treated (therapy not specified) at an ambulant unit of a hospital for the adverse events after the second injection.  She recovered on an unspecified day.
The reporter described the events as medically significant and considered the events as other important medical event.  The case is closed.  The other
business partner's number included: E200801486.  Additional information is not available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

306170-1

03-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dyspnoea, Feeling hot, Vaccine positive rechallenge, Vertigo

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
29-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Aug-2007
Vaccine Date

Unknown
Onset Date Days

03-Mar-2008
Status Date

FR
State

WAES0802USA05493
Mfr Report Id

Information has been received from a health authority concerning a 16 year old female who on 21-JUN-2007 was vaccinated with a first dose of Gardasil (batch
NE24240, lot 654884/0902F) and on 28-AUG-2007 a second dose of Gardasil (batch NF27880, lot 1518F). The patient complained about intermittent
dysaesthesia and hypoaesthesia of the left leg up to the knee since summer 2007. Since autumn 2007, she complained about globus pharyngitis and
occasionally dizziness. The patient was hospitalized from 07-FEB-2008 to 12-FEB-2008. Clinical neurological examination was normal. SEP, AEP, VEP cranial
MRI were normal as well as lab findings and CSF (not otherwise specified). Electroneurography on 07-FEB-2008 revealed a sensory mild left accentuated
polyneuropathy of legs and on 11-FEB-2008, a discrete beginning sensory polyneuropathy. Cortical MEP of ulnar nerves were normal. Cortical MEP of
peroneal nerves revealed normal findings on the right side and pathological findings on the left side. Diagnosis of polyneuritis was established. The physicians
in hospital assumed a causal relationship with the vaccine. Other business partner numbers include E2008-01348 and PEI2008001454. Additional information
has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Prex Illness:

neurological examination ??Feb08 Comment: normal; magnetic resonance imaging ??Feb08 Comment: cranial normal; electroneurography 07Feb08
Comment: sensory mild left accentuated polyneuropathy of legs; electroneurography 11Feb08 Comment: sens
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

306171-1 (S)

03-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Dysaesthesia, Hypoaesthesia, Pharyngitis, Polyneuropathy

 HOSPITALIZED, SERIOUS

Other Vaccine
29-Feb-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1518F 1 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Feb-2008
Vaccine Date

Unknown
Onset Date Days

03-Mar-2008
Status Date

CT
State Mfr Report Id

Gardasil dose #3 given twice within seven days. Student asked if had been to MD for vaccine stated no. Parent had signed permit for third dose of
Gardasil.After admistration of dose, student stated "oh I had some shots last week".On checking with Community Clinic it was learned that the student did
receive the third dose seven days pior to the dose given on 2/28/08.CDC Hotline called for direction. No adverse reaction noted.

Symptom Text:

noneOther Meds:
Lab Data:
History:
Prex Illness:

none
none on school PE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

306184-1

03-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
29-Feb-2008

Received Date

Prex Vax Illns:

HEP
HPV4

HPV4 MERCK & CO. INC. 0928U 2 Right arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Jan-2008
Vaccine Date

28-Jan-2008
Onset Date

12
Days

03-Mar-2008
Status Date

CA
State Mfr Report Id

Aseptic Meningitis - Bacterial and Viral Cultures negative.  Hospitalized for 5 days, received antibiotics for 48 hrs. until cultures confirmed negative.  3/19/08
Reviewed hospital medical records of 1/28-2/1/2008 admission. FINAL DX: Aseptic meningitis & SIADH. Records reveal patient experienced HA x 5 days, fever
& nausea/vomiting x 2 days.  Seen by pcp & also noted to have photophobia, meningismus, dehydration & gen myalgias.  LP done.  Tx w/IVF, IV antibiotics.
Discussed w/ID.  Continued to be febrile through d/c but clinically improved. D/C to home w/pcp f/u.

Symptom Text:

Other Meds:
Lab Data:

History:
NonePrex Illness:

Not currently available.  In summary, high CSF WBC, High CSF Protein, Negative Viral and Bacterial CSF Cultures.  LABS: Flu test neg.  CSF: WBC 60, segs
86%, lymphs 8%, RBC 36, glucose 69, protein 96, c/s neg.  Sodium 129 (L).  Sed rate 4
No

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

306198-1 (S)

01-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dehydration, Headache, Inappropriate antidiuretic hormone secretion, Meningism, Meningitis aseptic, Myalgia, Nausea, Photophobia, Pyrexia, Vomiting

 HOSPITALIZED, SERIOUS

Related reports:   306198-2

Other Vaccine
29-Feb-2008

Received Date

Prex Vax Illns:

TDAP
HEPA

HPV4

SANOFI PASTEUR
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

C2864AA
AHAUB225BC

1448U

0
0

0

Left arm
Right arm

Right arm

Intramuscular
Intramuscular

Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Jan-2008
Vaccine Date

28-Jan-2008
Onset Date

12
Days

22-Apr-2008
Status Date

--
State

200801072
Mfr Report Id

Initial report received on 14 April 2008 from an other manufacturer, report number WAES0804USA00597.  The other manufacturer obtained the report from a
line listing the Company requested from the FDA, VAERS # 306198.  The original reporting source was not identified.  Verbatim from report.  "This report was
identified from a line listing obtained on requested by the Company from the FDA under the Act.  A 15 year old female patient with no pertinent medical history,
on 16-JAN-2008 was vaccinated IM in the right arm with the first dose of Gardasil (lot # 659653/1448U).  Commitant suspect vaccine therapy included the first
dose, IM in the right arm of HAVRIX (lot # AHAUB225BC), and the first dose, IM in the left arm, of ADACEL (lot # C2864AA).  There was no illness at the time
of vaccination.  On 28-JAN-2008 the patient was hospitalized with aseptic meningitis.  The cerebrospinal fluid (CSF) sample revealed a high CSF white blood
count, and a high CSF protein.  The CSF cultures, both bacterial and viral, were negative.  Hospitalization lasted for 5 days.  The outcome of the event was not
specified."  "28-JAN-2008: cerebrospinal fluid white cell count, high" "28-JAN-2008: cerebrospinal fluid total protein, high" "28-JAN-2008: cerebrospinal fluid
culture, negative viral & bacterial."  "The original reporting source was not identified.  The VAERS identification # is 306198."

Symptom Text:

Other Meds:
Lab Data:

History:
Prex Illness:

"28-JAN-2008: cerebrospinal fluid white cell count, high"; "28-JAN-2008: cerebrospinal fluid total protein, high"; "28-JAN-2008: cerebrospinal fluid culture,
negative viral & bacterial."
"None"

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

306198-2 (S)

22-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Meningitis aseptic

 HOSPITALIZED, SERIOUS

Related reports:   306198-1

Other Vaccine
21-Apr-2008

Received Date

Prex Vax Illns:

TDAP
HPV4
HEPA

SANOFI PASTEUR
MERCK & CO. INC.
MERCK & CO. INC.

C2864A
1448U
AHAUB225BC

0
0
0

Left arm
Right arm
Right arm

Intramuscular
Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Oct-2007
Vaccine Date

22-Dec-2007
Onset Date

68
Days

04-Mar-2008
Status Date

FR
State

WAES0802USA04512
Mfr Report Id

Information has been received from a health professional concerning a 22 year old female with no medical history, who on 14-DEC-2007 the patient was
vaccinated with a second dose of GARDASIL (Batch# AG080220). The route and site of administration were not reported. On 22-DEC-2007, 7 days post
vaccination, the patient developed multiple bilateral nodular ulcer lesions of the small lips with subsequent necrosis, ulceration and white exudate, as well as a
perilesional inflammatory halo and severe pain. The patient also experienced amygdalitis a few days post vaccination, which was treated with clarithyromycin
(BIAXIN), ibuprofen (MOTRIN), and paracetamol (TYLENOL). It was reported that the second dose triggered a  more severe reaction with a superior time for
recovery. The treatment included a topical cream with an antibiotic and analgesics. A broader analytic study including autoimmune diseases was negative for
venereal diseases. The patient recovered on 20-JAN-2008, approximately one week after the onset. It was noteworthy that the patient experienced the same
events one week after receiving the first dose of GARDASIL (Batch# AG08220) on 15-OCT-2007. Nodular ulcer lesions had appeared on the right small lip with
subsequent necrosis, ulceration, a slight inflammatory halo and severe pain. No white exudate had been reported at the time. The analytic study had been
found negative for venereal disease. The event had lasted for two weeks from 21-OCT-2007 to 05-NOV-2007. Other business partner numbers included:
E2008-01360. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

306240-1

04-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Inflammation, Necrosis, Pain, Tonsillitis, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
03-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. AG08220 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Feb-2008
Vaccine Date

19-Feb-2008
Onset Date

0
Days

04-Mar-2008
Status Date

CA
State

WAES0802USA05226
Mfr Report Id

Information has been received from a physician concerning a 17 year old female with no medical history and no drug allergies, who on 19-FEB-2008 was
vaccinated with a 0.5mL dose of Gardasil. Concomitant vaccinations included MENACTRA and DTaP. On 19-FEB-2008 the patient fainted, fell off the table, hit
her head on the ground, and had a seizure. The patient also had a cut on the bridge of her nose and gums. The patient went to the emergency room and was
released the same day. The physician thought the seizure was due to the head trauma. The patient recovered on an unspecified date. No product quality
complaint was involved. Upon internal review seizure was considered to be an other important medical event. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

306241-1

04-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Face injury, Fall, Gingival injury, Head injury, Laceration, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
03-Mar-2008

Received Date

Prex Vax Illns:

MNQ
HPV4
DTAP

SANOFI PASTEUR
MERCK & CO. INC.
UNKNOWN MANUFACTURER

NULL
NULL
NULL

0
Unknown
Unknown
Unknown

Unknown
Unknown
Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Dec-2007
Vaccine Date

01-Dec-2007
Onset Date

0
Days

04-Mar-2008
Status Date

NJ
State

WAES0802USA05316
Mfr Report Id

Information has been received from a consumer from Merck Pregnancy Registry for Gardasil concerning her 15 year old daughter with a history of urinary tract
infection and kidney infection who in December 2007, was vaccinated with a first dose 0.5 mL of Gardasil (lot # unknown). Concomitant therapy included
prenatal vitamins (unspecified), KEFLEX and iron (unspecified). On 31-JAN-2008 the patient developed coughing, severe high fevers, urinary tract infection
and kidney infection. On 31-JAN-2008, she was hospitalized for five days. It was reported that she was pregnant for five months. Laboratory tests were
performed but not specified. She was recovering. Additional information has been requested.  03/05/2008 MR received for DOS 1/31/2008 to 2/6/2008 with DX:
 Intrauterine Pregnancy at 18wks 5 days.  R Acute Pyelonephritis.  Shortened cervix with mild funneling, r/o cervical insufficiency/incompetance.  Teen
pregnancy with no prenatal care.  Possible URI.  Electrolyte disturbances (hyponatremia and hypokalemia). Incidental spina bifida occulta C7.  Non-specific
anemia, r/o sickle cell anemia. Pt presented to ER with c/o R flank pain and fever/chills x 3 days. Temp 101.6'F. Pt found to be pregnant on exam. Consult for
bacteremia.  Improved on IV Rocephin. Cervical cerclage performed on 2/6/08.

Symptom Text:

KEFLEX; iron (unspecified); vitamins (unspecified)Other Meds:
Lab Data:

History:
Prex Illness:

laboratory test - Unspecified. Labs and Diagnostics:  UA (+) for large nitrite, large leukocyte esterase, WBCs TNTC.  UC (+) for E.coli. Blood cx (+) for E. coli.
Na+ 129.  K+ 2.6. Cl- 95. Ca++ 8.3. CBC with WBCs 30.2 on admit, down to 7.0
Urinary tract infection; kidney infection

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

306242-1 (S)

11-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anaemia, Bacteraemia, Cervical incompetence, Cervix cerclage procedure, Chills, Cough, Drug exposure during pregnancy, Electrolyte imbalance, Flank pain,
Hypokalaemia, Hyponatraemia, Kidney infection, Pyelonephritis acute, Pyrexia, Urinary tract infection

 ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, SERIOUS

Other Vaccine
03-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Oct-2007
Vaccine Date

01-Jan-2008
Onset Date

82
Days

04-Mar-2008
Status Date

FR
State

WAES0802USA05598
Mfr Report Id

Information has been received from the health authority from the father of the patient concerning his 18 year old daughter with no medical history reported who
on 11-OCT-2007 was vaccinated with a first dose of Gardasil (lot, route and site not reported). On 01-JAN-2008 the patient developed paraesthesia and was
hospitalized. A MRI of the brain and cervical spine was investigated. No conspicuousness and in particular no reference to MS was detected. A hypomagnesia
could also be excluded. The physician at the hospital excluded a correlation between the adverse event and the vaccine. The female was released from the
hospital after three days with slightly amelioration, but without diagnose. Somedays after the release from the hospital, the paraesthesia abated but recurred
some days ago. The female described her actual condition as follows: Pins and needles, numbness at the whole body, especially in arms and legs- handgloves
and socks like paraesthesia, stitches in lower arms and legs were experienced cushioned. Numbness in fingers leads to detraction of the sense of touch.
Feeling of coldness and wetness cannot be kept apart. Slight motor dysfunction: some movements are more exhausting than usual. Feeling of pain in different.
The female is not yet recovered. Additional information is not expected. Other business partners included are: E2008-01496.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Prex Illness:

magnetic resonance imaging Comment: brain - no conspicuousness and in particular no reference to MS was detected; magnetic resonance imaging
Comment: cervical spine- no conspicuousness and in particular no reference to MS was detected
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

306243-1 (S)

04-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Motor dysfunction, Pain, Paraesthesia, Sensory loss

 HOSPITALIZED, SERIOUS

Other Vaccine
03-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Feb-2008
Vaccine Date

10-Feb-2008
Onset Date

2
Days

04-Mar-2008
Status Date

FR
State

WAES0802USA05599
Mfr Report Id

Information has been received from a health authority and a health care professional concerning a 20 year old female patient with no pertinent medical history,
who on 08-FEB-2008 was vaccinated IM with a dose of Gardasil (site of administration, number of dose and lot number not reported). On 10-FEB-2008 the
patient experienced adverse event on the left side, but the precise nature of this adverse event was unfortunately unreadable on the report form. No information
about the treatment was available. The outcome was unknown. The reporter considered adverse event to be an other important medical event. The other
business partner's numbers included: E200801411. Additional information is not available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

306244-1

04-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Vaccination complication

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
03-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7437
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Nov-2007
Vaccine Date

29-Nov-2007
Onset Date

0
Days

04-Mar-2008
Status Date

FR
State

WAES0802USA05680
Mfr Report Id

Information has been received from a health authority (local reference number BGAR2008/42) on 25-FEB-2008 concerning a 15 year old female with no
medical history reported who on 29-NOV-2007 was vaccinated with a dose of Gardasil IM (dose number, lot number, and site administration not reported).  On
29-NOV-2007, the same day the patient experienced syncope, dizziness, somnolence, lower abdominal pain, pain in arm and numbness in hand.  On 06-DEC-
2007 the patient fully recovered but the individual latencies of all these adverse events have not been reported.  To be noted that the case was considered as
serious by health authorities, but no criteria of seriousness were reported.  Additional information is not expected.  Other business partners included are:
E2008-01571.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

306245-1

04-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain lower, Dizziness, Hypoaesthesia, Pain in extremity, Somnolence, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
03-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7438
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Feb-2008
Vaccine Date

28-Feb-2008
Onset Date

0
Days

04-Mar-2008
Status Date

OH
State Mfr Report Id

Mother states dgt's right side of face begain swelling approx 8pm including jaw and had several welts on face.  Contacted Pediatrician who instructed them to
give her Benadryl and call HD next moring.  At the AM call mothr stated the swelling was going down, denied any difficulty breathing.  Was to see Physician
later that day.  After visiting Physician, RN spoke with the dgt, states Physician felt the sweeling was not caused by the shots.

Symptom Text:

YAZ   Synthroid 50 qdOther Meds:
Lab Data:
History:

NoPrex Illness:

None
No

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

306260-1

05-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Swelling face, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
03-Mar-2008

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

C1257U
C1263U

2
1

Right arm
Right arm

Subcutaneously
Intramuscular



10 JUN 2008 06:27Report run on: Page 7439
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Feb-2007
Vaccine Date

Unknown
Onset Date Days

04-Mar-2008
Status Date

CA
State Mfr Report Id

hypotensive to BP 60/40 + light-headed + dizzySymptom Text:

Other Meds:
Lab Data:
History:

preventionPrex Illness:

postural orthostatic tachycardia

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

306275-1

05-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Hypotension

 ER VISIT, NOT SERIOUS

Other Vaccine
03-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 00140 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7440
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Feb-2008
Vaccine Date

14-Feb-2008
Onset Date

0
Days

04-Mar-2008
Status Date

CO
State Mfr Report Id

On the evening of vaccination child developed a hoarse voice progressing to cough and general malaise "feeling bad". On 2-16-08 reported increased
hoarseness of voice, "wheezing", cough and fever 101deg - No respiratory distress or change in level of consciousness. On 2-17-08 am feeling better - less
wheezing and voice coming back. 2-18-08 fever again 101deg. Seen at clinic on 2-19-08 exam Afebrile, O2 Sat 100% room air, breath sounds clear and
productive cough - but improved per "patient". Continued to have cough through week and on 2-22-08 pm developed hives over body which responded to
Benadryl. Denied respiratory distress or decreased LOC. Seen 2-26-08 at clinic diagnosed with cough, lower respiratory tract infection. To begin Azithromycin-
No respiratory distress, Afebrile, O2 Sat 99%; she continues to have intermittent hives

Symptom Text:

noneOther Meds:
Lab Data:

History:
nonePrex Illness:

"2-19-08 exam Afebrile, O2 Sat 100% room air, breath sounds clear and productive cough ". "Seen 2-26-08 at clinic diagnosed with cough, lower respiratory
tract infection. To begin Azithromycin- No respiratory distress, Afebrile, O2 Sat 99%"
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

306294-1

04-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Cough, Dysphonia, Feeling abnormal, Lower respiratory tract infection, Malaise, Productive cough, Pyrexia, Urticaria, Wheezing

 ER VISIT, NOT SERIOUS

Other Vaccine
03-Mar-2008

Received Date

Prex Vax Illns:

TDAP
MNQ
HEPA

HPV4

SANOFI PASTEUR
SANOFI PASTEUR
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

C2825AA
U2403AA
AHAVB213AA

0927U

0
0
1

2

Right arm
Right arm
Left arm

Left arm

Intramuscular
Intramuscular
Intramuscular

Intramuscular



10 JUN 2008 06:27Report run on: Page 7441
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Jan-2008
Vaccine Date

01-Feb-2008
Onset Date

3
Days

04-Mar-2008
Status Date

NY
State Mfr Report Id

Pt c/o pain and limited ROM since about 2 days post injection. Denies swelling or redness at injection site. Pt did see her PA for this.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

306299-1

04-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injected limb mobility decreased, Pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
03-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0530U 0 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Feb-2008
Vaccine Date

28-Feb-2008
Onset Date

0
Days

04-Mar-2008
Status Date

LA
State Mfr Report Id

Patient felt faint, turned pale, became overheated, ears were ringing, vomited a very little bit. I gave her ice packs on the back and chest, fanned her for a short
period of time as the began to recover.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

306302-1

04-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Hyperthermia, Pallor, Tinnitus, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
03-Mar-2008

Received Date

Prex Vax Illns:

VARCEL
HPV4
HEP

MERCK & CO. INC.
MERCK & CO. INC.
MERCK & CO. INC.

1179U
0522U
0570U

1
0
1

Right arm
Right arm
Right arm

Subcutaneously
Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Feb-2008
Vaccine Date

28-Feb-2008
Onset Date

1
Days

04-Mar-2008
Status Date

CT
State Mfr Report Id

Pt awoke at 2 AM with swelling and itching on (R) shoulder, arm, and hand. Went to ER, received fluids and Benadryl.Symptom Text:

Lasix; Altace; Coreg; Prozac; Pot-KOther Meds:
Lab Data:
History:

NonePrex Illness:

Cardiomyopathy; Rhabomyosarcoma (childhood); Guillain Barre; Pacemaker

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

306304-1

04-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Oedema peripheral, Pruritus

 ER VISIT, NOT SERIOUS

Other Vaccine
03-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1967U 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 7444
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Mar-2008
Vaccine Date

01-Mar-2008
Onset Date

0
Days

04-Mar-2008
Status Date

OH
State Mfr Report Id

After receiving Gardasil #2, Hep A #1 vaccines, pt was placed supine (b/c hx of feeling dizzy after 1st Gardasil). Approx 1 min. after vaccines, pt had 3 second
tonic clonic activity of arms and legs with flexion of neck twice. No incontinence. Pt was lucid, AA and ) immediately post-event. Pt felt lightheaded for 30-40
mins. She slowly transitioned from supine to sitting to ambulatory. Exam was non-focal and VS normal. Dx: syncope with seizure.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

CBC, CMP, PO4, Mg, EKG = normal
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

306307-1

04-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Dizziness, Syncope, Tonic clonic movements, Vaccine positive rechallenge

 ER VISIT, NOT SERIOUS

Other Vaccine
03-Mar-2008

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

1757U
AHAVB216AA

1
0

Left arm
Right arm

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Feb-2008
Vaccine Date

13-Feb-2008
Onset Date

2
Days

05-Mar-2008
Status Date

FR
State

WAES0802CZE00004
Mfr Report Id

Information has been received from a physician concerning a 16 year old white female who on 11-FEB-2008 was placed on therapy with human papillomavirus
vaccine, (dose and indication not reported). On 13-FEB-2008 the patient experienced induration and erythema. Subsequently, the patient recovered from
induration and erythema. The reporter felt that erythema and induration were related to therapy with vaccine. Reporter classified erythema and induration as an
other medical event. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

306352-1

05-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Induration

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
04-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7446
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
24-Dec-2007
Onset Date Days

05-Mar-2008
Status Date

NJ
State

WAES0802USA01240
Mfr Report Id

Initial and follow up information has been received through the Merck pregnancy registry from a licensed practical nurse concerning an 18 year old female who
was vaccinated with GARDASIL. The patient became pregnant after receiving all 3 doses of GARDASIL (dates not specified). The patient's last menstrual
period (LMP) was 24-DEC-2007. The estimated date of delivery was 29-SEP-2008. The patient sought medical attention. Follow up information indicated that in
February, at 6 or 7 weeks gestation, the patient's pregnancy was aborted. No further was provided. Upon internal review, abortion at "weeks from LMP 6 or 7"
was considered to be serious as an other important medical event. This is one several reports from the same source. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 12/24/2007)Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

306353-1

05-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abortion, Drug exposure during pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
04-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Apr-2007
Vaccine Date

Unknown
Onset Date Days

05-Mar-2008
Status Date

PA
State

WAES0802USA04668
Mfr Report Id

Information has been received through the Merck pregnancy registry from a Registered Nurse concerning a 23 year old female who on 24-APR-2007 was
vaccinated with GARDASIL (Lot #654535/0960F). Concomitant vaccinations on 24-APR-2007 included MENACTRA, (manufacturer unspecified) and hepatitis
A virus vaccine (manufacturer unspecified). The patient received the second dose of GARDASIL (Lot #657006/0188U) on 18-SEP-2007 and then experienced
a miscarriage on 06-JAN-2008. The patient received the third dose of GARDASIL on 06-FEB-2008. The patient received the third dose of GARDASIL on 06-
FEB-2008. The patient's estimated delivery date was 16-APR-2008. The patient became pregnant prior to receiving the second dose. Upon internal review,
miscarriage is considered to be an other important medical event. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 7/9/2007)Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

306354-1

05-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
04-Mar-2008

Received Date

Prex Vax Illns:

VARCEL
MNQ
HEPA
HPV4

MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.
MERCK & CO. INC.

NULL
NULL
NULL
0960F 0

Unknown
Unknown
Unknown
Unknown

Unknown
Unknown
Unknown

Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Oct-2007
Vaccine Date

01-Dec-2007
Onset Date

44
Days

05-Mar-2008
Status Date

NY
State

WAES0802USA05897
Mfr Report Id

Information has been received from a physician concerning a female patient who was vaccinated with a third dose of Gardasil (site, route, lot # not reported).
The physician reported that the patient received her third dose of Gardasil and couple of weeks later at "end of 2007" she was diagnosed with idiopathic viral
syndrome induced thrombocytopenia. She saw a hematologist. At the time of this report she had not fully recovered. No further information was provided. Upon
internal review idiopathic viral-syndrome induced thrombocytopenia was determined to be an other important medical event (OME). Additional information has
been requested. 4/14/08-records received-seen on 12/27/07-C/O increased bruising over shins, thigh, flank and arm. Rash on shins. One week of gum bleding
difficult to control. Awoke once with blood in mouth and had epistaxis once. Menses longer in duration. Tingling before bruises, especially behind knee.
Decreased appetite attributed to decreased exercise. Seen on 12/31/07-Idiopathic thrombocytopenia. continues with light menses has not restarted her BCP.
Bruising and light gum bleeding. Seen on 2/28/08-Now C/O menometrorrhagia. Missed taking 2 of her BCP..

Symptom Text:

Unknown BCP-OrthoTricyclen LoOther Meds:
Lab Data:
History:
Prex Illness:

unknown 4/14/08-records received-Platelets on 12/27/07-12,000.
Unknown 4/14/08-records received- PMH:pyelonephritis. UTI recently. BCP

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

306355-1

16-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Contusion, Decreased appetite, Epistaxis, Gingival bleeding, Idiopathic thrombocytopenic purpura, Menometrorrhagia, Menorrhagia, Menstruation irregular,
Paraesthesia, Rash, Viral infection

 ER VISIT, NOT SERIOUS

Other Vaccine
04-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1264U 2 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Dec-2007
Vaccine Date

05-Dec-2007
Onset Date

0
Days

05-Mar-2008
Status Date

FR
State

WAES0802USA05954
Mfr Report Id

Information has been received from the Health Authority agency (ref. # PEI2008001617) concerning a 14 year old female with no history reported who on 05-
DEC-2007 was vaccinated with a first dose of Gardasil (lot #, site and route not reported). In December 2007, the patient experienced polyneuritis. The
diagnosis was supported by nerve conduction velocity studies on 06-FEB-2008. She was admitted to the hospital on an unspecified date. At the time of
reporting, the symptoms were ongoing. Other business partner numbers included: E2008-01541. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

nerve conduction study polyneuritis supported 06Feb08
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

306356-1 (S)

05-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Polyneuropathy

 HOSPITALIZED, SERIOUS

Other Vaccine
04-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Feb-2008
Vaccine Date

27-Feb-2008
Onset Date

0
Days

05-Mar-2008
Status Date

--
State

WAES0802USA05980
Mfr Report Id

Information  has been received from a consumer concerning her 13 year old daughter with migraine and seasonal allergies who on 27-FEB-2008 was
vaccinated with a first dose 0.5 mL of GARDASIL (lot # unknown). Concomitant therapy included AMERGE and INDERAL. The reporter reported that on 27-
FEB-2008 her daughter received the dose of GARDASIL vaccine and within one or two minutes she fainted and hit her head, and had a seizure. She recovered
within a short period of time. She also developed a rash around the injection site which lasted about ten minutes. It was reported that on 27-FEB-2008 the
patient recovered. Upon internal review seizure was determined to be an other important medical event (OME). Additional information has been requested.

Symptom Text:

AMERGE; INDERALOther Meds:
Lab Data:
History:

Migraine; Seasonal allergyPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

306357-1

05-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Head injury, Injection site rash, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
04-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Jan-2008
Vaccine Date

09-Jan-2008
Onset Date

0
Days

05-Mar-2008
Status Date

FR
State

WAES0802USA06165
Mfr Report Id

Information has been received from a health authority concerning a 25 year old female with no relevant medical history reported who on 09-JAN-2008 was
vaccinated intramuscularly with a dose of GARDASIL (batch NG00320, lot 0352U). On 09-JAN-2008, post vaccination, the patient developed injection site pain,
crepitations, and scar like retractions for several weeks. The pain was so strong that an abscess was suspected. Subsequently, the patient recovered on an
unspecified date. The reporter considered the patient's experience to be serious as other important medical event. Other business partner numbers include
E2008-01690 and 27314. No further information expected. The case was closed.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

306358-1

06-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Crepitations, Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
04-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0352U Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Sep-2007
Vaccine Date

13-Oct-2007
Onset Date

38
Days

05-Mar-2008
Status Date

FR
State

WAES0712USA08339
Mfr Report Id

Information has been received from a general practitioner via Merck pregnancy registry concerning an 18 year old female with an unspecified psychiatric
medical history who on 5-Sep-2007 was vaccinated (route and site not reported) with the 1st dose of GARDASIL (lot # not reported). On 13-NOV-2007, the
patient was vaccinated (route and site not reported) with the 2nd dose of GARDASIL (batch: NF54050, lot:0275U). On 13-NOV-2007, post vaccination, it was
determined that the patient was pregnant (LMP: 13-Oct-2007). The patient received her 2nd dose of GARDASIL 12 days after starting her pregnancy (1-Nov-
2007). The reporter stated that the patient intended to have a voluntary termination of pregnancy in spite of the physician's recommendation as there was no
indication for abortion in that particular case. The physician underlined psychiatric context of the patient and her youth. No adverse effected was reported.
Other business partners numbers include E2007-09283. Follow-up information reported that the patient underwent voluntary termination of the pregnancy on
22-DEC-2007. The date of conception was 27-OCT-2007, not 01-NOV-2007 as listed previously. No further information was provided. The physician
considered this to be an other important medical event.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Psychiatric disorder NOS

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

306359-1

05-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abortion induced, Drug exposure during pregnancy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
04-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Feb-2008
Vaccine Date

12-Feb-2008
Onset Date

0
Days

05-Mar-2008
Status Date

NY
State

WAES0802USA04678
Mfr Report Id

Information has been received from a physician concerning a 17 year old female with low blood pressure, who on 12-FEB-2008 was vaccinated IM with a
0.5mL first dose of GARDASIL. On 12-FEB-2008 post vaccination the patient "went catatonic" and was "non-responsive." The patient had a glassy stare and
was emulating a seizure because her arm was flexing. The patient "came to" after 5 to 10 minutes and stayed at the office for an hour and 45 minutes. The
patient was then released. It was reported that the series of vaccination would not be completed. The patient recovered on 12-FEB-2008. No product quality
complaint was involved. Upon internal review "emulating a seizure" was considered to be an other important medical event. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Low blood pressurePrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

306360-1

05-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Catatonia, Convulsion, Staring, Unresponsive to stimuli

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
04-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7454
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
05-Mar-2008
Status Date

FR
State

WAES0802USA05171
Mfr Report Id

Information has been received from a physician concerning a 16 year old female with anorexia nervosa who was vaccinated with her first dose of Gardasil (lot
number, injection route and site not reported) on an unspecified date. Three weeks post vaccination the patient developed a headache and disturbed
consciousness of unknown origin with suspicion of a mild convulsion. The patient was admitted to the hospital. Severe hyponatraemia was detected. A
magnetic resonance imaging (MRI) showed slight alterations and suspicion of herpes-simplex-encephalitis. Cerebral spinal fluid (CSF) showed unspecified
changes and was not in favor of any encephalitis. The patient was treated by infusions with substitution of sodium and antivirals. The patient improved quickly.
The physicians assured an unspecified illness of the central nervous system (CNS). No final diagnosis was established to date. Other business partner
numbers include E200801286. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Anorexia nervosaPrex Illness:

magnetic resonance alterations and suspicion of herpes-simplex-encephalitis; spinal tap unspecific changes-not in favor of encephalitis; serum sodium severe
hyponatremia

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

306361-1 (S)

05-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Altered state of consciousness, Headache, Hyponatraemia, Nervous system disorder

 HOSPITALIZED, SERIOUS

Other Vaccine
04-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7455
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Nov-2007
Vaccine Date

Unknown
Onset Date Days

05-Mar-2008
Status Date

FR
State

WAES0802USA05952
Mfr Report Id

Information has been received from a Health Authorities agency concerning a 14 year old female with no reported medical history who on 10-NOV-2007 was
vaccinated with a dose of Gardasil intramuscularly (lot number and injection site not reported).  There were no concomitant medications.  In November 2007
(exact date not reported), the patient developed acrocyanosis and pernio like skin lesions on both feet.  Laboratory findings indicated that cryoglobulins and
cryofibrinoges were not detectable and extractable nuclear antigen antibodies (ENA) and "ds-DNS" antibodies were ruled out.  Antinuclear antibodies (ANA)
were 1:160.  At the time of reporting the symptoms were ongoing.  Acrocyanosis and pernio were considered to be an other important medical event.  Other
business partner numbers include E200801546.  No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Prex Illness:

diagnostic laboratory test, ds-DNS antibodies were ruled out; diagnostic laboratory test, cryofibrinoges not detectable; extractable nuclear antigen ab, ruled out;
serum ANA, 1:160; serum cryoglobulins test, not detectable
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

306362-1

05-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Chillblains, Cyanosis, Skin lesion

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
04-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7456
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Feb-2008
Vaccine Date

27-Feb-2008
Onset Date

0
Days

05-Mar-2008
Status Date

GA
State Mfr Report Id

Patient reported that swelling began the evening the shot was administered, c/o pain, especially when moving arm.  C/o numbness, painful to touch and "hot
feeling".  Seen in ER the next am, MD diagnosed with "vaccine reaction" and sent her to the health dept. for documentation. No meds/treatments given at ER.
We saw patient here at the HD about 4:30 pm on 2-28-08, the day after she rec'd the HPV vaccine.  She held her arm close to her body, and stated any
movement was very painful.  Mild to moderate swelling noted over all of upper left arm.  No redness noted (patient is has dark skin color).  Site of injection
could not be identified at this time.  Instructed patient to call HD in am to report progress, she is to return to ER or see MD if symptoms worsen or do not resolve
within 3 days.  Patient has not call HD.  HD attempted to call her, but no answer and no voice mail option.

Symptom Text:

Depo ProveraOther Meds:
Lab Data:
History:

deniesPrex Illness:

none
denies

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

306371-1

05-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Hypoaesthesia, Injected limb mobility decreased, Oedema peripheral, Pain in extremity, Skin warm, Vaccination complication

 ER VISIT, NOT SERIOUS

Other Vaccine
04-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0522U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 7457
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Mar-2008
Vaccine Date

04-Mar-2008
Onset Date

0
Days

05-Mar-2008
Status Date

AZ
State Mfr Report Id

Patient was given Tdap, Hepatitis A, HPV, and MCV4. When the forth vaccine was administered, patient passed out.  Her eyes moved to the back of her head.
LOC for a few seconds. When she "came to" she was startled and shook her head. Legs were elevated. Ice pack put to the back of her neck.  When she felt
able, cold water was offered and cookie was given. Stayed seated for several minutes.  When she felt able, legs were put down. Color returned to her face.
Had patient stand with assistance.  She felt well.  Patient left with instructions to drink alot of fluids today and stay out of the heat.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

None reportedPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

306375-1

05-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Gaze palsy, Loss of consciousness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
04-Mar-2008

Received Date

Prex Vax Illns:

TDAP
MNQ
HPV4
HEPA

SANOFI PASTEUR
SANOFI PASTEUR
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

C2771AA
U2549AA
1446U
AHAVB215AA

0
0
3
0

Left arm
Left arm

Right arm
Right arm

Intramuscular
Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 7458
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Mar-2008
Vaccine Date

04-Mar-2008
Onset Date

0
Days

06-Mar-2008
Status Date

TX
State Mfr Report Id

After recieving the Gardisil vaccine the patient became very dizzy and lightheaded, also saying that here throat was feeling "tingling" Dr. determinined that she
was having an anaphalactic reaction to the vaccine and administered Epi.  After about 45 min the patient was feeling better, and was released into the care of
her mother.

Symptom Text:

PredinisoneOther Meds:
Lab Data:
History:

nonePrex Illness:

Diamond-Blackfan anemia versus red cell aplasia

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

306383-1

06-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anaphylactic reaction, Dizziness, Throat irritation

 ER VISIT, NOT SERIOUS

Other Vaccine
04-Mar-2008

Received Date

Prex Vax Illns:

HPV4
HEP

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

1459U
AHBVB359AA

0
2

Right arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 7459
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Feb-2008
Vaccine Date

29-Feb-2008
Onset Date

1
Days

05-Mar-2008
Status Date

MN
State Mfr Report Id

Child broke out in slight rash on Friday, 2-29-08 and rash kept spreading over body.  Mother called doctor's office today, 3-4-08 and spoke with the doctor
stating child has hives all over body.  Benadryl to help symptoms.

Symptom Text:

Other Meds:
Lab Data:
History:

Skin tag and red bumps on armsPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

306391-1

05-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash generalised, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
04-Mar-2008

Received Date

Prex Vax Illns:

MEN
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

UE162AB
1446U

0
0

Left arm
Right arm

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 7460
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Feb-2008
Vaccine Date

27-Feb-2008
Onset Date

0
Days

05-Mar-2008
Status Date

MO
State Mfr Report Id

Pt fainted 30 sec after inj- Pulse 50 x 30 min. No injury 45 min later discharged. B/P 90/60 Sx resolved B/P increased Pulse increased 60Symptom Text:

NoOther Meds:
Lab Data:
History:

NoPrex Illness:

No

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

306394-1

05-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Syncope

 NO CONDITIONS, NOT SERIOUS

Related reports:   306394-2

Other Vaccine
04-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 17400 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 7461
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
01-May-2008
Status Date

MO
State Mfr Report Id

Fainted 30 seconds after 2nd inj of Gardasil given in right arm. Symptoms resolved; Patient left 15 min after inj.Symptom Text:

NoOther Meds:
Lab Data:
History:

NonePrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

306394-2

09-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Related reports:   306394-1

Other Vaccine
29-Apr-2008

Received Date

Syncope~HPV (Gardasil)~1~16~In PatientPrex Vax Illns:

HPV4 MERCK & CO. INC. 17400 1 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 7462
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Feb-2008
Vaccine Date

28-Feb-2008
Onset Date

1
Days

05-Mar-2008
Status Date

NM
State Mfr Report Id

Phone call from client's mother injection site is fine, it underneath arm that is bruised 2 inch area with 5 cent size lump. 3/4/08 lump gone, bruise fading-
yellowish this am per mom.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

306396-1

05-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Contusion, Mass, Skin discolouration

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
04-Mar-2008

Received Date

Prex Vax Illns:

TDAP

MNQ
HEPA

HPV4

GLAXOSMITHKLINE
BIOLOGICALS
SANOFI PASTEUR
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

AC52B019AA

U2427AA
AHAVB171AA

0389U

5

0
0

0

Left arm

Right arm
Left arm

Right arm

Intramuscular

Intramuscular
Intramuscular

Intramuscular



10 JUN 2008 06:27Report run on: Page 7463
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Mar-2008
Vaccine Date

03-Mar-2008
Onset Date

0
Days

05-Mar-2008
Status Date

MO
State Mfr Report Id

temp 101 deg at 9:30 pm-this am 104 degrees feels achey all over today- no n/v/d Tylenol no helpSymptom Text:

Loestrin 24 Fe; ProzacOther Meds:
Lab Data:
History:

NoPrex Illness:

anxiety; depression

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

306398-1

05-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Body temperature increased, Pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
04-Mar-2008

Received Date

low grade fever~Vaccine not specified (no brand name)~UN~0~In PatientPrex Vax Illns:

HPV4 MERCK & CO. INC. 17400 1 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 7464
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Feb-2008
Vaccine Date

24-Feb-2008
Onset Date

3
Days

05-Mar-2008
Status Date

MI
State Mfr Report Id

At approximately 10:30pm Sunday 2-24-08 patient felt overwhelmed as if there was a huge weight on her shoulders and she cried. Lasted about 30 min. at
approximately 1:00 am, felt overwhelmed, trapped and alone. Cried. Lasted 15 min.  Again at 3:00 am for about 10 min. felt alone and cried. In AM 2-25-08,
crying for no reason.

Symptom Text:

PPD; Ponstel prn menstrual cramp painOther Meds:
Lab Data:
History:

NonePrex Illness:

None
Allergic to Biaxin

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

306402-1

05-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Crying, Feeling abnormal

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
04-Mar-2008

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

1783U
1448U

1
0

Left arm
Left arm

Subcutaneously
Intramuscular



10 JUN 2008 06:27Report run on: Page 7465
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Feb-2008
Vaccine Date

21-Feb-2008
Onset Date

1
Days

05-Mar-2008
Status Date

AZ
State Mfr Report Id

Rash/hives noticed today 2/21/08 day after vac. was admin. (2/20/08) Treatment: Atarax 25 mg tab QID prn for itching.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

306405-1

14-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
04-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 17586 1 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 7466
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Jan-2008
Vaccine Date

Unknown
Onset Date Days

05-Mar-2008
Status Date

MN
State Mfr Report Id

1) Adacel vaccine ordered; pt did not receive vaccine on exam day; came in next day for injections only; vaccine not listed on the visit slip under the memo
section; dictation not back from transcription. Pt speaks Spanish. Pt has not Gardasil vaccinations up to this report.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

306407-1

05-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Wrong drug administered

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
04-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1446U 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 7467
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Feb-2008
Vaccine Date

26-Feb-2008
Onset Date

1
Days

05-Mar-2008
Status Date

MD
State Mfr Report Id

Patient noticed redness and swelling at injection site with itching - area 7cm x 5cm, red and raised.  Temperature 99.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

306409-1

05-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Body temperature, Injection site erythema, Injection site pruritus, Injection site swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
04-Mar-2008

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

1506U
0013X

0
1

Right arm
Left arm

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 7468
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Feb-2008
Vaccine Date

26-Feb-2008
Onset Date

1
Days

05-Mar-2008
Status Date

PA
State Mfr Report Id

Woke up with large erythematous circle at injection site. Tender and warm to touch 7.5 cm x 5 cm.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

306412-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site pain, Injection site warmth

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
04-Mar-2008

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

1464U
1062U

1
2

Right arm
Right arm

Subcutaneously
Unknown



10 JUN 2008 06:27Report run on: Page 7469
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Sep-2007
Vaccine Date

01-Oct-2007
Onset Date

11
Days

06-Mar-2008
Status Date

FR
State

WAES0802USA06087
Mfr Report Id

Information has been received from a Health Authority agency concerning a 17 year old female with no reported medical history who on 20-SEP-2007 was
vaccinated with her first dose of Gardasil (Lot #654948/0903F; Batch #NE35170) intramuscularly into the left upper arm. On 10-JAN-2008 the patient was
vaccinated with her second dose of Gardasil (Lot #0276U; Batch #NF58550) intramuscularly into the left upper arm. There was no concomitant medication. In
approximately October 2007 (no exact onset date reported), the patient felt unwell and complained of vertigo and nausea. She developed increasing "distinctive
psychic features". She additionally had developed an injection site reaction. Unspecified laboratory tests included an electrocardiogram (ECG) and a urinalysis
(date unspecified). No results were reported. No aggravation of symptoms was reported with the second dose of Gardasil. General symptoms were ongoing at
the time of reporting. The patient recovered from the injection site reaction. Psychic disturbance, vertigo, feeling unwell, nausea and injection site reaction were
considered to be an other important medical event. Other business partner numbers include E200801543. Additional information  is not available.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

electrocardiogram no results reports; diagnostic urinalysis test no results reported
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

306483-1

06-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site reaction, Malaise, Mental disorder, Nausea, Vertigo

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
05-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0903F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7470
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-May-2007
Vaccine Date

Unknown
Onset Date Days

06-Mar-2008
Status Date

FR
State

WAES0802USA06089
Mfr Report Id

Information has been received from a Health Authorities agency concerning a 15 year old female with pollen allergy who on 03-MAY-2007 was vaccinated with
her first dose of Gardasil (Lot #1341F/Batch #NF12410) (route and site of administration not reported), and on 03-JUL-2007 was vaccinated with her second
dose of Gardasil (Lot #1341F/Batch #NF12410) (route and site of administration not reported).  Concomitant therapy included NOVO-HELISEN DEPOT for the
desensitization of pollen, which started on in September 2004.  A short time after the first vaccination, on an unspecified date, the patient developed anorexia
nervosa.  the patient had a body height of 168 cm and weight of 43 kg.  Symptoms were ongoing at the time of reporting.  Anorexia nervosa was considered to
be an other important medical event.  Other business partner numbers include E200801545.  No further information is available.

Symptom Text:

NOVO-HELISEN DEPOT, Sep04 - UnkOther Meds:
Lab Data:
History:

Pollen allergyPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

306484-1

06-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anorexia nervosa

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
05-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1341F 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7471
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Feb-2008
Vaccine Date

10-Feb-2008
Onset Date

2
Days

06-Mar-2008
Status Date

FR
State

WAES0802USA06418
Mfr Report Id

Information has been received from a health authority (reported from a health care professional) concerning a 20 year old female patient with no reported
medical history who on 08-FEB-2008 was vaccinated IM with a dose of Gardasil (site of administration, number of dose and lot number not reported.  On 10-
FEB-2008 the patient experienced left parotitis.  The outcome of the event was not reported.  To be noted that the case was considered as serious by health
authorities, but no criteria of seriousness were reported.  The event was reported as an other medical serious event.  The other business partner number
includes: E2008-01411.  Additional information is not available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

306485-1

06-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Parotitis

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
05-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7472
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Mar-2008
Vaccine Date

04-Mar-2008
Onset Date

0
Days

07-Mar-2008
Status Date

CA
State Mfr Report Id

Patient received Pneumovax on the right arm without incident.   She was then given the HPV vaccine on the left arm.  This time she had pain and proceeded to
faint.  This was her third HPV vaccine.  Apparently, she fainted with the first HPV vaccine.  The second was given while she was lying down and only
experienced pain at the site of injection.

Symptom Text:

None.Other Meds:
Lab Data:
History:

None.Prex Illness:

None.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

306508-1

07-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Pain in extremity, Syncope, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
05-Mar-2008

Received Date

Pain and Fainting~HPV (Gardasil)~1~12~In PatientPrex Vax Illns:

PPV
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

1416U
1740U

0
2

Right arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 7473
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
06-Mar-2008
Status Date

NH
State Mfr Report Id

Axillary swelling with pain and erythema starting the evening of the day of injection and continuing through to next day when seen in office. reaction (R) axillary
region.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

306520-1

10-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Axillary pain, Erythema, Oedema peripheral

 ER VISIT, NOT SERIOUS

Other Vaccine
05-Mar-2008

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2549AA
1446

0
0

Right arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 7474
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Feb-2008
Vaccine Date

28-Feb-2008
Onset Date

1
Days

06-Mar-2008
Status Date

WI
State Mfr Report Id

Patient received 2nd HPV vaccine 2-27-08, and woke with hives on her neck and face 2-28-08. Slight itching.Symptom Text:

None, except took Benadryl fro hivesOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

306524-1

06-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
05-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1967U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 7475
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Mar-2008
Vaccine Date

04-Mar-2008
Onset Date

1
Days

06-Mar-2008
Status Date

CA
State Mfr Report Id

Small area to left arm where Varicella vaccine was given that has slight erythema, warm to touch. No heat radiating from site.Symptom Text:

Other Meds:
Lab Data:
History:

No knownPrex Illness:

None Known

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

306526-1

06-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Skin warm

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
05-Mar-2008

Received Date

Prex Vax Illns:

VARCEL
MNQ
HPV4

MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.

1772U
U2409AA
1267U

1
0
0

Left arm
Unknown
Unknown

Subcutaneously
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 7476
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Oct-2007
Vaccine Date

11-Nov-2007
Onset Date

30
Days

06-Mar-2008
Status Date

MA
State Mfr Report Id

Bells Palsy 11/17/07.  Treatment Prednisone, Doxycycline, Valacyclovir.  Lyme titre negative.  4/8/08 Reviewed PCP medical records of 10/12/07-3/25/08 which
include consultant's evaluations. FINAL DX: acute left Bell's palsy, slowly improving. Records reveal patient experienced usual state of good health on day of
vax.  Seen in ER 11/7.  Initially upon awakening noted right side bell's palsy which resolved then developed left side bell's palsy within short time.  Tx
w/steroids, antiviral & antibiotic.  Facial droop, paralysis, numbess & fatigue increased.   Unable to close left eye, unable to smile, unable to drink liquids w/o
dribbling.  Referred for MRI & consults to neuro & ophtho.  Ophtho 1/15/08 revealed Bell's palsy & mild corneal drying.  Neuro consult 2/8/08 revealed flat left
nasolabial fold, unable to whistle, unable to completely close left eye, unable to raise eyebrow or furrow forehead on left.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Lyme UA negative  LABS: 10/12 abnormal thyroid studies.  Lyme test neg.  MRI brain 1/8/08 WNL.
Allergy to Morphine.  History of Necrotizing Fasciitis - 6/04, Toxic Shock 5/04.  PMH: obesity, irregular menstrual cycle, otitis media, URI, lead exposure, toxic
shock syndrome, eczema.  Hospitalized 4/04 for necrotizing fasciitis of right leg w/fasciotomies x 3.    No reaction to previous vaccines. Family HX: Mother had
CVA.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

306531-1

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Corneal disorder, Drooling, Eyelid disorder, Facial palsy, Fatigue, Hypoaesthesia

 ER VISIT, NOT SERIOUS

Other Vaccine
05-Mar-2008

Received Date

Prex Vax Illns:

VARCEL
HPV4
MNQ
TDAP

MERCK & CO. INC.
MERCK & CO. INC.
SANOFI PASTEUR
GLAXOSMITHKLINE
BIOLOGICALS

1329U
0387U
U2418AA
AC52B015AA

1
0
0
0

Right arm
Left arm
Left arm

Right arm

Subcutaneously
Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 7477
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Feb-2008
Vaccine Date

27-Feb-2008
Onset Date

0
Days

07-Mar-2008
Status Date

MA
State

WAES0803USA00092
Mfr Report Id

Information has been received from an office manager in a physician's office, concerning a 26 year old female patient with unspecified allergies but no drug
allergies, and a history of one seizure in childhood, who on 27-FEB-2008 was vaccinated IM, with the first dose, 0.5 ml, of Gardasil (lot #659655/1486U).
Concomitant therapy included ALLEGRA-D. On 27-FEB-2008, 5 minutes after the vaccination, the patient experienced a grand mal seizure. She was
transported to a local emergency room (ER), but it was unknown if she was admitted to the hospital. No further information was available regarding treatment in
the ER. The patient was "seeing a neurologist." Upon internal review, grand mal seizure was considered to be serious as an other important medical event.
Additional information has been requested.

Symptom Text:

Allegra-DOther Meds:
Lab Data:
History:

HypersensitivityPrex Illness:

None
Convulsion in childhood

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

306554-1

07-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Grand mal convulsion

 ER VISIT, NOT SERIOUS

Other Vaccine
06-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1486U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7478
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
07-Mar-2008
Status Date

--
State

WAES0802USA06378
Mfr Report Id

Information has been received from a certified nurse midwife who reported that a patient of his mentioned that her 16 year old female cousin was vaccinated
with her third dose of Gardasil. Her cousin subsequently experienced grand mal seizures and was hospitalized. Her cousin did not have any prior history of
seizures, and her cousin's twin and older sister received the Gardasil vaccine series and had no adverse effects post vaccination. The nurse stated he did not
have any additional information regarding his patient's cousin's experience. At the time of reporting, the patient was still hospitalized. Additional information is
not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

306555-1 (S)

07-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Grand mal convulsion

 ER VISIT, HOSPITALIZED, SERIOUS

Other Vaccine
06-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7479
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Jan-2008
Vaccine Date

16-Jan-2008
Onset Date

0
Days

07-Mar-2008
Status Date

FR
State

WAES0802USA06162
Mfr Report Id

Information has been received from a physician concerning a 23 year old female with a history of paraesthesia in her hand, who on 07-FEB-2008 was
vaccinated with a second dose of Gardasil. The route, lot, and site were not reported. On 16-JAN-2008 the patient experienced ptosis of the eyelid. The patient
was admitted to the hospital on 25-JAN-2008. An oculomotor nerve paresis was diagnosed. An MRI showed inflammatory alterations of the oculomotor nerve.
Further laboratory tests and examination were intended. At the time of the report, the patient was still hospitalized. It was report that the first vaccination with
Gardasil was well tolerated. Other business partner numbers included; E2008-1578. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

magnetic resonance imaging Comment: inflammatory alteration of the oculomotor nerve
Paraesthesia hand

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

306556-1 (S)

07-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Eyelid ptosis, IIIrd nerve paresis, Inflammation

 HOSPITALIZED, SERIOUS

Other Vaccine
06-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7480
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jan-2007
Vaccine Date

Unknown
Onset Date Days

07-Mar-2008
Status Date

FR
State

WAES0802USA06161
Mfr Report Id

Information has been received from a general practitioner concerning her 16 year old niece who has no reported medical history who on an unknown date in
2007 was vaccinated with a dose of Gardasil (lot number, injection route, and site not reported). There was no concomitant medication. Shortly post
vaccination, on an unspecified date, the patient experienced dizziness and diffuse numbness. A magnetic resonance imaging (MRI) and neurological
examination were without pathological findings. Symptoms were ongoing since then, that's why the reporter considered this to be serious. The reporter
considers a depressive disorder possible. Depressive disorder was considered to be an other important medical events. Other business partner numbers
include E200801553. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

magnetic resonance imaging Comment: without pathological findings; neurological examination Comment: without pathological findings
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

306557-1

07-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Depression, Dizziness, Hypoaesthesia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
06-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7481
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Dec-2007
Vaccine Date

31-Dec-2007
Onset Date

0
Days

07-Mar-2008
Status Date

WI
State

WAES0802USA05684
Mfr Report Id

Information has been received from a physician concerning a 16 year old female student, who on 02-AUG-2007 was vaccinated with a first dose of Gardasil.
No reaction was reported after the first dose. On 31-DEC-2007 the patient was vaccinated IM in the left deltoid with a second dose of Gardasil (Lot#
655205/1426F). Concomitant therapy included Pneumovax 23, administered in the left deltoid. It was reported that "each injection site was spread apart from
the other." On 01-JAN-2008 the patient experienced pain, swelling, and erythema in the left upper arm and was treated with unspecified antibiotics. On 02-JAN-
2008 the patient was seen in the office. The patient recovered after a week and a half on approximately 14-JAN-2008. The physician considered the pain,
swelling, and erythema of the left upper arm to be other important medical events. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

306558-1

07-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Oedema peripheral, Pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
06-Mar-2008

Received Date

Prex Vax Illns:

PPV
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

NULL
1426F 1

Unknown
Unknown

Unknown
Intramuscular



10 JUN 2008 06:27Report run on: Page 7482
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Jan-2008
Vaccine Date

13-Jan-2008
Onset Date

0
Days

07-Mar-2008
Status Date

IL
State

WAES0802USA05546
Mfr Report Id

Information has been received from a licensed practical nurse concerning a 14 year old female, who on 13-JAN-2008 was vaccinated with a second dose of
Gardasil. On 13-JAN-2008 the patient experienced seizure. The patient was rushed to the emergency room. At the time of the report, the outcome of the
patient was unknown. No product quality complaint was involved. Upon internal review seizure was considered to be an other important medical event.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

306559-1

07-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion

 ER VISIT, NOT SERIOUS

Other Vaccine
06-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7483
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Dec-2007
Vaccine Date

20-Dec-2007
Onset Date

0
Days

07-Mar-2008
Status Date

--
State

WAES0802USA05537
Mfr Report Id

Information has been received from a registered nurse concerning a 15 year old female with a history of reflux as a young child and no known drug allergies,
who on 20-DEC-2007 was vaccinated with a first dose of Gardasil. Subsequently, the patient felt nauseous and "not quite right." On 20-FEB-2008 the patient
was vaccinated with a second dose of Gardasil. Concomitant therapy included meningococcal vaccine (unspecified). On 20-FEB-2008 after the vaccination the
patient almost passed out, was nauseous, diaphoretic, and had a severe headache on the way home from the office. The nurse reported that it was not a vagal
response. On 21-FEB-2008 the patient felt dizzy and had tachycardia upon arrival to the emergency room. The patient was treated with one liter of saline
(previously reported as IV fluids), and a dose of ZOFRAN. The patient felt somewhat better. The client was then given contrast for the abdominal scan, and was
nauseous again. An abdominal CT scan was performed and was normal. A pregnancy test was negative. An EKG was performed and was normal. The patient
was not hospitalized. It was reported that the patient had lost 5 to 6 pounds and could not eat or drink without feeling nauseous. The patient's mother reported
that she did not think the patient's nausea was related to vaccination with Gardasil. The mother believed that the patient "has something like an acid reflux and
the Gardasil initiated it." The patient was seen by a gastroenterologist and started the patient on REGLAN and PREVACID. At the time of the report, the patient
had not recovered. No product quality complaint was involved. The nurse considered the nausea, dizziness, diaphoresis, weight loss, and not being able to eat
or drink to be other important medical events. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

abdominal computed - normal; electrocardiogram - normal; beta-human chorionic - normal
Oesophageal acid reflux

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

306560-1

07-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anorexia, Dizziness, Feeling abnormal, Headache, Hyperhidrosis, Nausea, Tachycardia, Weight decreased

 ER VISIT, NOT SERIOUS

Other Vaccine
06-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7484
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Oct-2007
Vaccine Date

Unknown
Onset Date Days

07-Mar-2008
Status Date

FR
State

WAES0802USA03762
Mfr Report Id

Initial and follow-up information has been received from a pediatrician concerning a 16 year old female, with a history of dental extraction, who on 24-OCT-2007
was vaccinated intramuscularly with her first dose of Gardasil (Lot # 0278U; Batch # NF56940).  On an unspecified date, the patient experienced nonspecific
dizziness and ataxia (latency not reported).  An MRI (date and site not reported) was without pathological findings.  The patient recovered until 05-NOV-2007.
The hospital report indicated that the patient was vaccinated with a dose of poliovirus vaccine inactivated (unspecified) and a dose of hepatitis B virus vaccine
(unspecified) in November 2007.  After these vaccinations the patient's ataxia worsened.  The patient was hospitalized on 03-DEC-2007 due to dizziness,
nausea, and a relapsing headache in the morning for two to three weeks.  The weekend before hospitalization the patient complained of severe headache,
delusional perception, photophobia, phonophobia, and a feeling of dyspnoea.  The patient also complained of psychological stress at work.  An EEG, ECG, and
sonographies were without pathological findings.  Routine laboratory parameters only showed increased inflammatory parameters for respiratory infection.  On
05-DEC-2007 the patient's CRP was 5.0mg/dl with a normal range of <1mg/dl.  Therefore, the patient was treated with doxycycline.  Under this therapy the
laboratory findings and the condition of the patient improved.  The patient was referred to a child and adolescent psychologist due to her stress situation.  On
07-DEC-2007 the patient was discharged from the hospital in a generally good condition.  Other business partner number included: E2008-00806.  Additional
information is not expected.

Symptom Text:

Other Meds:
Lab Data:

History:
Prex Illness:

magnetic resonance imaging, without pathological findings; electroencephalography, without pathological findings; electrocardiogram, without pathological
findings; serum C-reactive protein, 05Dec07, 5.0 mg/dl
Tooth extraction

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

306561-1 (S)

07-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Ataxia, Delusional perception, Dizziness, Dyspnoea, Headache, Nausea, Phonophobia, Photophobia, Respiratory tract infection, Stress at work

 HOSPITALIZED, SERIOUS

Other Vaccine
06-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0278U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7485
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Mar-2008
Vaccine Date

05-Mar-2008
Onset Date

1
Days

07-Mar-2008
Status Date

WI
State Mfr Report Id

Given vaccine at approximately 3pm on 3/4/08 on 3/5/08 in the afternoon developed appproximately a 4X2 inch hardened, reddened and warm to touch area
where the varicella vaccine was administered.

Symptom Text:

daily vitaminOther Meds:
Lab Data:
History:

not illPrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

306568-1

07-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site induration, Injection site warmth

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
06-Mar-2008

Received Date

Prex Vax Illns:

VARCEL
HEPA

MNQ
HPV4

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
SANOFI PASTEUR
MERCK & CO. INC.

1270U
AHAVB206AB

U2541AA
0188U

1
0

0
0

Right arm
Left arm

Left arm
Right arm

Subcutaneously
Intramuscular

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 7486
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Feb-2008
Vaccine Date

01-Mar-2008
Onset Date

1
Days

07-Mar-2008
Status Date

NJ
State Mfr Report Id

SAMANTHA HAD HER SECOND HPV VACCINE (GARDASIL) AND DEVELOPED PAIN AND SWELLING IN THE LEFT SIDE OF HER NECK, AND NASAL
AND SINUS CONGESTON ON THE LEFT SIDE (SHOT GIVEN IN LEFT DELTOID).  SYMPTOMS BEGAN 24 HOURS AFTER VACCINE WAS GIVEN.  SHE
HAD IDENTICAL SYMPTOMS BEGINNING 36 HOURS AFTER HER INITIAL GARDASIL SHOT, AND WE CONSIDERED ADVERSE REACTION BUT SINCE
IT WAS A STRANGE SET OF SYMPTOMS WE TREATED IT AS AN UPPER RESPIRATORY/SINUS CONDITION AND IT RESOLVED. HOWEVER, SINCE IT
RECURRED WITH HER SECOND VACCINE DOSE, IT MUST BE RELATED TO THE VACCINE. SHE IS FINE NOW.

Symptom Text:

PROPRANOLOL, SPRINTEC, ASACOL, CALCIUM, PROTONIXOther Meds:
Lab Data:
History:

IBD, "LUPUS LIKE SYNDROME"-BOTH IN NORMAL STATE-NO ACTIVE ISSUESPrex Illness:

NONE
IBS, LUPUS LIKE SYNDROME, PSEUDOTUMOR CEREBRI,

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

306569-1

07-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Local swelling, Nasal congestion, Neck pain, Sinus congestion, Vaccine positive rechallenge

 ER VISIT, NOT SERIOUS

Other Vaccine
06-Mar-2008

Received Date

SAME AS ABOVE~HPV (Gardasil)~1~24~In PatientPrex Vax Illns:

HPV4 MERCK & CO. INC. 052X 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 7487
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Feb-2008
Vaccine Date

29-Feb-2008
Onset Date

1
Days

07-Mar-2008
Status Date

NV
State Mfr Report Id

Received Varicella in left arm and first day had quartersize reddened swollen area by the next day the shoulder area was inflammed and injection site had
blisters forming (4) red and could not touch the skin.  Got a migraine and Zomig did not help.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
10.0

306575-1

07-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Inappropriate schedule of drug administration, Inflammation, Injection site erythema, Injection site pain, Injection site vesicles, Migraine, Oedema
peripheral

 ER VISIT, NOT SERIOUS

Other Vaccine
06-Mar-2008

Received Date

Prex Vax Illns:

VARCEL
MNQ
HPV4
TDAP

MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

NULL
NULL
NULL
NULL

Unknown
Unknown
Unknown
Unknown

Unknown
Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 7488
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Oct-2007
Vaccine Date

28-Dec-2007
Onset Date

74
Days

07-Mar-2008
Status Date

IA
State Mfr Report Id

After second immunization with Gardasil, patient developed pruritus arms, trunk, legs - at time erythema - unresponsive to OTC creams. Benadryl. Then had
third immunization - pruritus even worse. At Student Health given Prednisone - helped on higher dose only. Rash now sand paper appearance arms, legs, trunk
- pruritic.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NoPrex Illness:

No

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

306592-1

07-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Pruritus, Rash, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
06-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1060U 2 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 7489
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Feb-2008
Vaccine Date

27-Feb-2008
Onset Date

1
Days

07-Mar-2008
Status Date

PA
State Mfr Report Id

Patient with 115mm x 88mm area of redness surrounding Varicella vaccine injection site.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
10.0

306593-1

07-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Medication error

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
06-Mar-2008

Received Date

Prex Vax Illns:

VARCEL
MNQ
FLUN
HPV4
TDAP

MERCK & CO. INC.
SANOFI PASTEUR
MEDIMMUNE VACCINES, INC.
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

1368U
U2404AA
20070716
1446U
ACB213021CB

1
0
1
0
0

Left arm
Right arm
Unknown
Left arm
Left arm

Subcutaneously
Intramuscular

Unknown
Intramuscular

Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Aug-2007
Vaccine Date

Unknown
Onset Date Days

07-Mar-2008
Status Date

NY
State Mfr Report Id

Loss of underlying tissue at the site of Gardasil vaccine on left upper arm area.Symptom Text:

Clobetazol Cream EmolllientOther Meds:
Lab Data:
History:

Atopic dermatitis (chronic)Prex Illness:

Eczema

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

306597-1

07-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site atrophy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
06-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0243U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 7491
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Mar-2008
Vaccine Date

01-Mar-2008
Onset Date

0
Days

07-Mar-2008
Status Date

MD
State Mfr Report Id

Dizziness only at night when goes to bed. Is fine during day.Symptom Text:

Other Meds:
Lab Data:
History:

Musculoskeletal chest wall painsPrex Illness:

CBC, CMP unremarkable

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

306598-1

07-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
06-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0928U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 7492
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Aug-2007
Vaccine Date

02-Oct-2007
Onset Date

40
Days

10-Mar-2008
Status Date

FR
State

WAES0802USA06163
Mfr Report Id

Information has been received from a pediatrician concerning a 14 year old (also reported as 13 year old) female patient who on 23-AUG-2007 was vaccinated
IM into upper arm with a first dose of Gardasil (batch # NF27880) (lot # 1518F). More than five weeks post vaccination on 02-OCT-2007 the patient complained
of headache, dizziness, and peripheral circulatory disorder. The patient was hospitalized on 04-OCT-2007 for check up. Electroencephalography (EEG) on 05-
OCT-2007 showed discreet signs of increased potential for cerebral seizure. Blood samples, magnetic resonance imaging (MRI) and abdominal sonography
were without pathological findings. The patient was discharged on 08-OCT-2007 in good condition. On 06-NOV-2007 the patient received IM into upper arm the
second dose of Gardasil (batch # NF56480) (lot # 0251U). The same symptoms occurred but in a lower grade. At the time of this report the patient had not
recovered. The other business partner number includes: E2008-01638 Additional information is not available.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Prex Illness:

electroencephalography, 05Oct07, signs of increased potential for cerebral seizure; abdominal ultrasound, no pathological findings; magnetic resonance
imaging, no pathological findings; laboratory test, no pathological findings
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

306622-1 (S)

10-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Headache, Peripheral vascular disorder, Vaccine positive rechallenge

 HOSPITALIZED, SERIOUS

Other Vaccine
07-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1518F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7493
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Jul-2007

Vaccine Date
16-Aug-2007
Onset Date

31
Days

10-Mar-2008
Status Date

FR
State

WAES0802USA06168
Mfr Report Id

Information has been received from health authority concerning a 23 year old female patient with no medical history who on 16-JUL-2007 was vaccinated with
a first dose of Gardasil (lot, site and route not reported). The patient received the second dose of Gardasil on an unknown day and on 14-JAN-2008 she
received her third dose of Gardasil (lot, site and route not reported for both second and third injection). One month after the first vaccination on 16-AUG-2007
the patient developed abdominal pain on the right side. Up to the time of this report the pain was still existing. It was not reported whether any examinations or
testing were performed. She had not recovered. The case is serious as the reporter considered it as medically important. No other information is available. The
other business partner number included: E2008-01654.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

306623-1

10-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
07-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7494
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Sep-2007
Vaccine Date

03-Oct-2007
Onset Date

12
Days

10-Mar-2008
Status Date

CA
State

WAES0802USA06323
Mfr Report Id

Information has been received from a nurse practitioner (NP), via a company representative, concerning a 17 year old female patient, who on 12-SEP-2007
was vaccinated IM, with the first dose, 0.5 ml, of Gardasil (lot # not reported).  On 03-OCT-2007, "3 weeks after vaccine," the patient required a blood
transfusion (no details provided).  She was hospitalized for an unknown period of time.  At the time of this report, the patient had recovered from the event (date
and duration not reported).  The NP considered the event to be serious as an other important medical event.  Additional information has been requested.
3/25/08 Reviewed hospital medical records of 10/18-10/20/2007. FINAL DX: severe anemia; dizziness/weakness; transfused 3U PRBCs; hematemesis,
presumed UGI bleed; melena, improved; pertussis, improving; pulmonary edema, improved. Records reveal patient experienced fatigue, dizziness, weakness,
upper abdominal pain.  Seen in student health clinic for pmh on 10/12.  Dx at health clinic: whooping cough.  Tx w/antibiotics.  10/13 post-tussive HA, felt faint,
DOE, muscle aches, heart pounding, difficult ambulation.  10/15 developed black hard, tarry stool.  Vomiting again on 10/17, but no blood noted.  Gastric
lavage in ER was clear.  Tx w/O2, IVF, antiulcer meds & #U PRBCs.  Improved & d/c to home w/peds GI f/u.  Seen in GI clinic 10/30 & was stable; antiulcer
med d/c; hemoccult cards provided to collect; consider enteroscopy for any further GI bleeding.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:

Prex Illness:

Unknown  LABS: CXR c/e pneumonia or aspiration.  Hgb 4.1 on admit; 8.7 at d/c.  Hgb 9.4 on clinic visit 10/30/07.  O2 sat 93% on RA. EGD revealed gastric
ulcer near pylorus w/overlying clot; pathology revealed min gastritis & (-) H. pylor
Unknown  PMH: URI 10/7 w/rhinorrhea, cough, diarrhea & upset stomach.  10/11 vomited drk brown blood & HA.  Lactose intolerance. Family HX: multiple
people w/IBS.  Grandparents w/colon cancer, melanoma & other unknown cancers.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

306624-1 (S)

08-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain upper, Anaemia, Asthenia, Dizziness, Dyspnoea exertional, Faeces discoloured, Faeces hard, Fatigue, Gait disturbance, Gastric ulcer,
Gastritis, Gastrointestinal haemorrhage, Haematemesis, Headache, Melaena, Myalgia, Palpitations, Pertussis, Pneumonia aspiration, Pulmonary oedema,
Transfusion, Vomiting

 ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, SERIOUS

Other Vaccine
07-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0181U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7495
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Feb-2008
Vaccine Date

29-Feb-2008
Onset Date

1
Days

10-Mar-2008
Status Date

ND
State Mfr Report Id

Red rash like halos around sites of 4 immunizations when removing latex free spot bandaids the next day. Also 1 other red area not near an injection site.Symptom Text:

Depo Provera 150mg,Other Meds:
Lab Data:
History:

Tired, menstrual crampsPrex Illness:

Spot bandaids were ABCO latex free

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

306639-1

10-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Injection site erythema, Injection site rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
07-Mar-2008

Received Date

Prex Vax Illns:

MNQ
HPV4
HEP

HEPA

SANOFI PASTEUR
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
GLAXOSMITHKLINE
BIOLOGICALS

U2550AA
1446U
AHBVB413BA

AHAVB215AA

0
0
1

1

Left arm
Left arm

Right arm

Right arm

Unknown
Unknown
Unknown

Unknown



10 JUN 2008 06:27Report run on: Page 7496
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Mar-2008
Vaccine Date

05-Mar-2008
Onset Date

1
Days

10-Mar-2008
Status Date

MD
State Mfr Report Id

Localized reaction with erythema and induration at location of Varicella vaccine.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

306643-1

10-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Induration, Local reaction

 ER VISIT, NOT SERIOUS

Other Vaccine
07-Mar-2008

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 7497
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Aug-2007
Vaccine Date

20-Oct-2007
Onset Date

64
Days

10-Mar-2008
Status Date

NJ
State Mfr Report Id

Gardasil (#1: 08/17/07) (#2 10-20-07) Dizziness (1) 09/17/07 Coldness (2) 01/17/08 Slurred speech with HeadacheSymptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Neurology; Cardiology ENT referred EKG, MRI head, EEG
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

306696-1

11-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Dysarthria, Feeling cold, Headache

 ER VISIT, NOT SERIOUS

Other Vaccine
07-Mar-2008

Received Date

~HPV (Gardasil)~1~15~In Patient|~HPV (Gardasil)~2~15~In SiblingPrex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

0639U
1425F

1
1

Left arm
Left arm

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 7498
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Jul-2007

Vaccine Date
27-Aug-2007
Onset Date

56
Days

11-Mar-2008
Status Date

--
State

WAES0802USA06113
Mfr Report Id

Information has been received from a physician, concerning a 15 year old female patient with "some baseline hypotonia," who on 02-JUL-2007 was vaccinated
with the third dose of Gardasil (route, site and lot # not reported).  Concomitant vaccine therapy at the visit included a dose of MENACTRA.  In October 2007,
"the patient experienced an adverse reaction," described as Guillain Barre syndrome (GBS)-type symptoms.  She was hospitalized in an intensive care unit for
3 weeks though no diagnosis was made during that time.  The patient was then transferred to an inpatient rehabilitation center for "about 3 months."  The
reporting physician stated the patient just became her patient within the past week and a half.  She stated that the patient had not yet fully recovered, and was
currently undergoing outpatient rehabilitation.  Additional information has been requested. 04/07/08-records received for DOS 10/27-11/6/07- DX DC:
Weakness, elevated ANA. Presented with 1-2 months of neurological symptoms which began as diffuse mild back pain for 2 months, aching, then 2-3 weeks
ago experienced heaviness of limbs, particularly her upper arms and upper legs, non-painful tingling but no numbness. Muslces feel achy all over. Diffuse
headache. Mild nausea. Neck pain and siffness times 1 week. General feeling of fatigue and malaise. Weakness progressing from proximal to distal
extremities. Unable to walk independently. Short of breath with mild exertion. Lightheaded when standing up. Diplopia. Poor appetite. Constipated for 1 week.
Thought to have a significant psychiatric component to current presentation. Tensilon test no improvement in strength.

Symptom Text:

Other Meds:
Lab Data:

History:

HypotoniaPrex Illness:

Unknown 4/7/08-records received-CSF normal. Negative Lyme disease and Welt Nile. MRI brain normal. MRI spine unremarkable. EMG and nerve conduction
study unremarkable. Elevated ANA.
4/7/08-records received-PMH:Childhood hypotonia (resolved), GERD, Hyperlipidemia. Short stature on growth hormone2 years of hypothyroidism, migraines,
depression and obsessive-compulsive disorder.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

306713-1 (S)

09-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abasia, Antinuclear antibody increased, Asthenia, Back pain, Constipation, Decreased appetite, Diplopia, Dizziness, Dyspnoea, Fatigue, Headache, Malaise,
Musculoskeletal stiffness, Nausea, Neck pain, Pain, Paraesthesia, Sensation of heaviness

 ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, SERIOUS

Other Vaccine
10-Mar-2008

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL 2

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 7499
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Sep-2007
Vaccine Date

21-Sep-2007
Onset Date

0
Days

11-Mar-2008
Status Date

--
State

WAES0803USA00160
Mfr Report Id

Information has been received from a physician's assistant concerning a 16 year old female with pertinent medical history and drug reaction/allergies reported
as none who on 21-SEP-2007 was vaccinated with the first dose of Gardasil (lot#658222/0927U), 0.5 ml, IM in the left deltoid. Concomitant medication was not
reported. On 08-OCT-2007, the patient told the physician's assistant that she was 7 1/2 months pregnant. In approximately October 2007 (date unspecified),
the patient was hospitalized and delivered the baby. The patient reported that the delivery was preterm, but no problems were reported. The physician's
assistant reported that there were no known problems with the baby or mother. On 04-DEC-2007 (about 6 to 8 weeks) after the patient delivered the baby, the
patient received the second dose of Gardasil (lot#657868/0523U) and a dose of MENACTRA. The physician's assistant was not following the pregnancy, only
providing the vaccinations. Subsequently on an unspecified date, the patient recovered from the events. No product quality complaint was involved. Additional
information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:

Pregnancy NOS (LMP=Unknown)Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

306714-1 (S)

11-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Premature labour

 HOSPITALIZED, SERIOUS

Other Vaccine
10-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0927U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 7500
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Jan-2007
Vaccine Date

09-Apr-2007
Onset Date

70
Days

11-Mar-2008
Status Date

TX
State

WAES0706USA00029
Mfr Report Id

Initial and follow up information has been received via the Merck pregnancy registry, from a registered nurse, concerning an 18 year old female with no known
allergies and a history of chlamydial infection (2006), who on 27-NOV-2006 was vaccinated IM in the left arm, with the first dose, 0.5ml, of Gardasil (Lot
#653937/0637F), and on 29-JAN-2007 with the second dose, IM in the left arm, 0.5ml, of Gardasil (Lot #655617/1447F). On 30-APR-2007, the patient
presented to the office, and a urine pregnancy test performed was positive; other labwork was within normal range. The patient reported a questionable LMP
date of 09-APR-2007, with an estimated date of delivery of 14-JAN-2008. Follow up information included that on 30-APR-2007, prenatal vitamins (PRIMACARE
ONE) were initiated. On 04-OCT-2007, an ultrasound was performed for routine prenatal care (result not specified). There were no illnesses or infections during
pregnancy. The patient experienced complications during labor and delivery, due to uterine atony and a non-reassuring fetal heart rate and a Cesarean section
was required; however, on 28-DEC-2007, at 41 weeks gestation, she delivered a normal female infant (no abnormalities and no congenital anomalies), weight
8 lb 1oz, Apgar score 8/9. Upon internal review, non-reassuring fetal heart rate and uterine atony were considered to be serious as other important medical
events. Additional information is not expected.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

ultrasound 10/04/07 routine prenatal care; cesarean section 12/28/07; urine beta-human 04/30/07
Chlamydial infection

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

306715-1

11-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Complication of delivery, Drug exposure during pregnancy, Foetal disorder, Labour complication, Uterine atony

 ER VISIT, NOT SERIOUS

Other Vaccine
10-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1447F 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 7501
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
11-Mar-2008
Status Date

TX
State

WAES0802USA05870
Mfr Report Id

Information has been received from a physician concerning a 17 year old female with no pertinent medical history or drug reactions/allergies who on an
unspecified date was vaccinated with Gardasil 0.5 mL IM.  Concomitant therapy on the same day included influenza virus vaccine (unspecified).  Subsequently
after receiving the Gardasil vaccine, the patient fainted and convulsed.  The patient was administered smelling salts, was revived and went home.  No
additional information was given.  The patient recovered on the same day.  Upon internal review the convulsion was considered to be an other medical event.
Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

306716-1

11-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
10-Mar-2008

Received Date

Prex Vax Illns:

HPV4
FLU

MERCK & CO. INC.
UNKNOWN MANUFACTURER

NULL
NULL

Unknown
Unknown

Intramuscular
Unknown



10 JUN 2008 06:27Report run on: Page 7502
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Dec-2007
Vaccine Date

22-Feb-2008
Onset Date

69
Days

11-Mar-2008
Status Date

FR
State

WAES0802USA06197
Mfr Report Id

Information has been received from the local Health Authorities on 26-FEB-2008 concerning a 21 year old female with no medical history reported who on 15-
DEC-2007 was vaccinated with a first dose of Gardasil (lot# and batch # not reported).  Route and site of administration were not reported.  The patient
subsequently experienced probable influenza-like symptoms.  The outcome was not reported.  On 11-FEB-2008 the patient received a second dose of Gardasil
(batch number not reported).  Route and site of administration not reported.  On 20-FEB-2008, ie 9 days after vaccination the patient developed pruritic
urticaria.  On 22-FEB-2008, the patient experienced diffuse arthralgia without arthritis, notably on the elbows and the knees.  The patient also had butterfly-like
eruption, which led to suspect lupus.  No diagnosis was made.  The events were reported as severe.  The patient received corrective treatment with MEDROL
40mg/day.  Complete work-up notably antinuclear antibodies, was requested.  It was noteworthy that the case was considered not serious by the Health
Authorities.  At the time of reporting, the patient had not recovered.  Additional information was received on 27-FEB-2008 from the local Health Authorities
(reference number SE20080082).  It was specified that pruritic urticaria was localised on arms and legs.  The patient's face had a butterfly-like erythematous
aspect.  It was also reported that the patient complained of arthralgia on the elbows, knees and hips.  At the time of reporting the patient had not recovered.
Upon internal review the events were considered medically significant.  Additional information is not expected.  Other business partners included are: E2008-
01681 and E2008-01680.  This is a consolidation of two reports.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

306718-1

11-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Erythema, Influenza like illness, Pruritus, Rash, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
10-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7503
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Dec-2007
Vaccine Date

18-Dec-2007
Onset Date

0
Days

11-Mar-2008
Status Date

--
State

WAES0802USA06211
Mfr Report Id

Information has been received for the Merck Pregnancy Registry for Gardasil from a licensed practical nurse concerning a 20 year old female with a history of 2
pregnancies and 0 live births (2 miscarriages) who on 18-DEC-2007 was vaccinated with Gardasil (lot# 654540/1209U).  The patient's date of last menstrual
period was 18-DEC-2007.  Subsequently the patient became pregnant.  On 04-FEB-2008 the patient experienced a spontaneous abortion.  On 04-FEB-2008, a
pregnancy quantitative was < 5.0.  On 21-FEB-2008 the patient was vaccinated with a second dose of Gardasil (lot# 0530U).  Upon internal review
spontaneous abortion is considered to be an other medical event.  Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory 02/04/08 - pregnancy quantitative test was < 5.0
Abortion spontaneous

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

306719-1

11-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
10-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1209U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7504
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jun-2007
Vaccine Date

01-Jun-2007
Onset Date

0
Days

11-Mar-2008
Status Date

TX
State

WAES0802USA06245
Mfr Report Id

Information has been received from a medical assistant concerning a 16 year old female, who on 01-JUN-2007 was vaccinated IM with a 0.5mL first dose of
Gardasil.  Concomitant suspect therapy included motelukast sodium.  Other concomitant therapies included ZYRTEC, albuterol, ADVAIR, HISTUSSIN D,
AMOXIL and prednisone.  On 19-AUG-2007 the patient was vaccinated with a second dose of Gardasil.  On 01-SEP-2007 the patient found out that she was
thirty weeks pregnant.  The patient was seen at the office.  A pregnancy test was performed at home and in the office.  The patient's last menstrual period was
approximately in February 2007 and her estimated delivery date was in November 2007.  The patient gave birth in November 2007.  On 08-NOV-2007 the
patient was hospitalized due to postpartum depression.  At the time of the report, the outcomes of the patient and the baby were unknown.  Additional
information has been requested.

Symptom Text:

albuterol; AMOXIL; ZYRTEC; ADVAIR; HISTUSSIN D; SINGULAIR; prednisoneOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 2/1/2007)Prex Illness:

beta-human chorionic

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

306720-1 (S)

11-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Postpartum depression

 ER VISIT, HOSPITALIZED, SERIOUS

Other Vaccine
10-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7505
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Nov-2007
Vaccine Date

07-Feb-2008
Onset Date

82
Days

11-Mar-2008
Status Date

FL
State

WAES0802USA06248
Mfr Report Id

Information has been received from a physician via a company representative concerning a 17 year old who on an unspecified date was vaccinated with
Gardasil IM.  On approx 07-FEB-2008, "about 3 weeks ago" the patient developed neurological symptoms and was hospitalized for one week.  The neurologist
at the hospital diagnosed her with Miller Fisher variance of Guillain-Barre syndrome.  At the time of reporting the patient "improved but she's undergoing
therapy" and has not recovered.  No further information was provided.  The reporter felt that Miller Fisher variance of Guillain-Barre syndrome was disabling
and required hospitalization.  Additional information has been requested. 4/8/08-records received for DOS 2/6-2/12/08- DC DX: Guillain-Barre variant.
Developed cough and diarrhea week prior to admission. Also had vomiting and fevers. On morning of admission developed tingling in hands and feet and
dysarthric speech, blurry vision and difficulty with walking. Treated with IVIG with improvement of ataxia and dysarthria.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

4/8/08-records received-LP normal. MRI brain normal. CT head negative. WBC 16.31, absolute neurtrophils 13.6. M. IgG 2.06. Urine cutlure no growth.
None 4/8/08-records received-PMH: Depression.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

306721-1 (S)

15-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Blood product transfusion, Cough, Diarrhoea, Dysarthria, Gait disturbance, Guillain-Barre syndrome, Neurological symptom, Paraesthesia, Pyrexia, Vision
blurred, Vomiting

 EXTENDED HOSPITAL STAY, HOSPITALIZED, PERMANENT DISABILITY, SERIOUS

Other Vaccine
10-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1060U 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Jun-2007
Vaccine Date

26-Jun-2007
Onset Date

0
Days

11-Mar-2008
Status Date

TX
State

WAES0802USA06337
Mfr Report Id

Information has been received from a physician concerning a 15 year old female who on 26-JUN-2007 was vaccinated with a first dose of GARDASIL (lot#
656050/0245U) IM and on 22-SEP-2007 was vaccinated with a second dose of GARDASIL (lot# 657006/0188U) IM while being pregnant. The patient came
into the physician's office on 27-FEB-2008 the patient experienced complaints of abdominal pain, felt weak, feeling hot and a poor appetite. The patient was
sent home and delivered a full term 6 pound baby in the bathroom on 27-FEB-2008. The patient and the baby are currently in the hospital on 28-FEB-2008. (It
was unknown when the patient admitted to the hospital). The baby was a little anemic otherwise healthy. No additional information was provided. The reporter
felt that complaints of abdominal pain, felt weak, feeling hot and a poor appetite required hospitalization. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = Unknown)Prex Illness:

urinalysis 02/27/08 - positive

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

306722-1 (S)

11-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Asthenia, Decreased appetite, Delivery, Drug exposure during pregnancy, Feeling hot, Pregnancy test urine positive

 EXTENDED HOSPITAL STAY, HOSPITALIZED, SERIOUS

Other Vaccine
10-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0245U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7507
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
11-Mar-2008
Status Date

MA
State

WAES0803USA00187
Mfr Report Id

Information has been received from an office manager at a physician's office, via a company representative, concerning a female (age not specified), who on
an unknown date was vaccinated with a dose of Gardasil (site, route and lot # not reported).  After receiving the vaccination, the patient had a seizure.  The
details and outcome of the event were not specified.  No other information was available.  The patient sought unspecified medical attention.  Upon internal
review, "had a seizure after receiving a dose of Gardasil" was considered to be serious as an other important medical event.  Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

306723-1

11-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion

 ER VISIT, NOT SERIOUS

Other Vaccine
10-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7508
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
11-Mar-2008
Status Date

FR
State

WAES0803USA00720
Mfr Report Id

Information has been received from a rheumatologist, concerning a 14 year old female patient with no reported medical history, who in August 2007, was
vaccinated with the first dose of Gardasil (site, route & lot # not reported).  In September 2007, the patient experienced pain in the joints of little toes and
asthenia.  An edema in the bone marrow of the little toes was diagnosed by magnetic resonance imaging (MRI) (date not reported).  The patient, who is a
competitive gymnast, did not go in for sports since November 2007, but the symptoms were still ongoing.  A rheumatological disease was ruled out.  Lab
findings only revealed a slight elevation of serum antinuclear antibodies (ANA), of 320 (units and date not provided).  The reporter considered the events to be
serious as an other important medical event.  LAB FINDINGS: magnetic resonance imaging (MRI): Oedema in bone marrow of little toes; serum antinuclear
antibodies (ANA) test: 320, slight elevation.  Other business partner numbers include: E2008-01793.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

magnetic resonance imaging, oedema in bone marrow of little toes; serum ANA, 320, slight elevation
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

306724-1

11-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Activities of daily living impaired, Arthralgia, Asthenia, Bone marrow oedema

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
10-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7509
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Dec-2007
Vaccine Date

17-Dec-2007
Onset Date

0
Days

11-Mar-2008
Status Date

FR
State

WAES0803USA00722
Mfr Report Id

Information has been received from a healthcare professional, concerning a 13 year old female patient with a history of cholelithiasis, who on 17-DEC-2007
was vaccinated with the first dose of Gardasil (route, site and lot # not specified).  A few hours later, she developed a 39 degree C fever, vomiting and
cephalgia.  The symptoms disappeared spontaneously, 3 or 4 days later.  On approximately 20-DEC-2007 (3 or 4 days post vaccination), the patient
experienced numbness in her legs and right arm, and asthenia.  These symptoms also disappeared spontaneously without treatment (duration and date not
specified).  On 11-FEB-2008, the patient had bloodwork tests with completely normal results.  At the time of this report, the patient had recovered.  This case is
closed.  Other business partner numbers include: E2008-01981.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory test, 11Feb08, normal; body temp, 17Dec07, 39 degrees C
Cholelithiasis

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

306725-1

11-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Headache, Hypoaesthesia, Pyrexia, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
10-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7510
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Jul-2007

Vaccine Date
Unknown

Onset Date Days
11-Mar-2008
Status Date

FR
State

WAES0803USA00723
Mfr Report Id

Information has been received from a health authority, concerning a 13 year old female patient, with "familial problems," who on 26-JUL-2007 was vaccinated
with dose 1; on 18-SEP-2007 was vaccinated with dose 2; and on 22-JAN-2008, was vaccinated IM in the upper arm, with dose 3 of Gardasil (lot # 1339F,
batch NF23310; lot # 0352U, batch NG00320; and lot # 1473F, batch NF46730, respectively). On 22-FEB-2008 the patient developed angina tonsillaris and an
Epstein-Barr virus (EBV) infection (positive serology). In the scope of the infection, she experienced "personality changes" with suicidal tendencies, and was
hospitalized (unspecified date and duration). According to the patient's mother, she had already developed personality changes after dose 1 of Gardasil (no
details provided). No information was given concerning dose 2. The reporter pointed out that there were current "familial problems" and that the patient did not
show any strange behavior during the hospital stay. At the time of this report, the patient had not yet recovered. This file is closed. Other business partner
numbers include: E2008-10989.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Family stressPrex Illness:

Epstein-Barr virus antibodies, 22Feb08, positive
No reaction on previous exposure to vaccine

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

306726-1 (S)

11-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Acute tonsillitis, Epstein-Barr virus infection, Personality change, Suicidal ideation

 HOSPITALIZED, SERIOUS

Other Vaccine
10-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1339F 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7511
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Feb-2008
Vaccine Date

28-Feb-2008
Onset Date

0
Days

12-Mar-2008
Status Date

VA
State Mfr Report Id

Recieved 3rd Gardasil shot on February 28, 2008. On 3/10/2008 site where shot was administered still sore.  To touch it feels as if the site is bruised.  To rotate
arm (i.e. such as crossing arms to pull shirt off) - upper arm where shot was administered in terrible pain.  Sore if sleeping and roll over on it.  The pain has
been there around the shot site since the day of the shot and has not lessened.

Symptom Text:

Other Meds:
Lab Data:
History:

No illnessesPrex Illness:

Allergic to Amoxicillian.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
27.0

306746-1

12-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, Injection site bruising, Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
10-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7512
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Nov-2007
Vaccine Date

18-Nov-2007
Onset Date

0
Days

12-Mar-2008
Status Date

AZ
State Mfr Report Id

Patient became very despondent and confused she became abnormally affectionate.  She could not take direction she appeared almost unable to hear.  Her
speech was limited.   She was extremely sleepy.   This started just two hours after the vaccine was administered.  She has continued to have episodes like this
since this day and they last several days that have sudden onset and sudden ending. 5/19/08-records received for DOS 11/8/07-well visit.  5/21/08-ED records
received for DOS 12/8/07-DX: Acute behavioral changes. presented with altered behavior. Appears despondent and distant.Began acting out at school and
acting odd at home. Slept many hours.

Symptom Text:

none  records received 5/21/08-Started on birth control pills Yasmin previous weekend and after 4 pills stopped taking them.Other Meds:
Lab Data:

History:
nonePrex Illness:

Her blood was tested 3x or more since this incident. I do not know if any toxicity test was run. 5/21/08-records received-CT scan no evidence of acute
intracranial hemorrhage or mass. Urinalysis negative.
Patient is ADD and has cognitive delays since birth 5/21/08-records received-Underlying history of ADD and hypoxic damage to brain at birth .

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

306761-1

21-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abnormal behaviour, Confusional state, Depressed mood, Hearing impaired, Somnolence, Speech disorder

 ER VISIT, NOT SERIOUS

Other Vaccine
10-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Right arm Unknown



10 JUN 2008 06:27Report run on: Page 7513
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Mar-2008
Vaccine Date

04-Mar-2008
Onset Date

0
Days

12-Mar-2008
Status Date

CA
State Mfr Report Id

Received HPV at 3:30PM. At 8:30 during volleyball fell on floor, fainted 3-5 Sec. sat up unable to talk, gasping for air for 3min.; improved and fine after5-6
minutes. Shaky was not seen or treated.

Symptom Text:

Other Meds:
Lab Data:
History:

nonePrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

306774-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Aphasia, Dyspnoea, Fall, Syncope, Tremor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
10-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1060U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 7514
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Dec-2007
Vaccine Date

08-Dec-2007
Onset Date

4
Days

12-Mar-2008
Status Date

FR
State

WAES0801USA05720
Mfr Report Id

Initial information has been received from a gynaecologist concerning a 17 year old female patient who on 04-DEC-2007 was vaccinated IM into left upper arm
with a first dose of Gardasil (lot # 0276U) (batch # NF585550). Concomitant therapy included hormonal contraceptives (unspecified) for systemic use.
Immediately post vaccination the patient experienced headache. Since then the patient complained of occasionally occurring mild headache. A medical check
up was without pathological findings. The outcome was unknown. In follow up information it was reported that the patient complained of headache which was
still ongoing at the time of reporting. The reporter considered the event as serious due to the long duration of the symptom more than 10 weeks. The event was
reported as an other medically important event. Follow up information on 28-FEB-2008 indicated that patient's headache started on 08-DEC-2008 and
reoccurred during the following days. On 17-DEC-2007 the patient's headache started on 08-DEC-2008 and reoccurred during the following days. On 17-DEC-
2007 the patient presented by a general practioner for treatment of sinusitis. The patient complaint of more severe headache. Medication with acetylsalicylic
acid was not successful. On 07-JAN-2008 the patient was referred to a neurologist and the diagnosis of probably severe tensions was established.
Electroencephalography (EEG) and computed axial tomography (CT) were performed on 08-JAN-2008 and showed no pathologies. Under physiotherapy and
acupuncture the patient recovered within an unspecified time. It was reported that on 15-FEB-2008 patient received the second dose of Gardasil (lot # 1068U)
(batch # NG42070) which was well tolerated. The case is closed. The other business partner number included: E2008-00213 and E2008-01347. Additional
information is not expected.

Symptom Text:

hormonal contraceptives (unspecified)Other Meds:
Lab Data:
History:
Prex Illness:

electroencephalography 08Jan08 No pathologies; computed axial tomography No pathologies 08Jan08
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

306806-1

12-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Immediate post-injection reaction, Sinusitis

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
11-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0276U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 7515
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Mar-2008
Status Date

FR
State

WAES0803USA00126
Mfr Report Id

Information has been received from a pharmacist concerning a 15 year old female with no reported medical history who in May 2007 was vaccinated with her
first dose of Gardasil (lot number, site and route of injection not reported).  The female has since received the two remaining doses of Gardasil.  There was no
concomitant medication.  About one week after the first vaccination the female developed dyspnoea and hyperventilation.  The female was hospitalized
(duration not reported).  Examinations and treatment were not reported.  From that time on, these medical conditions appeared again and again.  Other
business partner numbers include E200801790.  No further information is available.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

306807-1 (S)

12-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dyspnoea, Hyperventilation

 HOSPITALIZED, SERIOUS

Other Vaccine
11-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7516
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-Mar-2008
Status Date

CA
State

WAES0803USA00170
Mfr Report Id

Information has been received from a physician concerning a female patient, who was vaccinated with the third dose of Gardasil.  Subsequently, the patient
developed tremors and partial paralysis.  The patient was referred to a hospital.  The patient sought unspecified medical attention.  At the time of the report the
outcome was unknown.  No product quality complaint was involved.  Upon internal review, partial paralysis was considered to be an other important medical
event.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

306808-1

12-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Paralysis, Tremor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
11-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7517
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Feb-2008
Vaccine Date

26-Feb-2008
Onset Date

1
Days

12-Mar-2008
Status Date

MA
State

WAES0803USA00362
Mfr Report Id

Information has been received from a licensed practical nurse concerning her 18 year old daughter, with "possible asthma" and an allergy to sulfamethoxazole
(+) trimethoprim (SEPTRA), who on 25-FEB-2008 was vaccinated with the third dose of Gardasil.  There was no concomitant medication reported.  On 26-FEB-
2008 the patient experienced a systemic reaction about "24 hours after vaccination with her third dose of Gardasil."  The reaction was not anaphylactic.  Her
daughter developed hives, swelling, itching, pain, fever and had difficulty moving her joints.  She was taken to the emergency room and given prednisone and
diphenyhydramine hydrochloride (BENADRYL).  No diagnostic laboratory studies were performed.  At the time of this report, the patient was recovering.  No
product quality complaint was involved.  Hives, swelling, itching, pain, fever, and difficulty moving her joints were considered to be other important medical
events.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Asthma; Allergic reaction to antibioticsPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

306809-1

12-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Joint range of motion decreased, Pain, Pruritus, Pyrexia, Swelling, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
11-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7518
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Aug-2007
Vaccine Date

02-Jan-2008
Onset Date

133
Days

12-Mar-2008
Status Date

FR
State

WAES0803USA00468
Mfr Report Id

Information has been received from a general practitioner concerning a 20 year old female with no reported medical history who on 22-AUG-2007 was
vaccinated with her first dose of Gardasil (Lot #1537F; Batch #NF37110) intramuscularly in the left upper arm and tolerated it well.  On 22-OCT-2007 the
patient received her second dose of Gardasil (Lot #1537F; Batch #NG01530) intramuscularly in the left upper arm.  Concomitant therapy included hormonal
contraceptives (unspecified).  On 02-JAN-2008, 10 weeks later, the patient experienced tremor of hands.  A neurological examination was planned.  At the time
of reporting the symptoms were still ongoing.  Tremor of hands was considered to be an other important medical event.  Other business partner numbers
include E200801746.  No further information is available.

Symptom Text:

Hormonal contraceptives (unspecified)Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

306810-1

12-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Tremor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
11-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1537F 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 7519
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Feb-2008
Vaccine Date

29-Feb-2008
Onset Date

21
Days

12-Mar-2008
Status Date

FR
State

WAES0803USA00469
Mfr Report Id

Information has been received from a pediatrician concerning a 14 year old female with a family history of goiter who on 08-FEB-2008 was vaccinated with her
first dose of Gardasil (lot number, site and route of administration not reported).  There was no concomitant medication.  About 3 weeks post vaccination, on
approximately 29-FEB-2008, the patient experienced hyperthyroidism with exophthalmus and diarrhoea.  The patient was hospitalized on 22-FEB-2008.
Laboratory findings showed increased triiodothyronine (T3) and barely measurable thyroid-stimulating hormone (TSH).  At the time of reporting the patient's
symptoms were ongoing.  Other business partner numbers include E200801728.  No further information is available.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Serum TSH barely measurable; Free serum triiodothyronine test increased.
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

306811-1 (S)

12-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Diarrhoea, Exophthalmos, Hyperthyroidism

 HOSPITALIZED, SERIOUS

Other Vaccine
11-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7520
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Jan-2008
Vaccine Date

18-Feb-2008
Onset Date

20
Days

12-Mar-2008
Status Date

FR
State

WAES0803USA00889
Mfr Report Id

Information has been received from the Health Authority Agency (ref. # PEI2008002016) concerning a 15 year old female who on unspecified dates was
vaccinated with a first and second dose of Gardasil which were well tolerated.  On 29-JAN-2008, the patient was vaccinated with Gardasil (lot # 0352U; batch #
NG00320) IM (site not reported).  Concomitant suspect therapy included corticosteroids (unspecified) (dose, duration and indication not reported).  On 10-FEB-
2008, the patient complained about increasing nausea, vomiting, and inappetence.  On 18-FEB-2007, she developed oliguria and was admitted to the hospital.
Acute renal failure was diagnosed and the patient was transferred to a university hospital.  A diagnosis of haemolytic uraemic syndrome was established.
Laboratory results showed elevated kidney values, thrombocytopenia and LDH elevation.  Relevant laboratory tests revealed thrombocyte count 70/microL,
serum lactate dehydrogenase (LDH) test 700 U/L, serum creatinine 10 mg/dL, and urea 240 mg/dL.  The patient was treated with plasmapheresis and
corticosteroids.  At the time of reporting, symptoms were ongoing.  The patient's haemolytic uraemic syndrome was considered to be immediately life-
threatening.  Other business partner numbers included: E2008-01988.  Additional information has been requested.

Symptom Text:

corticosteroids (unspecified)Other Meds:
Lab Data:
History:
Prex Illness:

platelet count 70/microL 150-400/nL; serum LDH 700 U/L 90-270; serum blood urea 240 mg/dL 18-45; serum creatinine 10 mg/dL 0.6-1.1
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

306812-1 (S)

12-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anorexia, Haemolytic uraemic syndrome, Nausea, Oliguria, Renal failure acute, Thrombocytopenia, Vomiting

 HOSPITALIZED, LIFE THREATENING, SERIOUS

Other Vaccine
11-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0352U 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7521
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Feb-2008
Vaccine Date

27-Feb-2008
Onset Date

1
Days

12-Mar-2008
Status Date

NC
State

NC08030
Mfr Report Id

Vaccine administered 2/26/08.  Patient presented to clinic on 2/27/08 with area of redness and induration at site of Varicella #2 administration.  (Induration
5/8").  Also complained of itching.  On 2/28/08 size of induration had increased to 15/8" but less itch c/o.

Symptom Text:

Zyrtec dailyOther Meds:
Lab Data:
History:

NonePrex Illness:

Seasonal allergies; frequent ear infections.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

306830-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site induration, Injection site pruritus

 ER VISIT, NOT SERIOUS

Other Vaccine
11-Mar-2008

Received Date

Prex Vax Illns:

VARCEL
HPV4
HEPA

MERCK & CO. INC.
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

1786U
1740U
AHAVB215AA

1
0
0

Right arm
Left arm

Right arm

Subcutaneously
Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Feb-2008
Vaccine Date

Unknown
Onset Date Days

13-Mar-2008
Status Date

FL
State Mfr Report Id

No adverse event - reporting patient received a 4th dose of Gardasil.  Patient tolerated well, no problems.Symptom Text:

LoestrinOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

306834-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
11-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1967U 3 Right arm Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Mar-2008
Vaccine Date

03-Mar-2008
Onset Date

0
Days

13-Mar-2008
Status Date

AL
State Mfr Report Id

Redness Left Deltoid - injection site treated as cellulitis with Clindamycin 150mg 1 tid x 1 weekSymptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
Asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

306837-1

14-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site cellulitis, Injection site erythema

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
11-Mar-2008

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

0854U
1424F

1
1

Right arm
Right arm

Subcutaneously
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Mar-2008
Vaccine Date

03-Mar-2008
Onset Date

0
Days

17-Mar-2008
Status Date

PA
State Mfr Report Id

1st Vaccine given approx. 1900 hrs. At approx 2130the pt began c/o severely swollen labia. (-) difficulty breathing, hives or flushing. Benadryl 50mg PO given.Symptom Text:

Other Meds:
Lab Data:
History:

N/APrex Illness:

N/A
N/A

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

306843-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Labia enlarged

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
11-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0171U 0 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Mar-2008
Vaccine Date

11-Mar-2008
Onset Date

0
Days

12-Mar-2008
Status Date

NY
State Mfr Report Id

8:50 AM Pt received Tdap, PPD screen, MCV4, HPV#1.  Pt then stated that she felt light headed.  Pt then had stiffening of of upper body for 1-2 second.  Pt
aware after incident.  Pt able to follow commands, gives name of sibling to call and #.  Pt aware of where she is at.  No brreakfast ingestion taken prior to
vaccination.  Blood glucose post vaccination 141, BP 100/60, HR 64, RR 16.  Pt being observed.  No recourse at this time.

Symptom Text:

Mantoux 0.1 ml administered to left forearm ID today.Other Meds:
Lab Data:
History:

nonePrex Illness:

shellfish allergies

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

306862-1

12-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Musculoskeletal stiffness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
11-Mar-2008

Received Date

Prex Vax Illns:

TDAP

HPV4
MNQ

GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
SANOFI PASTEUR

AC52B019AA

1486U
U2550AA

0
0

Left arm

Right arm
Right arm

Intramuscular

Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Mar-2008
Vaccine Date

11-Mar-2008
Onset Date

0
Days

12-Mar-2008
Status Date

GA
State Mfr Report Id

07:49AM Patient given 3rd HPV/Gardasil vaccine. Patient left after vaccination due to working 13 1/2 hrs. last night.  08:10 Patient presented back to front desk
with complaints of itching and "not feeling right".  08:10AM RN's x3 responded to call to front. Patient having itching, welts over face, arms, spreading to neck
and back. Complaints of nausea followed by vomiting x1. Patient reports numbness and tingling. 08:12AM Diphenhydramine 50mg/ml given IM. 08:13AM EMS
phoned per front desk staff. 08:17AM Epinephrine 1:1000, 0.30mg administered IM. EMS arrived 08:19AM. Patient transported to Rome to the emergency
room. Family with patient for transport

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

No known allergies per patient.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

306866-1

12-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Feeling abnormal, Hypoaesthesia, Nausea, Paraesthesia, Pruritus, Urticaria, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
11-Mar-2008

Received Date

None~ ()~NULL~~In Patient|None~ ()~NULL~~In Sibling1|None~ ()~NULL~~In Sibling2Prex Vax Illns:

HPV4 MERCK & CO. INC. 0522U 2 Right arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Sep-2007
Vaccine Date

20-Dec-2007
Onset Date

86
Days

13-Mar-2008
Status Date

IN
State Mfr Report Id

15 YO FEMALE HOSITALIZED 12/26/07 FOR GUILLAN-BARRE SYNDROME AT RILEY CHILDREN'S HOSITAL. pRIOR TO ADMISSION SHE HAD A ONE
WEEK HISTORY OF NUMBNESS AND TINGLING TO HER EXTREMITIES WITH PROGRESSIVE WEAKNESS. TREATMENT INCLUDED A PROLONGED
PERIOD OF INTUBATION AND VENTALTOR SUPPORT, PLASMAPHERESIS, AND IVIG. SHE WAS TRANSFERRED TO METHODIST HOSPITAL
REHABILITATION UNIT 1/17/08 AND REMAINS HOSPITALIZED THERE TO DATE. THEY ANTICIPATE POSSIBLE DISCHARGE TO HOME HIS FRIDAY.
SHELLISE REMAINS IN A WHEELCHAIR AT THIS POINT AND IS UNABLE TO AMBULATE ON HER OWN. 3/19/08-records received for DOS 12/26/17-
01/17/08-DC DX: Guillain-Barr syndrome. Presented with several day history of progressive numbness and tingling and weakness. Symptoms began six days
prior to admission with right fifth digit numbness. Four days prior to admission pharyngitis and numbness and tingling in lips. Three days prior to admission
increasing generalized weakness. Two days prior to admission increasingly hoarse. Day of admission demonstrated a wide based gait, holding onto wall to
walk. Fell in bathtub and was unable to get up. Decreased grip strength. Ten pound weight loss one week prior to admission. Some symptoms of acid reflux
and global myalgias, jaw pain, back pain. Pruritic rash on face. Required ICU care, intubation. Intravenous immunoglobulin. PT and OT. NG tube feeding.
Bilateral ptosis. Developed tracheitis.

Symptom Text:

ADVAIR 250/50 1 INHALATION BID, ALBUTEROL 2 PUFFS EVERY 4-6HRS PRN COUGH OR WHEEZE, CLARITIN 10 MG PRN,TRIAMCINOLONE 0.1%
OINTMENT

Other Meds:

Lab Data:

History:
LEFT 5TH TOE PAINPrex Illness:

ELECTROMYELOGRAM 12/27/07; MEDIAN ULNAR MOTOR RESPONSES VERY LOW IN AMPLITUDE AND MILDLY LONG IN DISTAL LATENCY.  EMG
1/4/08; NO RESPONSE OBTAINABLE IN MEIDAN OR ULNAR MOTOR NERVES, PERONEAL MOTOR STUDY SHOWED LOW AMPLITUDE RESPONSE
AND MIL
ASTHMA, ALLERGIC RHINITIS, NICKLE DERMATITIS, NONDISPLACED FRACTURE OF LEFT 5TH TOE 3/19/08-records received-PMH: asthma.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

306868-1 (S)

19-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abasia, Asthenia, Back pain, Blood product transfusion, Dysphonia, Eyelid ptosis, Fall, Gait disturbance, Gastrooesophageal reflux disease, Grip strength
decreased, Guillain-Barre syndrome, Hypoaesthesia, Immunoglobulins, Intensive care, Intubation, Mechanical ventilation, Myalgia, Pain in jaw, Paraesthesia,
Paraesthesia oral, Pharyngitis, Plasmapheresis, Rash pruritic, Tracheitis, Weight decreased, Wheelchair user

 ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, LIFE THREATENING, SERIOUS

Related reports:   306868-2

Other Vaccine
11-Mar-2008

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2382BA
0524U

0
0

Left arm
Left arm

Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Sep-2007
Vaccine Date

20-Dec-2007
Onset Date

86
Days

15-May-2008
Status Date

--
State

WAES0804USA05009
Mfr Report Id

Information has been received on request from the FDA under the Freedom of Information Act concerning a 15 year old female with asthma, allergic rhinitis,
nickel dermatitis and a history of a fractured toe who on 25-SEP-2007 was vaccinated intramuscularly into the left arm with the first dose of GARDASIL (Lot #
658094/0524U). Concomitant therapy included MENACTRA (Lot U2382BA), ADVAIR, albuterol, CLARITIN and TRIAMCINOLON COMPOSITUM. On 20-DEC-
2007, prior to admission, the patient presented with a several day history of numbness and tingling in her extremities, with progressive weakness. Symptoms
began six days prior to admission with right fifth digit numbness. Four days prior to admission she felt increasing pharyngitis and numbness and tingling in lips.
Three days prior to admission she felt increasing generalized weakness. Two days prior to admission the patient was increasingly hoarse. On the day of
admission the patient demonstrated a wide based gait, and was holding onto the wall to walk. She fell in the bath tub and was unable to get up. She had
decreased grip strength. She also had a ten pound weight loss one week prior to admission. Some of her symptoms also included acid reflux, global myalgias,
jaw pain, and back pain. She had a pruritic rash on her frame. Diagnostic testing performed included an electromyography on 27-DEC-2007 indicating the
medial ulnar motor response was very low in amplitude and mildly long in distal latency. A repeat electromyography was performed on 04-JAN-2008 revealed
no response obtainable in the median or ulnar motor nerves, and the peroneal motor study showed low amplitude response and MIL. Treatment required
admission to the intensive care unit, prolonged period of intubation and ventilator support, plasmapheresis, intravenous immunoglobulin, physical and
occupational therapy and nasogastric tube feeding. She also had developed bilateral ptosis and tracheitis. she was diagnosed with Guillain-Barre syndrome on
17-JAN-2008. She was transferred to a rehabilitation unit and re

Symptom Text:

albuterol 2 puff; TRIAMCINOLON COMPOSITUM; ADVAIR 1 puff; CLARITINOther Meds:
Lab Data:

History:
Asthma; Rhinitis allergic; DermatitisPrex Illness:

electromyography 12/27/07 - median ulnar motor response very low amplitude and mildly long distal latency; electromyography 01/04/08 - no response
obtainable in median or ulnar motor nerves, peroneal motor study showed low amplitude
Fractured toe

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

306868-2 (S)

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abasia, Asthenia, Back pain, Blood product transfusion, Dysphonia, Endotracheal intubation, Eyelid ptosis, Fall, Gait disturbance, Gastrointestinal tube
insertion, Gastrooesophageal reflux disease, Grip strength decreased, Guillain-Barre syndrome, Hypoaesthesia, Hypoaesthesia oral, Intensive care,
Mechanical ventilation, Myalgia, Pain in jaw, Paraesthesia, Paraesthesia oral, Pharyngitis, Plasmapheresis, Rash pruritic, Tracheitis, Weight decreased,
Wheelchair user

 EXTENDED HOSPITAL STAY, HOSPITALIZED, LIFE THREATENING, SERIOUS

Related reports:   306868-1

Other Vaccine
14-May-2008

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2382BA
0524U

0
0

Unknown
Unknown

Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
28-Feb-2008
Vaccine Date

07-Mar-2008
Onset Date

8
Days

12-Mar-2008
Status Date

VA
State Mfr Report Id

Patient reports muscle spasms or twitching which began occuring 1 wk after injectionSymptom Text:

Other Meds:
Lab Data:
History:

none reportedPrex Illness:

none
none reported

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

306871-1

12-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Muscle spasms, Muscle twitching

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
11-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1287U 0 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Dec-2006
Vaccine Date

Unknown
Onset Date Days

12-Mar-2008
Status Date

MT
State Mfr Report Id

My daughter fainted immediately after administration of the vaccine.  Her eyes rolled back, and her body had mild convulsing, followed by fainting.  I have just
found out about your reporting system, therefore the delay in reporting.  My daughter has had 2 shots of the HPV Vaccine, and fainted following both.  She has
had all other childhood vaccines and many travel vaccines and never fainted.  I believe both HPV vaccines were Gardisil, but this should be confirmed with
physician.  The first HPV vaccine 12/06 was administered with an additional DTap vaccine; HPV Vaccine #2 was administered alone and again produced
faintness.  Both times injection was given in upper arm-- can't recall which side.

Symptom Text:

Other Meds:
Lab Data:
History:

None.Prex Illness:

Severe localized reactions to bee & wasp stings, non-anaphylactic.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

306872-1

12-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Gaze palsy, Immediate post-injection reaction, Syncope, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
11-Mar-2008

Received Date

Prex Vax Illns:

TDAP
HPV4

UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL 0

Unknown
Unknown

Unknown
Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Mar-2008
Vaccine Date

11-Mar-2008
Onset Date

0
Days

12-Mar-2008
Status Date

PA
State Mfr Report Id

Patient received Gardasil vaccination & sat in waiting area..got lightheaded & pale & fainted about 5 minutes after receiving injection. Was VERY pale. Almost
looked like she had a seizure, but came to quickly so not sure if it was. Laid on exam table. BP was 102/60. Oxygen sat was 99%. No other treatment was
necessary.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

306879-1

12-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Pallor, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
11-Mar-2008

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
UNKNOWN MANUFACTURER

NULL
NULL

0
1

Right arm
Left arm

Subcutaneously
Subcutaneously
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Jan-2008
Vaccine Date

15-Jan-2008
Onset Date

0
Days

12-Mar-2008
Status Date

CA
State Mfr Report Id

left arm numbness & tingling after immunizations still persist seen by ped md and neurologySymptom Text:

ppdOther Meds:
Lab Data:
History:

nonePrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

306882-1

12-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Paraesthesia

 ER VISIT, NOT SERIOUS

Other Vaccine
11-Mar-2008

Received Date

Prex Vax Illns:

TDAP
MNQ
HPV4

SANOFI PASTEUR
SANOFI PASTEUR
MERCK & CO. INC.

C2826AA
U2409AA
1267U

2
0
0

Left arm
Left arm

Right arm

Intramuscular
Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Mar-2008
Vaccine Date

07-Mar-2008
Onset Date

0
Days

12-Mar-2008
Status Date

IN
State Mfr Report Id

Patient received HPV vaccination.  She then went into blood drawing area to have blood checked for anemia.  This was 45 min after vaccination. All was going
well and then she felt odd, hands went numb, became temporarily paralyzed, could not move arms and difficult time speaking all the time alert to what was
going on.  She became ice cold, blood would no longer flow, she was eased to the floor, and then became very distraught with her inability to move arms,
arched back, shivered.  She did not loose bladder control, did not become diaphoretic as I would expect with a vasovagal response, she did loose partial
memory for some of the event but was able to relay my phone number to the phlebotomist who called me, her father and a physician.  Ambulance was already
called and arrived just as I arrived, because she was not responding to regular supportive measures.  After one hour of stable vitals she was able to sit up, and
after 90 mins she was no longer orthostatic and she was able to leave the clinic. I was called to the blood draw clinic at 12:48 PM.  It took 90 mins for patient to
be able to stand and get food, fluids etc.  Phlebotomist did complete her draw with no vagal reaction to this second attempt.  We left the clinic, got light lunch,
fluids, and after 2.5 hours she was safe to drive home. She followed me.  She slept for two hours that afternoon and seems to have no more adverse affects.  I
suspected a vagal response and she insisted she had blood drawn before and this has never happened, and the paralysis of her hands and arms she found
spooky, and terrifying.  She had numbness of her hands but no peri-oral numbness until she began to come around and then became weepy.  She responded
to attention, but her extremities were quite cold, hypoxic appearing, yet she was not seen to hyperventilate or hypoventilate.  The ambulance took a biox, I do
not have that report, the ambulance also took vitals and I was told they were stable.  I am a physiatrist and I was most concerned about learning if she had
fallen and

Symptom Text:

Oral IronOther Meds:
Lab Data:
History:

NonePrex Illness:

Blood draw from that day is not back as yet.
No Known Allergies

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

306883-1

12-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Amnesia, Chills, Crying, Feeling abnormal, Hypoaesthesia, Hypoxia, Opisthotonus, Paralysis, Peripheral coldness, Speech disorder, Syncope vasovagal

 ER VISIT, NOT SERIOUS

Other Vaccine
11-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. UNKNOWN 1 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 7534
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Nov-2007
Vaccine Date

09-Nov-2007
Onset Date

0
Days

13-Mar-2008
Status Date

CA
State

200800667
Mfr Report Id

Initial report received on 05 March 2008 from a nurse. A 13-year-old female patient, with no pre-existing medical conditions, had received an intramuscular right
deltoid injection of Menactra (lot number U2403AA); and an intramuscular left deltoid injection of Gardasil (manufacturer Merck, lot number 1267U) on 09
November 2007. The patient received the vaccinations and fainted when leaving the office. The patient was then brought back into the office and put in a
reclined position for about 16 minutes; vital signs were stable. The patient left the office without any further symptoms and had recovered from the event. No
other relevant medically significant information was provided. The reporter for this case is the same as reported in case 2008-00497 (Case reported in a 17-
year-old female patient, who fainted five minutes after she received a concurrent immunization with Menactra vaccine and Gardasil.).

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None
The patient had no pre-existing medical conditions and had not been ill at the time of vaccination.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

306898-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
12-Mar-2008

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2403A
1267U

Right arm
Left arm

Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Mar-2008
Status Date

--
State

WAES0802USA06046
Mfr Report Id

Information has been received from a nurse practitioner (also reported as a physician assistant) concerning "an approximately 24 year old" female with a
history of seizures, who, on an unspecified date, was vaccinated IM with a first dose of Gardasil.  It was reported by the nurse practitioner that the patient had
never been diagnosed with anything.  Within thirty minutes post vaccination the patient experienced a seizure.  The patient was sent to the emergency room.
At the time of the report, the outcome of the patient was unknown.  No product quality complaint was involved.  Upon internal review seizure was considered to
be an other important medical event.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Convulsion

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

306908-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion

 ER VISIT, NOT SERIOUS

Other Vaccine
12-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7536
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Feb-2008
Vaccine Date

26-Feb-2008
Onset Date

1
Days

13-Mar-2008
Status Date

FR
State

WAES0802USA06423
Mfr Report Id

Information has been received from a general practitioner concerning a 17 year old female with no relevant medical history who on 25-FEB-2008 was
vaccinated with a first dose of Gardasil (batch # NG41880) IM in the deltoid.  On 26-FEB-2008 the next day the patient developed a fever, which reached 40.6
degrees Celsius during the night, with "slight" delirium.  On 27-FEB-2008, blood tests were performed because the patient was not feeling well.  Tests found
leukocytes at 2630/mL, lymphocytes at 237, ie 9%, monocytes at 9% and neutrophilic leukocytes at 80%.  No clinical sign was observed.  Small axillary
adenopathies were on the vaccinated side of the body, however the physician did not worry about them.  No reaction was observed at the site of the injection.
At the end of the day, the patient was not in good clinical condition and would possibly be hospitalized.  At the time of reporting, she had not recovered.  The
events were considered as medically significant by the reporter.  Additional information is not available.  Other business partners included are: E2008-01718.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Prex Illness:

body temp, 26Feb08, 40.6 C; WBC count, 27Feb08, 2630 /mL; lymphocyte count, 27Feb08, 237, i.e. 9%; monocyte count, 27Feb08, 9%; neutrophil count,
27Feb08, 80%, neutrophilic leukocytes
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

306909-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Delirium, Lymphadenopathy, Malaise, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
12-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Mar-2008
Status Date

FR
State

WAES0803AUS00038
Mfr Report Id

Information was received from media monitors summarizing a television program concerning a female who was vaccinated with Gardasil.  Subsequently the
patient experienced sore arm, chest pain, and body tremors which became convulsions.  Two weeks later, she was hospitalised for investigations.  Tests for
epilepsy, multiple sclerosis and brain tumour were negative.  The reporter felt that sore arm, chest pain and body tremors which became convulsions were
related to therapy with Gardasil.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Prex Illness:

diagnostic laboratory test, negative, test for epilepsy; diagnostic laboratory test, negative, test for multiple sclerosis; diagnostic laboratory test, negative, test for
brain tumour
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

306911-1 (S)

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Chest pain, Convulsion, Pain in extremity, Tremor

 HOSPITALIZED, SERIOUS

Other Vaccine
12-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-Mar-2008
Status Date

--
State

WAES0803USA00658
Mfr Report Id

Information has been received from a licensed practical nurse concerning her girlfriend's 20 year old daughter with no medical history, who in November 2007,
was vaccinated with a first dose of Gardasil. Within 20 minutes post vaccination the patient was in the waiting room and had a seizure. The patient vomited up
to 2 or 3 times. An ambulance took the patient to the emergency room. The patient recovered on an unspecified date. No product quality complaint was
involved. Upon internal review seizure was considered to be an other important medical event. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

306912-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
12-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Dec-2007
Vaccine Date

11-Jan-2008
Onset Date

32
Days

02-Apr-2008
Status Date

FR
State

WAES0803USA01142
Mfr Report Id

Information has been received from a gynecologist, concerning a 12 year old female patient with haemangioma (one in loge of left quadriceps muscle; one in
medial of left femur condyle) and intermittent pain of the legs (one year), and a history of anti-borreliosis and knee effusion, who on 11-OCT-2007 was
vaccinated with the first dose of GARDASIL, which was well tolerated (lot #0251U; batch NF56480). On 11-JAN-2008 the patient was hospitalized because of
sensory disorder in both legs up to the knees, pain in the knees and weakness of legs. The patient was regularly seen in an orthopedic department for 1 year
for her history of hemangioma (as above). A sonography of the knees, left thigh and abdomen were normal. The patient was treated symptomatically with
ibuprofen and recovered completely within 2 days. Lab findings were inconspicuous and included: rheumatoid factor (RF), serum antinuclear antibodies test
(ANA), serology (chlamydia, mycoplasma and borrelia), antistreptolysin (ASL) and "ASK." An ophthalmological exam was normal. The physicians assessed that
the pre-existing hemangioma caused the symptoms. The patient was discharged on 15-JAN-2008. On 30-JAN-2008, she was again hospitalized because of
pain in the lower legs, changing sides and resulting in a burning sensation that disappeared. She also complained about weakness in her legs. Clinical
examination was normal. Routine lab findings were normal. Borrelia serology was negative. Cranial and spinal magnetic resonance imaging (MRI) were normal.
An orthopedist stated that the patient complained about intermittent pain in her legs for 1 year and that she had a history of borreliosis and effusion of the knee.
Cerebrospinal fluid (CSF) was normal except a discrete barrier disorder. A psychologist suspected a dissociative disorder, because of a strong psychological
strain and a psychotherapy was planned. At discharge on 06-FEB-2008, the patient's neurological examination was normal, and she did not complain of pain
anymore. In the reporting form dated 03-MAR-20

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Haemangioma; Pain of lower extremitiesPrex Illness:

diagnostic laboratory test 11?Jan08 Comment: inconspicuous; lower extremity X-ray 11?Jan08 Comment: normal; ophthalmological exam 11?Jan08 Comment:
normal; diagnostic laboratory test 30?Jan08 Comment: normal; magnetic resonance imaging 30?J
Anti-borrelia antibody positive; Knee effusion; No reaction on previous exposure to vaccine

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

306913-1 (S)

02-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Burning sensation, Dissociative disorder, Muscular weakness, Sensory disturbance

 HOSPITALIZED, SERIOUS

Other Vaccine
12-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7540
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Sep-2007
Vaccine Date

Unknown
Onset Date Days

13-Mar-2008
Status Date

FR
State

WAES0803USA01150
Mfr Report Id

Information has been received from a Health Authority agency concerning a 15 year old female who on 19-MAR-2007 was vaccinated with her first dose of
Gardasil (Lot #655376/0572F; Batch #NE45450) (route and site of administration not reported) and on 31-MAY-2007 was vaccinated with her second dose of
Gardasil (Lot #655671/1024F; Batch #NE51780) (route and site of administration not reported), both were tolerated well.  On 14-SEP-2007 the patient was
vaccinated with her third dose of Gardasil (Batch #NF23313) (route and site of administration not reported).  Concomitant vaccination on 14-SEP-2007 included
BEGRIVAC (Lot #161021A).  In November 2007, on an unspecified date, the patient was diagnosed with suspicion of acute disseminated demyelinating
encephalomyelitis.  The patient was admitted into the hospital for neurological testing on an unspecified date.  Symptoms were ongoing at the time of reporting.
 Other business partner numbers include E200801811.  No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

306914-1 (S)

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 No reaction on previous exposure to drug, Vaccination complication

 HOSPITALIZED, SERIOUS

Other Vaccine
12-Mar-2008

Received Date

Prex Vax Illns:

HPV4
FLU

MERCK & CO. INC.
NOVARTIS VACCINES AND
DIAGNOSTICS

NULL
161021A

2 Unknown
Unknown

Unknown
Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Feb-2008
Vaccine Date

Unknown
Onset Date Days

14-Mar-2008
Status Date

WA
State Mfr Report Id

extreme dizziness, vertigo, soreness and fatigue. Patient was in tears, unable to stay awake or do homework. Onset 5-6 hours post injection. Minor fever (99?)Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

306946-1

14-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Activities of daily living impaired, Crying, Dizziness, Fatigue, Pain, Pyrexia, Somnolence, Vertigo

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
12-Mar-2008

Received Date

Prex Vax Illns:

HPV4
HEPAB

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

0523U
AHAVB21

0
0

Right arm
Right arm

Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Mar-2008
Vaccine Date

11-Mar-2008
Onset Date

1
Days

13-Mar-2008
Status Date

NY
State Mfr Report Id

8 by 8 cm diameter area of erythema and edema with three clear vesicles at Left arm, starting a little over 24 hours after vaccinationSymptom Text:

Depo Provera last given 2/27/08 in right hipOther Meds:
Lab Data:
History:

viral URIPrex Illness:

None
Allergy to Cefzil

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

306948-1

13-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Blister, Erythema, Oedema

 ER VISIT, NOT SERIOUS

Other Vaccine
12-Mar-2008

Received Date

Prex Vax Illns:

VARCEL
HPV4

UNKNOWN MANUFACTURER
MERCK & CO. INC.

1795U
1063U

1
2

Left arm
Left arm

Subcutaneously
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Jan-2008
Vaccine Date

08-Mar-2008
Onset Date

61
Days

14-Mar-2008
Status Date

SD
State Mfr Report Id

welt size of a nickel, area red witih itching.  Reaction occured am of 3/8/08Symptom Text:

noneOther Meds:
Lab Data:
History:

no illness apparentPrex Illness:

none
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

306949-1

14-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Pruritus, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
12-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1740U Unknown Subcutaneously
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Feb-2008
Vaccine Date

21-Feb-2008
Onset Date

1
Days

17-Mar-2008
Status Date

IA
State

IA08002
Mfr Report Id

Received vaccines 2/20/08. The next night had fever of 102 deg and not feeling well. Took ibuprofen which decreased fever. On 2/20/08 legs started feeling
achey and by 2/24/08 they hurt. Reports hurt most in calves of legs. Mother and child reported 8 cm scale of 0-10 for pain. Mother and child shuffled when
walked because of pain. Talked to agency somewhere who has a nurse to talk to that nurse thought it should be reported. legs were better on 2/25/08 and now
normal. Did take child to Dr. for c/o sore throat and was put on z-pack. Dr 2/25/08

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

Amoxicillin allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

306960-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Gait disturbance, Malaise, Pain in extremity, Pharyngolaryngeal pain, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
12-Mar-2008

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2428AA
0802U

0
0

Left arm
Right arm

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jan-2007
Vaccine Date

Unknown
Onset Date Days

14-Mar-2008
Status Date

CA
State

WAES0803USA00669
Mfr Report Id

Information has been received from a physician concerning a female (age unknown), who in 2007 was vaccinated with a dose of Gardasil. Concomitant
suspect vaccination included Varivax. Subsequently, the patient was pregnant. It was reported that "a couple days" post vaccination the patient had a
miscarriage. At the time of the report, the outcome of the patient was unknown. No product quality complaint was involved. Upon internal review miscarriage
was determined to be an other important medical event. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

306972-1

14-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
13-Mar-2008

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Unknown
Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Sep-2007
Vaccine Date

26-Sep-2007
Onset Date

1
Days

14-Mar-2008
Status Date

MD
State Mfr Report Id

Mother brought patient to the health center for her 3rd Gardisil immunization on 01-15-2008. At that time mother reported that 24 hours after receiving the HPV
and MCV4 on 09-25-2007 she had patient in the ER with vocal cord spasms. She was not put on any medications and required no further treatment. Three
phone calls were made to the parent to get further information, but none were returned.

Symptom Text:

Parent did not provide information.Other Meds:
Lab Data:
History:

None known.Prex Illness:

Parent did not provide information.
None known.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

307006-1

14-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Laryngospasm, Muscle spasms

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Mar-2008

Received Date

None~ ()~~0~In PatientPrex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2378BA
0012U

0
1

Left arm
Right arm

Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Feb-2008
Vaccine Date

28-Feb-2008
Onset Date

1
Days

17-Mar-2008
Status Date

WA
State Mfr Report Id

Right lower leg D.V.T. Shot given 2/27/08 approx 10:30 am. On 2/28/08 pt noticed ache in (R) lower leg. Worsened daily and to ER 3/21/08- Doppler confirmed
RLE DVT Deep right posterior tibial vein. 3/27/08-records received for DOS 3/2-3/3/08- DC DX: Acute right lower extremity deep venous thrombosis. Admitted
with C/O right lower extremity pain and swelling that started 4 days ago with swelling in right calf and some local pain which has increased. C/O shortness of
breath.

Symptom Text:

NuvaRing; Fluoxetine 3/27/08-records received:current medications include Fluoxetine and NuvaRing.Other Meds:
Lab Data:

History:
nonePrex Illness:

Doppler lower extremity/VQ lung scan/CXR/ EKG 3/27/08-records received-Doppler showed acute deep venous thrombosis in right posterior tibial vein in the
righ midcalf.
Allergic rhintis; Depression/Anxiety disorder NuvaRing.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

307028-1 (S)

28-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Deep vein thrombosis, Dyspnoea, Oedema peripheral, Pain in extremity

 ER VISIT, HOSPITALIZED, SERIOUS

Other Vaccine
13-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0052X 1 Left arm Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Dec-2007
Vaccine Date

Unknown
Onset Date Days

18-Mar-2008
Status Date

TX
State Mfr Report Id

3 month with no menstruation since vaccine was given (2-12-07).Symptom Text:

Other Meds:
Lab Data:
History:

N/APrex Illness:

N/A

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

307030-1

18-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Amenorrhoea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
13-Mar-2008

Received Date

Prex Vax Illns:

TDAP

HPV4
MNQ

GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
SANOFI PASTEUR

AC52B019AA

0929U
B70143H

Left arm

Right arm
Left arm

Unknown

Unknown
Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Nov-2007
Vaccine Date

06-Nov-2007
Onset Date

0
Days

18-Mar-2008
Status Date

NJ
State Mfr Report Id

The day after vaccine administered returned to our office with c/o vomiting that started the night after pt was vaccinated (same day). Vomiting continued to the
day of presentation. Also with tactile fever and achiness. Recommended Tylenol.

Symptom Text:

Other Meds:
Lab Data:
History:

None notedPrex Illness:

Hx of allergies and urticarial rash

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

307031-1

18-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pain, Pyrexia, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
13-Mar-2008

Received Date

Sore throat~HPV (Gardasil)~2~0~In PatientPrex Vax Illns:

HPV4
FLU

MERCK & CO. INC.
SANOFI PASTEUR

1063U
U2446AA

2 Right arm
Left arm

Unknown
Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Mar-2008
Vaccine Date

13-Mar-2008
Onset Date

1
Days

18-Mar-2008
Status Date

NC
State Mfr Report Id

6cm x 3cm red raised area around injection site.  Area itchy, indurated and started several hours after receiving MENACTRA vaccine (local reaction).Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

307032-1

18-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site induration, Injection site pruritus, Local reaction

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
13-Mar-2008

Received Date

Prex Vax Illns:

MNQ
HPV4
HEP

SANOFI PASTEUR
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

U2542AA
1446U
AHBVB432AA

1
1

Right arm
Left arm

Right arm

Subcutaneously
Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Mar-2008
Vaccine Date

08-Mar-2008
Onset Date

1
Days

18-Mar-2008
Status Date

WA
State Mfr Report Id

5 cm diameter area of swelling and erythema just inferior to Varivax injection site- O.U to eval 3/10/08. No Rx-thought to be local reaction.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

ADD

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

307033-1

18-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site swelling, Local reaction

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
13-Mar-2008

Received Date

Prex Vax Illns:

VARCEL
MNQ
TDAP

HPV4

MERCK & CO. INC.
SANOFI PASTEUR
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

1503U
U2538AA
AC52B019AA

0928U

Right arm
Left arm

Right arm

Left arm

Subcutaneously
Intramuscular
Intramuscular

Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Mar-2008
Vaccine Date

12-Mar-2008
Onset Date

1
Days

20-Mar-2008
Status Date

GA
State Mfr Report Id

Back of left arm swollen 1 1/2" x 2", red, warm to touch.  Advised cool pack 20 min QID.  Advil every 6 hours.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

307039-1

20-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Oedema peripheral, Skin warm

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
13-Mar-2008

Received Date

Prex Vax Illns:

VARCEL
HPV4
HEPA

MERCK & CO. INC.
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

1790U
0522U
AHAVB217BA

1
0
1

Left arm
Left arm

Right arm

Subcutaneously
Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Oct-2007
Vaccine Date

01-Nov-2007
Onset Date

9
Days

17-Mar-2008
Status Date

IA
State

WAES0801USA00368
Mfr Report Id

Information has been received from an investigator concerning a 24 year old female with gastrooesophageal reflux, anxiety depression and who used
contraception and was previously enrolled in a study; It was reported that the patient received 3 injections of placebo on 18-MAr-2003, 28-APR-2003 and in 03-
SEP-2003. She completed the base study on 06-FEB-2006. She subsequently entered the study extension and was eligible to receive active vaccine via the
market "Ex-Protocol Approach". On 23-OCT-2007 the patient was vaccinated with a first dose of GARDASIL stated. Concomitant therapy included PRILOSEC,
WELLBUTRIN and "CYCLEN". She subsequently had a menstrual period in November and her first day of last menstrual period (LMP) was on 17-NOV-2007.
The site contacted her on 26-DEC-2007, to come for the second vaccination and then the patient told them that she was pregnant. She had a positive home
pregnancy test on 23-DEC-2007, and was estimated to be 6 weeks pregnant on 26-DEC-2007. Her estimated date of delivery is 23-AUG-2008. In follow up
information it was reported that the patient had an elective termination of pregnancy on 16-JAN-2008. No complication reported. Upon internal review elective
termination of pregnancy was determined to be an other important medical event. The reporting investigator had not indicated if the event was related to
GARDASIL. No further information is available at this time.

Symptom Text:

WELLBUTRIN 150 mg; ORTHO-CYCLEN tab; PRILOSEC 20 mgOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 11/17/2007) Gastrooesophageal reflux; Anxiety; depression; ContraceptionPrex Illness:

beta-human chorionic 12/13/07 - positive;

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

307046-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abortion induced, Drug exposure during pregnancy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Mar-2008
Status Date

FR
State

WAES0803AUS00037
Mfr Report Id

Information was received from media monitors summarising a television program concerning a female who was vaccinated with Gardasil. Subsequently the
patient "lost use her legs completely so I've been partly paralysed." The reporter felt that lost use of her legs completely was related to therapy with Gardasil.
Upon internal review the lost use of the patient's legs was considered to be an other important medical event. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

307047-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Diplegia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-May-2007
Vaccine Date

01-Jun-2007
Onset Date

1
Days

17-Mar-2008
Status Date

FR
State

WAES0803USA01091
Mfr Report Id

Information has been received from a gynecologist concerning a 16 year old female with a history of pneumonia and pleurisy in 2005 and in February 2007,
who on 31-May-2007 was vaccinated with her first dose of GARDASIL (Lot #654948/0903F;Batch #NE38100) intramuscularly into the left upper arm.
Concomitant therapy included hormonal contraceptives (unspecified). On an unspecified day in June 2007, the patient experienced myocarditis- like symptoms.
In the night of 11-JUN-2007 the patient was hospitalized because of a sore throat, cough, and reduced general condition while taking antibiotics
(CLARITHYROMYCIN 250 mg). The diagnosis of sinus tachycardia with frequency of 104/min was established. Several investigations, including lab parameters
and echocardiography were without findings. A long term electrocardiogram showed no cardiac arrhythmia. On 18-JUN-2007 the patient felt free of complaints
and was discharged. This case is closed. Other business partner numbers include E200802043; No further information is available

Symptom Text:

hormonal contraceptives (unspecified)Other Meds:
Lab Data:

History:
Prex Illness:

echocardiography without findings; diagnostic laboratory test lab parameters-without findings; electrocardiogram no cardiac arrythmia; bradycardia and
tachycardia detection ??Jun07 104 min
Pneumonia; Pleurisy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

307048-1 (S)

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Cough, General physical health deterioration, Pharyngolaryngeal pain, Sinus tachycardia

 HOSPITALIZED, SERIOUS

Other Vaccine
14-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0903F 0 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jun-2007
Vaccine Date

Unknown
Onset Date Days

17-Mar-2008
Status Date

FR
State

WAES0803USA01094
Mfr Report Id

Information has been received from a gynaecologist concerning a 37 year old female patient who in December 2006, and in February 2007 was vaccinated with
a first and second dose of Gardasil (lot #, site and route was not reported). In June 2007 the patient was vaccinated with a third dose of Gardasil (lot #, site and
route was not reported). Ten days post vaccination of the third injection the patient developed sensory disturbance of the hands and abnormal vision. It was
also reported as a misuse case because of off label use (patient older than 26 years). The symptoms were on going at the time of this report. It was reported
that the previous vaccinations were well tolerated. The reporter considered the sensory disturbance and visual disturbance to be other important medical
events. The other business partner number includes: E2008-02041. Additional information is not available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
37.0

307049-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, No reaction on previous exposure to drug, Off label use, Sensory disturbance, Visual disturbance

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Mar-2008
Status Date

FR
State

WAES0803USA01095
Mfr Report Id

Information has been received from a general practitioner concerning a female adolescent patient with no relevant history who on an unspecified date, was
vaccinated with a third dose of Gardasil (lot #, injection route and site not reported). Two weeks post vaccination the patient experienced a convulsion "of
unknown origin". The patient was hospitalized for diagnostics. She recovered completely. The other business number included: E2008-02021. Additional
information is not available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

307050-1 (S)

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion

 HOSPITALIZED, SERIOUS

Other Vaccine
14-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7558
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Dec-2007
Vaccine Date

Unknown
Onset Date Days

17-Mar-2008
Status Date

FR
State

WAES0803USA01181
Mfr Report Id

Information has been received from a physician concerning a 19 year old female with no relevant medical history who on approximately 25-DEC-2007 (around
Christmas) was vaccinated with a dose of GARDASIL (batch number not reported, route and site of administration were not reported). Fifteen days after
vaccination the patient experienced paroxysmal tachycardia with increased D-dimers and was hospitalized. Examinations with doppler ultrasound and holter
monitoring were reported but did not reveal anything. At the time of reporting the patient was treated with atenolol (TENORIM 50mg), D-dimers were still slightly
elevated. Echocardiography and holter monitoring were scheduled. It is noteworthy that the patient was a new patient for the physician. The patient was
supposed to receive further dose of GARDASIL, however the physician did not wish to continue vaccination. Other business partners included are:E2008-
02042. Additional information is not available.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Prex Illness:

Holter monitoring did not reveal anything; ultrasound doppler - did not reveal anything; echocardiography did not reveal anything; plasma D-dimer test
??Dec?07 increased; plasma D-dimer test ??Dec?07 increased;
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

307051-1 (S)

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Tachycardia paroxysmal

 HOSPITALIZED, SERIOUS

Other Vaccine
14-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7559
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Jul-2007

Vaccine Date
26-Sep-2007
Onset Date

83
Days

17-Mar-2008
Status Date

FR
State

WAES0803USA01182
Mfr Report Id

Information has been received from a pediatrician concerning a 16 year old female who on 02-MAY-2007 was vaccinated with a first dose of Gardasil (lot#
1341F; batch # NF12410) and was well tolerated. On 05-JUL-2007 the patient was vaccinated with a second dose of Gardasil (lot# 1466F; batch # NF 15720)
IM into the upper arm. On 26-SEP-2007 the patient experienced tremor of right hand. The symptoms were ongoing at the time of reporting. On 09-NOV-2007
the patient was vaccinated with the third dose of Gardasil (lot# 0251U; batch # NF56480). No further information is available. The reporter felt that tremor of
hand was an other medical event (OME). The other business partners included are: E2008-02049.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

307052-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 No reaction on previous exposure to drug, Tremor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1466F 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7560
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Nov-2007
Vaccine Date

02-Nov-2007
Onset Date

0
Days

17-Mar-2008
Status Date

FR
State

WAES0803USA01184
Mfr Report Id

Information has been received from a local site (ref # RA-012-2008) and a health professional concerning a 29 year old female patient with frequent atopic skin
with chronic eczema and psoriasis.  It was reported that patient had a family history of insulin dependent diabetes.  On 02-NOV-2007 the patient was
vaccinated IM with a first dose of Gardasil (site, batch # not reported).  In December 2007, the patient experienced thirst and polyuria.  On 02-JAN-2008 patient
received IM her second dose of Gardasil (site, batch # not reported).  On 12-JAN-2008 due to glycemic reading of 495 g/dl, the patient was hospitalised.  She
received corrective treatment with insulin and saline solution.  Diagnosis of insulin-dependent diabetes was confirmed in the hospital.  The patient's outcome
was unknown at the time of this report.  The other business partner number included: E2008-02191.  No other information is available at this time.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Chronic eczema; psoriasisPrex Illness:

blood glucose, 12Jan08, 495 g/dl, glycemia

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
29.0

307053-1 (S)

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hyperglycaemia, Inappropriate schedule of drug administration, Polyuria, Thirst, Type 1 diabetes mellitus

 HOSPITALIZED, SERIOUS

Other Vaccine
14-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7561
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Feb-2008
Vaccine Date

12-Feb-2008
Onset Date

0
Days

17-Mar-2008
Status Date

--
State

WAES0803USA01259
Mfr Report Id

Information has been received for the Pregnancy Registry for Gardasil from an 18 year old female consumer with Amoxicillin allergy who on 12-FEB-2008 was
vaccinated with a first dose of Gardasil (route, site and lot # not reported).  There were no concomitant therapies.  Her last menstrual period was on 22-JAN-
2008 and expected delivery date (EDC) being 28-OCT-2008.  She later found out that she had a miscarriage on 06-MAR-2008.  The consumer did not report if
any laboratory tests were done.  No other information was available at this time.  Upon internal review "miscarriage" was determined to be an other important
medical event.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 1/22/2008); Penicillin allergyPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

307054-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7562
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Dec-2007
Vaccine Date

12-Dec-2007
Onset Date

9
Days

17-Mar-2008
Status Date

--
State

WAES0803USA01397
Mfr Report Id

Information has been received for the Merck Pregnancy Registry Gardasil from a 26 year old female who in April 2007 and June 2007 was vaccinated with a
first and second dose of Gardasil 0.5 mL injection.  The third dose of Gardasil was administered on 03-DEC-2007.  Subsequently the patient found out she is 4
weeks pregnant on 03-JAN-2008.  The patient's LMP date was 12-DEC-2007.  Unspecified medical attention was sought.  On 06-MAR-2008 the patient had a
miscarriage.  At the time of reporting it was unknown if the patient had recovered.  No additional information was provided.  Upon internal review miscarriage
was considered to be an other medical event.  Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 12/12/2007)Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

307055-1

17-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7563
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Dec-2007
Vaccine Date

08-Dec-2007
Onset Date

0
Days

20-Mar-2008
Status Date

HI
State

HJ0802
Mfr Report Id

Patient has had complaints of pain to shot site for 3 weeks.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

307067-1

20-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1060U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 7564
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Dec-2007
Vaccine Date

03-Dec-2007
Onset Date

0
Days

20-Mar-2008
Status Date

AR
State

AR0806
Mfr Report Id

12/3/07 at 0930, Tdap 0.5cc and HPV 0.5cc IM LD.  Client immediately lost consciousness.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

Sent to ER per ambulance.
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

307069-1

20-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
14-Mar-2008

Received Date

Prex Vax Illns:

TDAP
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

AC52B011BA
0802U

0
0

Left arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 7565
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Aug-2007
Vaccine Date

Unknown
Onset Date Days

20-Mar-2008
Status Date

AR
State

AR0805
Mfr Report Id

Patient has since discovered she's pregnant - was on depo, menstrual irregular.  Very possibly pregnant on day of immunization.Symptom Text:

Generic Prozac; Sleeping pill - name?Other Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

307070-1

20-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-Mar-2008

Received Date

Prex Vax Illns:

TDAP
MNQ
HPV4

SANOFI PASTEUR
SANOFI PASTEUR
MERCK & CO. INC.

C2734AA
U2183AA
0384U

4
0
0

Left arm
Left arm

Right arm

Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 7566
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Aug-2007
Vaccine Date

28-Aug-2007
Onset Date

1
Days

20-Mar-2008
Status Date

AR
State

AR0803
Mfr Report Id

Client's mother in LHU for services today 10/4/07 - states daughter had reaction to Gardasil given on Monday, 8/27/07.  States Tuesday, she had fine rash all
over body, went away by Wednesday afternoon.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Clindamycin

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

307072-1

20-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash generalised

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-Mar-2008

Received Date

Prex Vax Illns:

TDAP
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

C2609AA
0384U

0
0

Left arm
Right arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 7567
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Mar-2008
Vaccine Date

06-Mar-2008
Onset Date

1
Days

20-Mar-2008
Status Date

PA
State Mfr Report Id

Felt fatigue and febrile for several days after vaccine.  On 3-10-2008, noted onset of urticaria and wheezing.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
Asthma; Allergic Rhinitis

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

307077-1

20-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Fatigue, Pyrexia, Urticaria, Wheezing

 ER VISIT, NOT SERIOUS

Other Vaccine
14-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0755U 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 7568
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Feb-2008
Vaccine Date

06-Mar-2008
Onset Date

7
Days

20-Mar-2008
Status Date

WI
State Mfr Report Id

3/6/08 Thousands of reds dots - bilat legs thigh (upper) to ankles. Also less severe rash on back, hips, flanks, bilat arms. Dots not painful, not itchy, denies
fever, or malaise. States she feels fine. Patient recently showered and shaved legs, but rash is on more areas of body. No other changes in soaps, detergents,
lotions. Complained of right arm very sore, claims shot was in bone.  4/1/08 Reviewed hematology outpatient clinic note of 3/7/08. FINAL DX: severe idiopathic
thrombocytopenia. Records reveal patient experienced petechiae all over LEs that spread to abdomen & arms, nosebleeds, gums bleeding, bloody vaginal
discharge, intermittent HA.  Exam also revealed mucosal petechiae & purpura.  Rubbery lymph nodes at jaw.  Spleen questionably palpable.  Tx w/WinRho &
was to f/u w/her pcp.

Symptom Text:

BCP x 1yr. currently on 3rd week of pillsOther Meds:
Lab Data:

History:
Unknown, Mono (asymptomatic)Prex Illness:

3/7/08 Platelet count None. Referred immediately to Hematologist - infused with Winpro; Diagnosed with Mono and ITP. Sores in mouth by 3/7/08 a.m.  LABS:
plt count 1000.  WBC 33 segs, 28 lymphs, 6 monos.  Positive mono spot in pcp office.
NKA PMH: back pain s/p MVA several months ago.  Scoliosis w/spinal fusion.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

307082-1

07-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Blood product transfusion, Epistaxis, Gingival bleeding, Headache, Idiopathic thrombocytopenic purpura, Immunoglobulins, Infectious mononucleosis, Injection
site pain, Lymphadenopathy, Oral mucosal petechiae, Petechiae, Purpura, Rash, Spleen disorder, Stomatitis, Vaginal haemorrhage

 ER VISIT, NOT SERIOUS

Other Vaccine
14-Mar-2008

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2541AA
0188U

0
2

Left arm
Right arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 7569
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-May-2007
Vaccine Date

25-May-2007
Onset Date

11
Days

17-Mar-2008
Status Date

CT
State Mfr Report Id

Given Gardasil #1 5-14-07 - 1 week later - developed tingling, numbness (L); 10-29-07 - Gardasil #2 - 1 week later - to ED - c/o LLE pain, tingling; MRI done;
admitted to hospital 11-3 - 11-08.  4/22/08 Reviewed hospital medical records for 11/4-11/8/2007. FINAL DX: Transverse myelitis Records reveal patient
experienced stomach upset right leg numbness/tingling paresthesia, weakness & unsteady gait progressing over a 10-day period to include abdomen/chest
only on right side.  Had a similar episode in left arm 3 wks prior that resolved.  Neuro consult done.  Tx w/IV steroids & sensory symptoms resolved & weakness
improved.  D/C home on tapering oral steroids to f/u w/neuro.

Symptom Text:

Metformin; ZyrtecOther Meds:
Lab Data:
History:
Prex Illness:

LABS: MRI of spine revealed increased signal C8-T1 w/enhancement.  CSF RBC 11, WBC 1, glucose & protein normal, oligoclonal bands (+).
Metabolic Syndrome; PCO  PMH: polycystic ovary syndrome on metformin, toxic synovitis left knee, mild asthma, seasonal allergies

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

307083-1 (S)

23-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Gait disturbance, Hypoaesthesia, Muscular weakness, Myelitis transverse, Pain in extremity, Paraesthesia, Stomach discomfort

 ER VISIT, HOSPITALIZED, SERIOUS

Related reports:   307083-2

Other Vaccine
14-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0389U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 7570
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Oct-2007
Vaccine Date

Unknown
Onset Date Days

10-Apr-2008
Status Date

CT
State

WAES0803USA01534
Mfr Report Id

Initial and follow up information has been received from a physician concerning a 13 year old female patient with polycystic ovarian syndrome, diabetes Type II,
and kyphoscoliosis with a history of tonsillectomy and adenoidectomy, and hormonal studies, who on 14-MAY-2007 was vaccinated IM in her left arm with her
first dose, 0.5 ml, of GARDASIL (lot# 657736/0389U). Concomitant therapy included ZYRTEC, ZYRTEC-D, and metformin HCl (manufacturer not specified). A
week to a week and a half later, the patient experienced numbness and tingling of the left hand, as well as numbness and tingling at the injection site. Her
physician referred her to a rheumatologist, but the condition resolved so she did not follow through with the referral. Follow up information in the form of
emergency department records, diagnostic tests, and physician notes were received. on 29-OCT-2007, the patient, when at the physician's office, reported
numbness in her right lower extremity, that had been present for 5 days. At that time she was vaccinated with the second dose, 0.5 ml, IM In the left arm, of
GARDASIL (lot# 658558/1061U). The physician again recommended consulting a rheumatologist, with consideration of evaluation for Raynaud's phenomenon
or other rheumatological condition. On 03-NOV-2007, the patient visited the emergency department with complaints of lower left extremity (LLE) pain, right leg
numbness and tingling. The numbness/tingling was described as "came on gradually 1.5 weeks ago, is constant and unchanging. Extends from toes to hip
area." Three to 4 days prior, she also developed left leg pain that "came on gradually and is worse in her left calf, leading her to limp with ambulation." The
patient was noted to have a left antalgic gait, mild. The emergency department (ED) noted the previous onset of numbness in her upper extremity as occurring
in "April, 2007" and resolved after 2-3 weeks. Treatment prior to visiting the ED included ibuprofen (ADVIL) without improvement. A magnetic resonance
imaging (MRI) of the cervical spi

Symptom Text:

ZYRTEC; ZYRTEC-D; metformin hydrochlorideOther Meds:
Lab Data:

History:
Type 2 diabetes mellitus; Polycystic ovarian syndrome; KyphoscoliosisPrex Illness:

magnetic resonance 02/18/08 - signal abnormal in lower cerv spine without change, no longer enhancing; magnetic resonance 11/03/07 - high T2 signal lesion
with enhancement at the C8-T1 level on left; magnetic resonance 11/03/07 - multiple s
Tonsillectomy; Adenoidectomy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

307083-2 (S)

18-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Brown-Sequard syndrome, Demyelination, Gait disturbance, Hemiparesis, Hypoaesthesia, Hyporeflexia, Injection site anaesthesia, Movement disorder,
Muscular weakness, Myelitis transverse, Nausea, Pain in extremity, Paraesthesia, Peripheral coldness, Peripheral sensory neuropathy, Sensory disturbance,
Spinal cord disorder, Stomach discomfort

 HOSPITALIZED, SERIOUS

Related reports:   307083-1

Other Vaccine
09-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1061U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 7571
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Mar-2008
Vaccine Date

13-Mar-2008
Onset Date

0
Days

17-Mar-2008
Status Date

CA
State Mfr Report Id

This is a rash on (R) upper arm and middle arm measured 120 mm in width and 95 mm in length with blister in middle of rash measuring 20 mm in length and
30 mm in width. Pt put some ice wrapped in towel 03/14/08, blister appeared after ice application. Rx Benadryl 12.5 mg and HC cream 2.5%. Prescribed by
physician.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

per pt's mother, pt have asthma using Albuterol

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
8.0

307089-1

18-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Blister, Inappropriate schedule of drug administration, Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-Mar-2008

Received Date

Prex Vax Illns:

VARCEL
HPV4
TDAP
MNQ

MERCK & CO. INC.
MERCK & CO. INC.
SANOFI PASTEUR
SANOFI PASTEUR

1594U
0928U
C2771AA
U2423AA

1
0
6
0

Right arm
Unknown
Right arm
Left arm

Subcutaneously
Unknown

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Feb-2008
Vaccine Date

29-Feb-2008
Onset Date

0
Days

18-Mar-2008
Status Date

CA
State Mfr Report Id

Pt. had syncopal episode after receiving vaccines. Pt fainted after receiving immunization when getting into car to leave clinic. Suffered small bump. No visual
disturbance. Vitals stable. After observation released home.

Symptom Text:

Other Meds:
Lab Data:
History:

syncopal episodePrex Illness:

H & R evaluation by Dr.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

307090-1

07-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injury, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
14-Mar-2008

Received Date

Prex Vax Illns:

VARCEL
HPV4
HEPA

MNQ
TDAP

MERCK & CO. INC.
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
SANOFI PASTEUR
SANOFI PASTEUR

1468U
0187U
AHAVB186CA

U2352AA
C2731AA

1
0
1

1

Right arm
Left arm
Left arm

Left arm
Left arm

Unknown
Unknown
Unknown

Unknown
Intramuscular



10 JUN 2008 06:27Report run on: Page 7573
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Mar-2008
Vaccine Date

13-Mar-2008
Onset Date

1
Days

19-Mar-2008
Status Date

OH
State Mfr Report Id

Sswelling, redness, rash, pain, tenderness in L delt. areaSymptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

PBP

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

307130-1

19-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site pain, Injection site rash, Injection site swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-Mar-2008

Received Date

Prex Vax Illns:

TDAP
PPV
HPV4

SANOFI PASTEUR
MERCK & CO. INC.
MERCK & CO. INC.

C2904AA
1417U
1267U

0
0
0

Left arm
Left arm

Right arm

Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 7574
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Mar-2008
Vaccine Date

13-Mar-2008
Onset Date

2
Days

19-Mar-2008
Status Date

IA
State Mfr Report Id

My daughter received the Gardasil and Tdap vacination on 3-11-08.  On 3-13-08, she showed me some lesions on her labia.  On 3-14-08, she ran a fever of
102 and was taken to the ER in Carroll, Iowa.  The ER doctor did not think there was a connection with the Gardasil vaccine. She received a Solu-Medrol shot
and sent home.  On 3-15-08 she was in terrible pain from vaginal lesions and burning with urination she went back to the clinic in Carroll.  Cultures were taken.
Pt. was given Rocephin IM and Rx for Erythromycin 500mg QID. Bactroban topic.  Cultures are not back yet.  Pt. missed 2 days of school, had an ER visit and
two extra clinic office visits.   Lesions are not improved at this time. Pt. is not sexually active.  This is the third person I have found to have had this reaction to
the Gardasil vaccine.

Symptom Text:

Benadryl at nightOther Meds:
Lab Data:
History:

NoPrex Illness:

CBC was normal, Influenza neg.  Cultures for G and S and Viral not back yet.
Cardica:  VSD closed in 1992

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

307149-1

19-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dysuria, Genital burning sensation, Pain, Pyrexia, Vaginal lesion

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Mar-2008

Received Date

Prex Vax Illns:

HPV4
DTAP

MERCK & CO. INC.
SANOFI PASTEUR

9725103
C2863AA

0
1

Right arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 7575
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-May-2007
Vaccine Date

16-May-2007
Onset Date

0
Days

18-Mar-2008
Status Date

FL
State

WAES0705USA05491
Mfr Report Id

Information has been received from a Licensed Practical Nurse (LPN) for the pregnancy registry for Gardasil concerning a 19 year old female (last menstrual
period was early May 2007) with no pertinent medical history, drug reactions or allergies who on 16-MAY-2007 was vaccinated with her first dose of Gardasil,
0.5 ml, intramuscular administration (IM), and was subsequently determined to be pregnant.  There was no concomitant medication.  The LPN reported the
patient did not experience any problems.  Product Quality Control (PQC) was not involved.  Follow-up information has been received from a pregnancy
questionnaire.  The patient, with no past medical history or conditions, had no complications during pregnancy, diagnostic test during pregnancy or during
labor/delivery.  However, 38 weeks from LMP, the patient had a cesarean section due to failure to descend.  On 20-JUN-2007 and 22-AUG-2007 the patient
had an ultrasound (results WNL) due to new OB and 18 weeks U/S.  It was reported that the patient declined to have a MSAFP test.  On 23-JAN-2008 a normal
female baby was born at 7 lbs 7 oz with an APGAR score of 5/9.  Concomitant medication during pregnancy (JAN-2005 through February 2008) included
prenatal vitamins ("Tandem") once a day for pregnancy.  No previous pregnancies were noted.  Upon internal review cesarean section due to failure to
descend was considered to be an other important medical event.  Additional information is not expected.

Symptom Text:

Vitamins (unspecified) doseOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 5/1/2007); PregnancyPrex Illness:

Ultrasound 06/20/07 WNL, new OB; Ultrasound 08/22/07 WNL, 18 week U/S.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

307159-1

02-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arrested labour, Caesarean section, Drug exposure during pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7576
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Feb-2007
Vaccine Date

15-Apr-2007
Onset Date

47
Days

18-Mar-2008
Status Date

MD
State

WAES0707USA02031
Mfr Report Id

Initial and follow up information has been received from 2 registered nurse, concerning a 21 year old female patient, with no prior pregnancies, ovarian cysts
and a drug hypersensitivity to VICODIN and a past history of anxiety (treated with EFFEXOR) and tobacco use, who on 27-FEB-2007 was vaccinated with the
first dose of Gardasil (lot # not reported). On 16-APR-2007 the patient had her LMP, and on 27-APR-2007, was vaccinated with the second dose of Gardasil
(Lot #656050/0245U). There was no concomitant medication. On an unspecified date, a pregnancy test confirmed the patient's pregnancy. The estimated date
of delivery (EDC) was 20-JAN-2008. The nurse confirmed that the patient was not experiencing any known symptoms. Follow up information confirmed that on
07-JUN-2007, therapy with prenatal vitamins (PNV) was initiated for the pregnancy. On 27-JUN-2007, an ultrasound confirmed the EDC of 20-JAN-2008. On
23-OCT-2007, therapy with SLOW FE was initiated for treatment of anemia. A follow up ultrasound (date not reported) indicated that the fetus had short upper
extremities, however this resolved at 35 weeks gestation. On 27-DEC-2007, therapy with ZOLOFT was initiated for treatment of anxiety and depression (onset
of symptoms not specified). During labor (date not specified), there was an arrested descent, and the baby developed "multi variable decels." Due to these
developments, on 12-JAN-2008, at 38 6/7 weeks gestation, a C-section was performed and a normal male infant (no congenital anomalies or abnormalities)
was delivered, birth weight 7 lb 11.5 oz, APGAR 4/8. Upon internal review, arrested descent was multivaribable decels- C-section were considered to be
serious as an other important medical event. Additional information is not expected.

Symptom Text:

NoneOther Meds:
Lab Data:

History:
Pregnancy NOS (LMP = 4/16/2007); Drug hypersensitivity; Ovarian cystPrex Illness:

ultrasound 06/27/07 EDC 20-JAN-2007; ultrasound 07/?/07 short upper extremities; cesarean section 01/12/08; Western blot HIV-1; beta-human chorionic
pregnant
Smoker

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

307160-1

18-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anaemia, Anxiety, Arrested labour, Depression

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7577
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Jul-2007

Vaccine Date
25-Feb-2008
Onset Date

224
Days

18-Mar-2008
Status Date

FR
State

WAES0803CAN00024
Mfr Report Id

Information has been received from a 26 year old female pharmacist who on 25-FEB-2008 was vaccinated with the third dose of Gardasil.  On 16-JUL-2007 the
patient was vaccinated with the first dose of Gardasil (Lot # 0192U/NG27430) and second dose on 27-SEP-2007.  Concomitant therapy included ethinyl
estradiol/norgestimate (TRI-CYCLEN).  On 25-FEB-2008 the patient experienced burning hot pain in the area above the injection site on right arm and it
gradually got worse.  The pharmacist reported severe radiating burning pain, not being able to move her right arm forward or back enough.  The pharmacist
was unable to open prescription bottles or lift her right arm above her head.  The pain was "initially on a scale from 3 to 4 and now was at 9."  The pharmacist
also reported if she didn't move her right arm then she didn't feel pain but as soon as she moved it she had shooting pain.  The pharmacist mentioned that she
did not have any problems with the first and second dose of Gardasil.  The patient's burning hot pain in the area above the injection site and burning hot pain in
the area above the injection site persisted.  Burning hot pain in the area above the injection site and burning hot pain in the area above the injection site were
considered to be disabling.  Additional information has been requested.

Symptom Text:

Ethinyl estradiol/norgestimate (Unknown)Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

307161-1 (S)

18-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injected limb mobility decreased, Injection site pain, Skin burning sensation

 PERMANENT DISABILITY, SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0192U Right arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Dec-2007
Vaccine Date

20-Dec-2007
Onset Date

0
Days

18-Mar-2008
Status Date

FR
State

WAES0803MEX00005
Mfr Report Id

Information has been received from a pediatrician concerning her daughter, a 14 year old female who in 2007 was vaccinated with Gardasil first dose (exact
date not provided).  On 20-DEC-2007 the patient received the second dose of Gardasil (lot # NE48080, expiration date May-2008) and immediately after
administration, the patient presented generalised tonic clonic convulsion (duration and characteristics not available at the time of the report).  The reporter
stated that there is no family or personal history of convulsions.  The patient was evaluated by a Pediatric Neurologist who considered that generalised tonic
clonic convulsion was related to therapy with Gardasil.  The patient was treated with IV multivitamins (unspecified) and methylprednisolone (doses, duration
and dates not provided).  Electroencephalogram was reported as "normal" (date not provided).  It was decided do not administer the third dose of the Gardasil
vaccine.  Outcome of the generalised tonic clonic convulsion is unknown.  Per internal review generalised tonic clonic convulsion was considered as OME.  No
further information is available.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Electroencephalography ??Dec?07 normal
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

307162-1

18-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Grand mal convulsion

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7579
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Mar-2008
Status Date

FR
State

WAES0803USA01176
Mfr Report Id

Information has been received from a hospital physician concerning a female (age unknown), who on an unspecified date was vaccinated with a dose of
Gardasil.  The lot number, site, and route of administration were not reported.  Approximately 6 weeks post vaccination the patient experienced paresthesis of
one foot.  The patient was admitted to the hospital.  At the time of the report, the symptoms were ongoing.  Other business partner numbers included:
E200801921.  Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

somatosensory evoked potential Comment: conspicuous result (not otherwise specified); magnetic resonance imaging Comment: cranial - without findings
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

307163-1 (S)

18-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Paraesthesia

 HOSPITALIZED, SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Aug-2007
Vaccine Date

01-Jan-2008
Onset Date

132
Days

18-Mar-2008
Status Date

FR
State

WAES0803USA01177
Mfr Report Id

Information has been received from a ophthalmologist concerning a 16 year old female, who on 29-OCT-2007 was vaccinated IM in the upper arm with a
second dose of Gardasil.  Three months post vaccination the patient experienced diplopia.  The patient was hospitalized from 07-FEB-2008 until 11-FEB-2008
for a neurological check-up.  An idiopathic trochlear nerve paralysis was diagnosed.  A cranial MRI and EEG were without findings.  Borreliosis was ruled out.
At the time of the report, the outcome of the patient was unknown.  The first vaccination with Gardasil on 22-AUG-2007 was well tolerated.  Other business
partner numbers included: E200801928.  Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

magnetic resonance imaging without findings; electroencephalography without findings
No reaction on previous exposure to vaccine.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

307164-1 (S)

02-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Diplopia, IVth nerve paralysis

 HOSPITALIZED, SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Mar-2008
Status Date

FR
State

WAES0803USA01178
Mfr Report Id

Information has been received from a physician concerning a 17 year old female, who on an unspecified date, was vaccinated with a second dose of Gardasil.
The lot number, site, and route of administration were not reported.  It was reported by the patient's mother that within 3 months post vaccination the patient's
vision decreased remarkably on one eye and that she "nearly missed blindness."  The decrease of vision was found by chance in the scope of an eye sight
examination for a driver license test.  At the time of the report, the outcome of the patient was unknown.  The first vaccination with Gardasil was well tolerated.
The reporter did not see a causal relation to the vaccination but considered the event to be serious.  The reporter considered the decreased vision to be an
other important medical event.  Other business partner numbers included: E200801955.  Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
No reaction on previous exposure to vaccine.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

307165-1

18-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Visual acuity reduced

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Dec-2007
Vaccine Date

17-Dec-2007
Onset Date

0
Days

18-Mar-2008
Status Date

FR
State

WAES0803USA01179
Mfr Report Id

Information has been received from a health professional concerning a 13 year old female with a history of cholelithiasis, who on 17-DEC-2007 was vaccinated
with a first dose of Gardasil.  The batch number was not reported.  A few hours post vaccination, during the night, the patient developed a 39C fever, vomiting,
and cephalgia.  The symptoms resolved spontaneously after 3 or 4 days.  After these events, 3 or 4 days post vaccination, the patient started feeling numbness
in her legs and right arm together with asthenia.  These symptoms resolved spontaneously without any treatment (no exact date or duration reported).  The
events were considered to be clinically relevant.  On 11-FEB-2008 blood work test results came out to be completely normal.  At the time of the report, the
patient had recovered.  The health professional considered the fever, vomiting, cephalgia, numbness of extremities, and asthenia to be other important medical
events.  Other business partner numbers included: E200801981.  Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory test 11Feb08 blood work came out to be completely normal
Cholelithiasis

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

307166-1

18-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Headache, Hypoaesthesia, Pyrexia, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Mar-2008
Status Date

FR
State

WAES0803USA01180
Mfr Report Id

Information has been received from a consumer report and was published in the daily newspaper on 29-FEB-2008 concerning a 17 year old female who in
2008 was vaccinated with a third dose of Gardasil (batch number, route and site of administration not reported) on an unspecified date in 2008.  After the
vaccination, with unspecified latency, she developed convulsions, 39 degrees C fever, freezing, vomiting and abdominal pain.  The patient was hospitalized and
got drip as treatment for the adverse events.  The patient also experienced weakness and weight loss of 5 kg and was dehydrated.  On unspecified dates after
the first and second dose of Gardasil the patient experienced vomiting, abdominal pain, freezing, and fever.  The outcome is recovered.  Additional information
is not available.  Other business partners included are: E200802019.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

307167-1 (S)

18-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Asthenia, Convulsion, Dehydration, Feeling cold, Pyrexia, Vomiting, Weight decreased

 HOSPITALIZED, SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Sep-2007
Vaccine Date

Unknown
Onset Date Days

18-Mar-2008
Status Date

--
State

WAES0803USA01222
Mfr Report Id

Information has been received from a physician, concerning herself, a 40 year old female with gastrooesophageal reflux disease, drug hypersensitivity to
meperidine (DEMEROL), erythromycin and clarithromycin (BIAXIN), and a history of depression, who on 05-SEP-2007 was vaccinated IM with the first dose of
Gardasil (lot # not reported).  Concomitant therapy included esomeprazole magnesium (NEXIUM), mirtazapine (REMERON) and alprazolam (XANAX).  In
approximately September 2007 ("following the vaccination"), the physician felt lethargic and couldn't sleep.  On 06-NOV-2007 she was vaccinated IM with the
second dose of Gardasil (lot #655154/1210U).  Following the second dose, she developed fevers greater than 100 degrees F, which have continued for 4
months, along with body pain and rigors.  She had diagnostic labs and testing performed, including a computed axial tomography (CAT) scan of the chest and
abdomen, x-ray, echocardiogram and bone marrow biopsy (dates and results not provided).  The physician stated she hadn't been able to work for 3 months,
due to her significant malaise.  She reported seeing another physician (details not provided).  At the time of this report, the physician had not recovered from
the events.  The physician indicated that the events were serious as disabling.  Additional information has been requested.  4/11/08 Received OB/GYN medical
records of 8/23/07 & labs of 9/5/07.  4/15/08 Received primary GYN record of 11/6/07 where received HPV #2, 1210U left deltoid.  Reported no side effects
from HPV #1.  5/30/08 Reviewed PCP medical records from 7/2007-3/2008 which reveal patient experienced depression & under psych care. Unable to work.
In 11/2007, had fever x 5 days, abdominal cramping & increased stools.  Tx w/meds & improved until fever returned 12/2007 W/HA & severe fatigue.  Meds
adjusted & felt better by 1/2008.  Fever recurred 2-3/2008   PCP felt could be related to psych meds.  Meds adjusted.  ID & GYN consult done.  No dx stated.
Felt better & was able to return to work 4/2008

Symptom Text:

Xanax; Nexium; RemeronOther Meds:
Lab Data:

History:
Gastrooesophageal reflux disease; Drug hypersensitivity; Allergic reaction to antibioticsPrex Illness:

Abdominal computed; X-ray; Echocardiography; Bone marrow biopsy; Body temperature >100 deg LABS: pap smear 9/5 neg. LABS: CBC, CRP, ANA &
chemistry WNL.  Blood c/s neg.  RA (-).  Hep B surface AB (+).  TSH 6.42 (H).  Urine c/s (+) for ent
Depression  PMH: allergies to erythromycin, biaxin & demerol. LGSIL 7/05.  Interstitial cystitis.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
39.0

307168-1 (S)

30-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Abnormal faeces, Activities of daily living impaired, Chills, Enterococcal infection, Fatigue, Inappropriate schedule of drug administration,
Insomnia, Lethargy, Malaise, Pain, Polyp colorectal, Pyrexia, Reflux oesophagitis

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0530U 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Jan-2008
Vaccine Date

23-Jan-2008
Onset Date

1
Days

18-Mar-2008
Status Date

FR
State

WAES0803USA01328
Mfr Report Id

Information has been received from a health professional concerning a 16 year old female patient who on 22-JAN-2008 was vaccinated IM with a first dose of
Gardasil (batch # NE64100) (lot #655127/0575F). Eighteen hours after the vaccination on 23-JAN-2008 the patient presented fever (38.7 C), neck stiffness and
photophobia for 24-36 hours. She was hospitalized. Date of the hospitalisation and duration unknown. A lumbar puncture (spinal tap) diagnostic test ruled out
meningitis. No further information provided. The other business partner number includes: E2008-02211. Additional information is not available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

spinal tap Ruled out meningitis 23?Jan08; body temp 23Jan08 38.7 C
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

307169-1 (S)

18-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Musculoskeletal stiffness, Photophobia, Pyrexia

 HOSPITALIZED, SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0575F 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Feb-2007
Vaccine Date

26-Jun-2007
Onset Date

137
Days

18-Mar-2008
Status Date

FR
State

WAES0803USA01333
Mfr Report Id

Information has been received from a neurologist concerning a 15 year old female patient who on 09-FEB-2007 was vaccinated with a first dose of Gardasil
(batch # NE24240) (lot #654884/0902F). On 11-MAY-2007 the patient was vaccinated with a second dose of Gardasil (lot #, injection route and site not
reported). More than six weeks post vaccination on 26-JUN-2007 the patient developed an optic neuritis. She was hospitalized from 20-JUL-2007 to 24-JUL-
2007 due to ongoing persistence. Magnetic resonance imaging (MRI) and diagnostic laboratory test "liquor" were done without any pathological findings. The
patient recovered after two months. On 09-NOV-2007 the patient received third dose of Gardasil (lot # 1539F) (batch # NF42170). More than five weeks post
vaccination on 18-DEC-2007 optic neuritis reoccurred. At the time of reporting symptoms were still ongoing. It was indicated that patient tolerated the first
vaccination of Gardasil well. The other business partner number includes: E2008-02139. Additional information is not available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

magnetic resonance imaging 20?Jul07 No pathological findings; diagnostic laboratory test 20?Jul07 "liquor" test (showed no pathological findings)
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

307170-1 (S)

18-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Optic neuritis

 HOSPITALIZED, SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0902F 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Mar-2008
Status Date

--
State

WAES0803USA01631
Mfr Report Id

Information has been received from a pharmacist via a patient's mother concerning her approximately 18 year old daughter who was vaccinated on unspecified
dates with Gardasil immunization series and developed an acute psychotic reaction. The onset dates of the symptoms were not specified. The patient was
briefly hospitalized for symptoms of delusions and hallucinations (dates of hospitalization were unspecified). The patient was prescribed unspecified
antipsychotic medication. On an unspecified date the patient was discharged and was recovering as an outpatient. No other symptoms or information was
available. Additional information was requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

307171-1 (S)

18-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Delusion, Hallucination, Psychotic disorder

 ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Nov-2006
Vaccine Date

14-Mar-2008
Onset Date

476
Days

21-Mar-2008
Status Date

NC
State Mfr Report Id

Pt. received series of 3 vaccinations - 11/06, 05/07, 01/08.  Pt. noted sl. weight loss - 10 lbs, and enlarged supraclavicular lymph nodes around 2/1/08.  Node
grew slightly larger by 3/11/08.  Pt was seen by fam. phys. - cbc done,+ cxr.  Cxr abnormal - 4 x 7.4 cm mediastinal mass noted.  CT showed grossly enlarged
lymph nodes.  Biopsy performed on lymph node - positive for Hodgkin's lymphoma.  Pt. awaiting appt. with Duke oncology for staging and plan of care.
Component HHV-6 known causative agent of Hodgkin's lymphoma contained in recombinant HPV vaccine. 5/19/08-records received-Oncology visit 3/25/08-
presented with no significant PMH. C/O enlargement of left cervical lymph node at end of 1/08 and upper respiratory symptoms. Four weeks later seen by PCP,
C/O pruritus in legs and arms since January as well as patches of dry skin. Chemotherapy.

Symptom Text:

adderall, topamax, nuvaringOther Meds:
Lab Data:

History:
nonePrex Illness:

abnormal cxr, abnormal ct scan, biopsy + for Hodgkin's lymphoma.  Cbc within normal limits 5/19/08-records received-Alkaline phosphatase elevated 209, sed
rate 58. Echocardiogram normal. Chest-xray mediastinal mass. CT of neck 3/12/08 two
allergic to pcn, septra, ceclor 5/19/08-records received-Six month history of headaches diagnosed as migraine headaches.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

307193-1 (S)

21-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dry skin, Hodgkins disease, Hodgkins disease nodular sclerosis stage II subdiaphragmatic, Lymphadenopathy, Mediastinal mass, Pruritus, Upper respiratory
tract infection, Weight decreased

 ER VISIT, LIFE THREATENING, SERIOUS

Related reports:   307193-2

Other Vaccine
17-Mar-2008

Received Date

prolonged crying~DTP (no brand name)~1~0~In PatientPrex Vax Illns:

HPV4 MERCK & CO. INC. 1522U 2 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 7589
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jan-2008
Vaccine Date

01-Feb-2008
Onset Date

31
Days

28-Apr-2008
Status Date

--
State

WAES0804USA02746
Mfr Report Id

Information has been received on request from an agency regarding a 20 year old female with no previous illnesses and allergies to penicillin,
sulfamethoxazole (+) trimethoprim (SEPTRA), and cefaclor (CECLOR), who on 24-NOV-2006 was vaccinated with a first dose of GARDASIL.  In May 2007 the
patient was vaccinated with a second dose of GARDASIL.  In January 2008 the patient was vaccinated IM in the right arm with a third dose of GARDASIL (Lot#
659055/1522U).  Concomitant therapy included amphetamine aspartate/amphetamineS04/dex (ADDERALL TABLETS), topiramate (TOPAMAX) and ethinyl
estradiol (+) etonogestrel (NUVARING).  Subsequently, it was noted that the patient experienced a weight loss of 10 pounds, and enlarged supravlavicular
lymph nodes around 01-FEB-2008.  The lymph nodes grew slightly larger by 11-MAR-2008.  The patient was seen by the family physician.  A complete blood
count and chest x-ray were performed.  The patient's chest x-ray was abnormal, a 4 x 7.4cm mediatinal mass was noted.  A computer axial tomography (CT)
showed grossly enlarged lymph nodes.  A biopsy was performed on the lymph nodes and was positive for Hodgkin's lymphoma.  The patient was awaiting an
appointment with oncology for staging and plan of care.  It was reported that component HHV-6 was a known causative agent for Hodgkin's lymphoma and was
contained in recombinant HPV vaccine.  It was also reported that the patient had been previously vaccinated with a dose of diphtheria toxoid (+) pertussis
vaccine (unspecified) (+) tetanus toxoid and subsequently experienced prolonged crying.  At the time of the report, the outcome of the patient was unknown.  A
standard lot check investigation was performed.  All in-process quality checks for the lot number in question were satisfactory.  In addition, an expanded lot
check investigation was performed.  The testing performed on the batch prior to release met all release specifications.  The lot met the requirements of the lab
and was released.  Additional information is not expected.

Symptom Text:

Adderall tablets; Nuvaring; TopamaxOther Meds:
Lab Data:

History:
Penicillin allergy; Allergic reaction to antibioticsPrex Illness:

Chest X-ray abnormal - 4 x 7.4cm mediatinal mass; computed axial grossly enlarged lymph nodes; biopsy lymph nodes - positive for Hodgkin's lymphoma;
complete blood cell within normal limits.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

307193-2 (S)

28-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hodgkins disease, Lymphadenopathy, Weight decreased

 ER VISIT, LIFE THREATENING, SERIOUS

Related reports:   307193-1

Other Vaccine
25-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1522U 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7590
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Mar-2008
Vaccine Date

14-Mar-2008
Onset Date

2
Days

20-Mar-2008
Status Date

NY
State Mfr Report Id

Redness, swelling, rash lasting 3 days, discomfort when lifting right arm continues after 3rd day.  Doctor decided D/C 2nd and 3rd dose.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

307202-1

20-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Discomfort, Erythema, Injected limb mobility decreased, Rash, Swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2562AA
1487U

0
0

Left arm
Right arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 7591
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Mar-2008
Vaccine Date

13-Mar-2008
Onset Date

0
Days

20-Mar-2008
Status Date

OH
State Mfr Report Id

Patient c/o slight nausea immediately after receiving injection (11:45 am 3/13/08). This passed in 5 minutes and patient felt fine and V.S. were stable. Patient
c/o red blotches on neck, upper chest and (R) shoulder approximately 2 1/2 hrs later. V.S. stable. No other complaints.

Symptom Text:

Seasonelle Birth Control; Spironolasfone; MVIOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

307204-1

21-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Nausea, Rash, Rash macular

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HEPAHPV4 MERCK & CO. INC. 1967U 1 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 7592
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Mar-2008
Vaccine Date

09-Mar-2008
Onset Date

4
Days

20-Mar-2008
Status Date

PA
State Mfr Report Id

Site sore, neck pain, swollen right arm.Symptom Text:

Flovent 2 puffs BID; Albuterol PRNOther Meds:
Lab Data:
History:

NonePrex Illness:

None
Asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

307211-1

20-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Neck pain, Oedema peripheral

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0960F 1 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 7593
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Aug-2007
Vaccine Date

Unknown
Onset Date Days

21-Mar-2008
Status Date

FL
State

200800037
Mfr Report Id

A 17-year-old female patient had received a right deltoid, intramuscular injection of Menactra, lot number U2367AA; and a left deltoid, intramuscular injection of
Gardasil, manufacturer Merck, lot number G525U; on 15 August 2007. At an unspecified time post-vaccination, the patient experienced a localized injection site
reaction (size not provided) to the right deltoid with a 1 cm. dimple that was oblong in shape. There was no skin breakdown or discomfort. At the time of this
report, the patient had not recovered.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

The patient had no illness at the time of vaccination, no past medical history, and was on no other medications.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

307233-1

22-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site reaction

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
10-Mar-2008

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2367A
G525U

Right arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 7594
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Jan-2008
Vaccine Date

04-Jan-2008
Onset Date

1
Days

21-Mar-2008
Status Date

AK
State

200800067
Mfr Report Id

A 15-year-old female patient had received a left arm, intramuscular injection of Menactra, lot number U2371AA; a right arm, intramuscular injection of Adacel,
lot number C2775AA; and a left arm, intramuscular injection of Human Papilloma Virus Vaccine, manufacturer Merck, lot number 1424F; on 03 January 2008.
The next day, the patient developed a 1.5 inch lump at the left axilla without redness or pain. No treatment was provided. At the time of this report, the patient
had not recovered.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

The patient had no illness at the time of vaccination. She had an allergy to penicillin.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

307234-1

22-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Axillary mass

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
10-Mar-2008

Received Date

Prex Vax Illns:

TDAP
MNQ
HPV4

SANOFI PASTEUR
SANOFI PASTEUR
MERCK & CO. INC.

C2775A
U2371A
1424F

Right arm
Left arm

Right arm

Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 7595
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Aug-2007
Vaccine Date

17-Aug-2007
Onset Date

0
Days

19-Mar-2008
Status Date

NE
State

WAES0708USA05771
Mfr Report Id

Initial and follow-up information has been received from the Merck Pregnancy Registry via a registered nurse concerning an 18 year old white female with a
urinary tract infection and a previous full term delivery who on 23-MAR-2007 was vaccinated with a first dose of GARDASIL (Lot #657006/0188U). On 22-MAY-
2007 the patient was vaccinated intramuscularly with a 0.5 ml second dose of GARDASIL (Lot #657006/0188U) On 10-JUL-2007, the patient began therapy
with prenatal vitamins (unspecified). On 17-AUG-2007, the patient was vaccinated with a third dose of GARDASIL (Lot #658556/1060U). Subsequently, the
patient was 10 weeks pregnant when she received the last dose of GARDASIL. The patient's last menstrual period was in May of 2007 and the estimated date
of delivery will be on 07-MAR-2008. On 12-JUL-2007, the patient was seen in the office and an early obstetrical ultrasound revealed the gestational age to be 5
weeks and 6 days. The patient was going to have an amniocentesis. On 05-MAR-2008, the child was delivered via cesarean section (indication not reported).
Upon internal review, child was delivered via cesarean section was considered to be an other important medical event. Additional information has been
requested.

Symptom Text:

vitamins (unspecified) 1 tabletOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = Unknown); Urinary tract infectionPrex Illness:

ultrasound 07/02/07 - Early OB: Gestational age 5W 6D

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

307244-1

19-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Caesarean section, Drug exposure during pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1060U 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7596
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Jan-2008
Vaccine Date

26-Jan-2008
Onset Date

0
Days

19-Mar-2008
Status Date

FR
State

WAES0802USA00208
Mfr Report Id

Initial report received from a gynecologist on 28-JAN-2008:  A 14-year-old female patient received the first dose of Gardasil (batch # NE556080) via
intramuscular route in the left deltoid, on 26-JAN-2008.  Immediately after vaccination, she experienced vagal malaise with pallor and sweating but without loss
of consciousness.  One hour later she was feeling better.  It was specified that the patient was very anxious to receive vaccination.  This case was also
reported by a health authority.  The case was upgraded to serious.  It was reported that the patient also experienced involuntary movements of limbs and
bradycardia after vaccination.  The blood pressure was "10/6" and "pulse rate was 60."  She needed to stay lying down.  Thirty minutes later, the blood
pressure was "13/5" and she had asthenia.  Cardiologist's opinion was asked.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

307245-1

19-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anxiety, Asthenia, Bradycardia, Dyskinesia, Hyperhidrosis, Malaise, Pallor, Syncope vasovagal

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NE556080 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 7597
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Mar-2008
Vaccine Date

06-Mar-2008
Onset Date

0
Days

26-Mar-2008
Status Date

FR
State

WAES0803CZE00005
Mfr Report Id

Information has been received from a physician concerning a 19 year old female with bronchitis asthmatic and food allergy who on 06-MAR-2008 was
vaccinated with Gardasil.  There was no concomitant medication.  On 06-MAR-2008 the patient experienced paresthesia and was hospitalized.  The reporter
felt that paresthesia was related to therapy with Gardasil.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Bronchitis asthmatic; Food allergyPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

307246-1 (S)

26-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Paraesthesia

 HOSPITALIZED, SERIOUS

Other Vaccine
18-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7598
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
06-Mar-2008
Onset Date Days

19-Mar-2008
Status Date

MA
State

WAES0803USA01616
Mfr Report Id

Information has been received from a physician concerning a female (age not reported) who on an unspecified date was vaccinated with Gardasil.  On 06-
MAR-2008 after receiving Gardasil the patient was admitted to the hospital with an intestinal inflammation and (the length of the stay was unknown).  Further

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

307247-1 (S)

19-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Gastrointestinal inflammation

 ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, SERIOUS

Other Vaccine
18-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7599
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Nov-2007
Vaccine Date

08-Nov-2007
Onset Date

1
Days

19-Mar-2008
Status Date

FR
State

WAES0803USA01808
Mfr Report Id

Information has been received from a health authority concerning a 16 year old female, who on 07-NOV-2007 was vaccinated IM with a first dose of Gardasil.
The site of administration was not reported. One day post vaccination, she experienced a pseudo influenza syndrome with important vomiting, myalgia,
arthralgia, moderate headache, and a fever up to 39C. Afterwards, the patient developed oedema of the lower limbs, superficial and sloping purpura of the
lower limbs, petechial, no infiltrate, mixed icterus, major inflammatory syndrome (CRP=190), and increased transaminase. The patient was subsequently
hospitalized. Symptomatology regressed under symptomatic treatment. The duration of the adverse reaction was 8 days. At the time of the report, the patient
recovered without sequelae. It was reported that the patient's mother had carcinoma of the uterine cervix. Other business partner numbers included: E2008-
02298. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory test Comment: increased transaminase; body temp 39 C; serum C-reactive protein 190
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

307248-1 (S)

19-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Headache, Inflammation, Jaundice, Myalgia, Oedema peripheral, Petechiae, Purpura, Pyrexia, Vomiting

 HOSPITALIZED, SERIOUS

Other Vaccine
18-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7600
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Nov-2007
Vaccine Date

09-Nov-2007
Onset Date

0
Days

19-Mar-2008
Status Date

FR
State

WAES0803USA01810
Mfr Report Id

Information has been received from a health authority (MA20070627) concerning a 24 year old female with no medical history, who on 09-NOV-2007 was
vaccinated IM with a dose of Gardasil. The site of administration was not reported. Ten minutes post vaccination, the patient experienced syncope with loss of
consciousness for ten seconds, sweats, and bradycardia. It was also reported that the patient fell. Afterwards she fainted and the symptoms quickly decreased
to let place to asthenia for 24 hours. At the time of the report, the patient had recovered. The health authorities considered the syncope, sweating, bradycardia,
fall, and asthenia to be other important medical events. Other business partner numbers included: E2008-02280. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

307249-1

19-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Bradycardia, Fall, Hyperhidrosis, Loss of consciousness, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7601
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Mar-2008
Vaccine Date

12-Mar-2008
Onset Date

0
Days

21-Mar-2008
Status Date

MO
State Mfr Report Id

9:30 Developed dizziness after left office - hadn't eaten breakfast prior to injection - Mom got her breakfast.  Went back to Middle School started getting shaky,
wrist pain and then throat felt funny and she had trouble swallowing.  School nurse called hospital staff - staff recommended AMC ED - was seen in ED and
given Benadryl 25mg IM at 11.

Symptom Text:

Zantac PRNOther Meds:
Lab Data:
History:

NonePrex Illness:

PNC - allergy; GERD - takes Zantac PRN.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

307257-1

21-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Dizziness, Dysphagia, Throat irritation, Tremor

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 05254 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 7602
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Mar-2008
Vaccine Date

11-Mar-2008
Onset Date

0
Days

20-Mar-2008
Status Date

CT
State Mfr Report Id

Positive arm pain worsening x2d after immunization given with appearance of redness/heat on day 2 that spontaneously resolved on day 3 - still some
induration day 3.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

307259-1

20-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Induration, Pain in extremity, Skin warm

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Mar-2008

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

NULL
NULL

1
0

Left arm
Left arm

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 7603
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Oct-2007
Vaccine Date

04-Oct-2007
Onset Date

1
Days

20-Mar-2008
Status Date

MO
State Mfr Report Id

24 hours after vaccine developed diarrhea, after 1 mo became bloody.  All stool tests neg.  CT Abd, GI consult, colonoscopy; LGI, UGI no SB series; CT pelvis
showed thickening of wall of rectosigmoid colon.  Treated with Immuran->developed Bell's palsy 1/22/08.  D/c'd Immura.  Currently on Asacol & Pentasa.  Still
with diarrhea +/- 10/day. 3/24/08-records received-11/23/07-presented to PCP office with 2 month history of diarrhea which began after out of state travel and a
few days after her vaccintion. Weight loss. Mild abdominal cramping in lower half of abdomen, stools have unusual odor. Seen on 3/3/08-History of colitis and
diarrhea continues. States she also had Bell's Palsy.

Symptom Text:

MVIOther Meds:
Lab Data:

History:
NonePrex Illness:

CT Abd; GI consult; colonoscopy; LGI; UGI no SB series; CT pelvis showed thickening of wall of rectosigmoid colon; yeast in stool spec.; decreased thyroid
function 3/24/08-records received-Lab results of stools positive for moderate yeast
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

307261-1

08-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Colitis, Diarrhoea haemorrhagic, Facial palsy, Faeces discoloured, Weight decreased

 ER VISIT, NOT SERIOUS

Related reports:   307261-2

Other Vaccine
18-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7604
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Oct-2007
Vaccine Date

04-Oct-2007
Onset Date

1
Days

04-Apr-2008
Status Date

MO
State

MO-2008-04
Mfr Report Id

24 hours after dose diarrhea developed became bloody after one month.  All stool tests neg, CT ; GI consult - UGI, SB, LGI, and colonscopy *Bells Palsy
1/22/08                 Cont with diarrhea x10 per day

Symptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

307261-2

04-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Diarrhoea haemorrhagic, Facial palsy

 ER VISIT, NOT SERIOUS

Related reports:   307261-1

Other Vaccine
28-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. UNKNOWN 1 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Mar-2008
Vaccine Date

13-Mar-2008
Onset Date

0
Days

21-Mar-2008
Status Date

NY
State Mfr Report Id

Dizziness, sweaty, skin cold to touch, weakness.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

307266-1

21-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Dizziness, Hyperhidrosis, Peripheral coldness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0073X 1 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Mar-2008
Vaccine Date

05-Mar-2008
Onset Date

2
Days

21-Mar-2008
Status Date

OR
State Mfr Report Id

Received HPV in left deltoid on 3/3/08. On 3/5/08 patient dev. painful left arm and then on 3/10/08 numbness of arm. Seen in clinic 3/10/08 for continued pain
and numbness with tenderness to light touch from biceps to wrist. Diagnosed with neuropathic pain. Treated with ice, hot packs and elevation.

Symptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

307271-1

21-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Neuralgia, Pain in extremity, Tenderness

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Mar-2008

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2546AA
1487U

0
2

Right arm
Left arm

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Mar-2008
Vaccine Date

04-Mar-2008
Onset Date

0
Days

21-Mar-2008
Status Date

NE
State Mfr Report Id

After injections, 18 year old male with cool, moist skin, did not respond when spoken to, slumped into arms of immunization nurse. No respiratory distress.
Doctor was summoned, immediately responded. Within 5 minute period child was talking and taking fluids. BP 114/70, color improved - observed 10 min and
left hospital. Re-examined by doctor before leaving with guardian.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
NKA

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

307273-1

21-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Cold sweat, Syncope, Unresponsive to stimuli

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Mar-2008

Received Date

Prex Vax Illns:

MNQ
HPV4
HEP

SANOFI PASTEUR
MERCK & CO. INC.
MERCK & CO. INC.

U2378BA
1446U
1213R

0
0
1

Right arm
Left arm

Right arm

Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 7608
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Mar-2008
Vaccine Date

Unknown
Onset Date Days

26-Mar-2008
Status Date

CA
State Mfr Report Id

Patient said LMP - 2-08 (last Na) x 4 days- Vaccine Gardasil given on 2-08- A couple of days later; mom did home pregnancy test positive x2; child now says
she hid doesnt LMP.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

307277-1

26-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0188U 2 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 7609
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Jan-2008
Vaccine Date

10-Jan-2008
Onset Date

1
Days

21-Mar-2008
Status Date

LA
State Mfr Report Id

Mother reported left arm red and swollen for 4 days (incident reported on 3/11/08)Symptom Text:

AdderallOther Meds:
Lab Data:
History:

NonePrex Illness:

None
NKDA, ADHD

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

307285-1

21-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Oedema peripheral

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Mar-2008

Received Date

None~ ()~~0~In Patient|None~ ()~~0~In Sibling|None~ ()~~0~In SiblingPrex Vax Illns:

VARCEL
MNQ
TDAP
HPV4

MERCK & CO. INC.
SANOFI PASTEUR
SANOFI PASTEUR
MERCK & CO. INC.

1367U
U2537AA
C2759AA
1446U

1
0
5
0

Right arm
Left arm
Left arm

Right arm

Subcutaneously
Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 7610
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Mar-2008
Vaccine Date

18-Mar-2008
Onset Date

1
Days

20-Mar-2008
Status Date

MO
State Mfr Report Id

Dizziness, weakness, orthostatic B/P- ? dehydration sent to hospital ERSymptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

labs in ER
Allergic Cefzil

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

307286-1

07-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Dehydration, Dizziness, Orthostatic hypotension

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Mar-2008

Received Date

~Vaccine not specified (no brand name)~2~0~In PatientPrex Vax Illns:

HPV4 MERCK & CO. INC. 1062 1 Right arm Unknown



10 JUN 2008 06:27Report run on: Page 7611
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Mar-2008
Vaccine Date

14-Mar-2008
Onset Date

0
Days

21-Mar-2008
Status Date

KS
State Mfr Report Id

After HPV administered client apparently had a seizure. Lasted approx 5 min. B/P 100/60, color appeared pale. Had sluggish capillary refill. After 5 minutes,
client coherent and said she felt nauseous, and she needed to use restroom. Also to return next week accompanied per mother/sister. On their way she found
physician.

Symptom Text:

Other Meds:
Lab Data:
History:

N/APrex Illness:

N/A
N/A

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

307287-1

21-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Nausea, Pallor

 ER VISIT, NOT SERIOUS

Other Vaccine
18-Mar-2008

Received Date

Prex Vax Illns:

TDAP

HEPA

HPV4
MNQ

GLAXOSMITHKLINE
BIOLOGICALS
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
SANOFI PASTEUR

AC52B021BA

AHAVB225CA

0928U
U2558AA

Right arm

Right arm

Left arm
Left arm

Intramuscular

Intramuscular

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 7612
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Mar-2008
Vaccine Date

Unknown
Onset Date Days

25-Mar-2008
Status Date

TX
State Mfr Report Id

My menstrual cycle has been always been regular.  After I recieved the guardasil vaccine, I did not get my period when I was supposed to.  I took a pregnancy
test but it came back negative.  I still have not had my period.  It is now two weeks late.  There are many forums on the internet that describe the same
symptoms as me.  Please look into it.  A lot of sexually active women are getting very stressed out because of this unknown side effect of a late or missed
period.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

307291-1

25-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Menstruation delayed

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. UN 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 7613
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Mar-2008
Vaccine Date

18-Mar-2008
Onset Date

0
Days

25-Mar-2008
Status Date

VA
State Mfr Report Id

Fainted after receiving vaccine.Symptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

none
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

307299-1

26-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1060U 0 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Mar-2007
Vaccine Date

Unknown
Onset Date Days

20-Mar-2008
Status Date

SD
State

WAES0704USA02795
Mfr Report Id

Initial and follow up information has been received via the Merck pregnancy registry, from a licensed practical nurse (LPN), regarding a 25 year old Caucasian
female (previously reported with LPN as the patient), (gravida 2, para 1) with no pertinent medical history and no allergies, who on 28-MAR-2007 was
vaccinated IM, with the first dose, 0.5 ml, of Gardasil (lot #653937/0637F). There was no concomitant medication. The patient had her LMP on 11-MAR-2007,
and was unknowingly pregnant. The pregnancy was confirmed by a positive pregnancy test. The estimated date of delivery was 16-DEC-2007. No other
symptoms were noted. Follow up information from the LPN, indicated that in April, prenatal vitamins (unspecified) were initiated. In May 2007 through July
2007, ZOFRAN was initiated for nausea. In 25-JUL-2007, an ultrasound was normal. The LPN indicated that the patient had 3-4 ultrasounds due to
polyhydramnios (dates not reported), but indicated the ultrasounds showed "normal testing." In September 2007 and continued through the end of pregnancy,
ZANTAC was initiated for heartburn. On 06-DEC-2007, a C-section was performed, with reference to the polyhydramnios and a large for gestation baby. The
patient delivered a normal, male infant (no congenital anomalies), birth weight 8 lb 10 oz, length 22 in, head circumference 14.5. The patient experienced a late
postpartum hemorrhage, and required a dilatation and curettage (D & C) (date not specified). The outcome of the symptoms were not specified. Upon internal
review, polyhydramnios and "large GEST baby" were considered to be serious as other important medical events (results in C-section). Additional information
has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:

History:
Prex Illness:

ultrasound 07/25/07 - normal; ultrasound - normal; cesarean section 12/06/07; ultrasound; uterine dilation and curettage 12?/??/07 - normal; beta-human
chorionic - positive
Gravida II

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

307341-1

04-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Dyspepsia, Large for dates baby, Nausea, Polyhydramnios, Postpartum haemorrhage, Uterine dilation and curettage

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0637F 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
20-Mar-2008
Status Date

SC
State

WAES0803USA01272
Mfr Report Id

Information has been received from a pharmacy technician concerning her 18 year old daughter with no medical history and an allergy to pollen, who in April
2007, was vaccinated with a first dose of Gardasil.  There was no concomitant medication.  The patient reported that the dose was painful.  Subsequently, the
patient had difficulty driving home.  In June 2007 the patient was vaccinated with a second dose of Gardasil.  The patient reported that the dose was painful.
Subsequently, the patient had difficulty driving home.  On 27-DEC-2007 the patient was vaccinated with a third dose of Gardasil.  The patient reported that the
dose was painful.  The patient's mother went with her daughter for the third dose.  The patient began her menses on 30-DEC-2007 (she had it 2 weeks prior) in
which there was a lot of pain prior to and during the menses.  The patient was also very tired.  The menses lasted five days.  It was reported that after the New
Year the patient returned to college and felt very congested.  The patient went to see a physician near college who told the patient that she probably had a
virus.  The patient began to feel worse and was seen by the physician a second time.  The physician treated her with azithromycin (ZITHROMAX).  The time
between the two doctor visits was unspecified.  Two weeks later on 13-JAN-2008 the daughter began her menses and experienced a lot of stabbing pain of the
lower abdomen prior to and during menses.  The patient was also very tired.  The menses lasted five days.  On 20-FEB-2008 the patient began her menses
with pain prior to and during the menses.  The patient was also very tired.  The menses lasted three days and was very light.  On 06-MAR-2008 the patient
experienced pain in the abdomen (a sign her menses could be starting again).  It was reported that the patient was experiencing headaches during her periods,
which have been more frequent then before.  In order to treat the headaches the patient was taking ibuprofen (MOTRIN).  The patient's mother spoke to the
physician on

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Pollen allergyPrex Illness:

throat culture - strep throat test negative

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

307342-1 (S)

20-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Disturbance in attention, Dysmenorrhoea, Fatigue, Headache, Hypomenorrhoea, Impaired driving ability, Injection site pain, Menstruation
irregular, Pain, Respiratory tract congestion, Viral infection

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Other Vaccine
19-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Mar-2008
Vaccine Date

05-Mar-2008
Onset Date

1
Days

20-Mar-2008
Status Date

--
State

WAES0803USA01494
Mfr Report Id

Information has been received from a registered nurse concerning her 17 year old daughter with attention deficit disorder and an allergy to over-the-counter
cold preparations, who on 04-MAR-2008 at 16:30 was vaccinated with a third dose of Gardasil. Concomitant therapy included ADDERALL TABLETS. On 05-
MAR-2008, eight hours post vaccination the patient experienced a high fever, hallucinations, severe back pain, severe headache, skin sensitivity, nausea and
vomiting and was hospitalized. It was reported that the patient tolerated the first and second doses of Gardasil well. At the time of the report, the patient had not
recovered. No product quality complaint was involved. The high fever, hallucinations, severe back pain, severe headache, skin sensitivity, nausea and vomiting
were considered to be disabling. Additional information has been requested.  4/10/2008 MR received for ER visit 3/5/2008 with DX: Primary DX: R Flank Pain.
Additional DX: Fever-unknown origin. Pt presented to ER from MD's office with fever, chills, sudden onset R sided flank pain, nausea and vomiting. Pt reports
fatigue and weakness as well. PE (+) for tenderness at the R CVA, fever, and pain. D/C home in improved condition

Symptom Text:

ADDERALL TABLETSOther Meds:
Lab Data:

History:
Attention deficit disorder; drug hypersensitivityPrex Illness:

Unknown. Labs and Diagnostics: CT Abd & pelvis-no acute findings.  CXR WNL. Chem WNL. LFTs WNL except Alk Phos 71. CBC WNL. UA WNL except
trace ketones. Blood and UC (-).
No reaction on previous exposure to vaccine. PMH: Broken nose. Allergic to cough/cold meds.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

307343-1 (S)

14-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Back pain, Chills, Fatigue, Flank pain, Hallucination, Headache, Hyperaesthesia, Nausea, Pyrexia, Vomiting

 ER VISIT, HOSPITALIZED, PERMANENT DISABILITY, SERIOUS

Related reports:   307343-2;  307343-3

Other Vaccine
19-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1448U 2 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Oct-2007
Vaccine Date

01-Mar-2008
Onset Date

123
Days

25-Mar-2008
Status Date

DC
State

WAES0803USA01989
Mfr Report Id

Information has been received from a physician and a physician's assistant concerning a 17 year old female with attention deficient disorder, and a family
history of Crohn's disease, and celiac disease (mother), who on 30-AUG-2007 was vaccinated with a first dose of Gardasil.  On 30-OCT-2007 the patient was
vaccinated with a second dose of Gardasil.  The first two doses were well tolerated and without incident.  On 04-MAR-2008 at approximately 16:30 the patient
was vaccinated with a third dose of Gardasil.  Concomitant therapy included ADDERALL TABLETS.  Subsequently, the patient experienced hallucinations,
visual disturbance, and nausea.  On 05-MAR-2008 at approximately 01:30 the patient experienced awoke from a bizarre dream with a fever of 102F, severe low
back pain, and some shortness of breath.  The patient has been seen in the emergency room on four occasions in one week, mainly for intractable low back
pain.  The patient was treated with OXYCONTIN and PERCOCET.  The shortness of breath resolved, there was no clear accounting of the fever.  The patient
also experienced a headache.  The patient had an extensive work-up including blood tests, multiple scans, and a lumbar puncture.  It was reported that the
headache predated the lumbar puncture, though it was hard to distinguish from a spinal headache according to the physician.  It was reported that none of the
tests have been revealing.  On 12-MAR-2008 the patient's physical exam was notable for some abdominal tenderness, meningeal signs, and heme positive
stool.  The physician believed the patient to have vasculitis and initiated a high dose of steroids, (prednisone, 60mg).  At the time of the report, the outcome of
the patient was unknown.  Additional information has been requested.

Symptom Text:

ADDERALL TABLETSOther Meds:
Lab Data:

History:
Attention deficit disorderPrex Illness:

diagnostic laboratory, 03/??/08, blood test-not revealing; diagnostic radiology, 03/??/08, multiple scans-not revealing; spinal tap, 03/??/08, not revealing;
physical examination, 03/12/08, some abdominal tenderness, meningeal signs, and he
The first two doses were well tolerated and without incident.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

307343-2 (S)

15-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal tenderness, Abnormal dreams, Back pain, Dyspnoea, Haematochezia, Hallucination, Headache, Nausea, Neurological examination abnormal,
Pyrexia, Vasculitis, Visual disturbance

 HOSPITALIZED, SERIOUS

Related reports:   307343-1;  307343-3

Other Vaccine
24-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
31-Mar-2008
Status Date

VA
State

WAES0803USA03713
Mfr Report Id

Information has been received from a physician concerning a 17 year old female, who, on an unspecified date, was vaccinated with a dose of GARDASIL.
Subsequently, the patient experienced severe back pain, weakness (more subjective then objective), low grade fever for a day or two, nausea, and a bad
headache. The patient missed more than a week of school. It was reported that all laboratories performed were negative including a sedimentation rate of
4mm/hr. However, the patient's CRP was about 40mg/liter (same as 4mg/dL in lab). The patient's CRP normalized within one week. A neurological exam
showed slow gait. The patient's DTR and motor strength were normal. The patient had an extensive radiological evaluation including a normal computed axial
tomography (CT) scan of the head followed by a normal lumbar puncture (LP), normal magnetic resonance imaging (MRI) of the spine and sacroiliac joint with
and without contrast, and a normal CT scan of the abdomen with and without contrast. The patient's mother took her to be seen by an internal medicine
physician. The physician diagnosed the patient with vasculitis. The physician treated the patient with prednisone 60mg/day. It was reported that the patient
significantly improved on the corticosteroid, which reinforced the diagnosed of vasculitis. The patient had been admitted to the hospital for several days in order
to be evaluated. At the time of the report, the outcome of the patient was unknown. The physician made a definite connection to the patient's symptoms and the
vaccination. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Prex Illness:

neurological slow gait, DTR-normal, motor strength normal; head computed axial normal; spinal tap normal; magnetic resonance spine and sacroiliac joint-
normal with and without contrast; abdominal computed normal with and without contrast; e
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

307343-3 (S)

15-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Activities of daily living impaired, Asthenia, Back pain, Gait disturbance, Headache, Nausea, Pyrexia, Vaccination complication, Vasculitis

 HOSPITALIZED, SERIOUS

Related reports:   307343-1;  307343-2

Other Vaccine
28-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Jan-2008
Vaccine Date

23-Jan-2008
Onset Date

19
Days

20-Mar-2008
Status Date

OH
State

WAES0803USA01715
Mfr Report Id

Information has been received from a licensed practical nurse, concerning an 11 year old female patient with seasonal allergies, who on 04-JAN-2008 was
vaccinated IM, with the first dose, 0.5 of Gardasil (lot #657868/0523U).  Concomitant therapy included ZYRTEC.  On 23-JAN-2008 the patient developed a
small node on her left clavicle, and was afebrile.  On 25-JAN-2008, she was seen in the office with a supraclavicular lesion.  On 08-FEB-2008, a biopsy and
removal of the node was performed as outpatient at the hospital.  The biopsy revealed a "benign reactive hyperplastic node."  The patient recovered from the
events (date and duration not specified).  On 05-MAR-2008, the second dose, 0.5 ml, IM, of Gardasil (lot # 658556/1060U) was administered.  The reporter
considered the events to be serious as an other important medical event.  Additional information has been requested.

Symptom Text:

ZYRTECOther Meds:
Lab Data:
History:

Seasonal allergyPrex Illness:

biopsy 02/08/08 - benign reactive hyperplastic node; lymph node excision 02/08/08 - benign reactive hyperplastic node

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

307344-1

20-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hyperplasia, Nodule

 ER VISIT, NOT SERIOUS

Related reports:   307344-2

Other Vaccine
19-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0523U 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
20-Mar-2008
Status Date

NC
State

WAES0803USA01929
Mfr Report Id

Information has been received from a physician, via a company representative, regarding a set of triplets (age not specified), who on an unknown date was
vaccinated with a dose of Gardasil (lot # not reported). Subsequently "one of the triplets" (a female) experienced some form of "paralysis." No further details
were provided. The outcome of the events was not specified. Upon internal review, "some form of paralysis" was considered to be serious as an other important
medical event. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

307345-1

20-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Paralysis

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7621
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Nov-2007
Vaccine Date

01-Dec-2007
Onset Date

10
Days

20-Mar-2008
Status Date

FR
State

WAES0803USA01986
Mfr Report Id

Information has been received from a health authority concerning a 15 year old female patient with a history of motor bike accident at age eleven when she
fractured her tibia-fibula after being hit by the motorbike.  She also had history of "periorbital haematoma after shock with car rearview mirror".  On 21-NOV-
2007 patient was vaccinated with a first dose of Gardasil (route and site of administration were not reported).  Concomitant therapy included loratadine
(ECLARAN) and drospirenone (+) ethinyl estradiol ("JASMINELLE").  In December 2007, approximately one month after vaccination, the patient developed
facial eruption mainly localised on the zygomatic bone and also on the forehead and the chin.  The patient was seen by a dermatologist who suggested
possible polymyositis or dermatomyositis.  No eruption was observed on the back of the hands.  Investigations for possible immune dysfunction were negative.
On 06-DEC-2007, the patient had eosinophilia at 2314, compatible with pathological context of immune dysfunction and also with possible parasitosis.  She
has serum immunoglobulin E test (IgE) at 7460 with ratio of 74 and positive phadiatop.  Tests also found non significant first hour sedimentation rate of 32,
normal thyroid work-up, hepatic work-up with no disorder.  Serum creatinin was 74 micromol, Epstein-Barr virus antibodies screen (EEV) serology showed
absence of markers.  Investigations for parasitic disease were negative.  The therapy Eclaran was discontinued around 10-DEC-2007.  On 22-DEC-2007,
esinophilia had regressed, with 557 eosinophilic leukocytes.  On 23-JAN-2008, serum immunoglobulin E test (IgE) level was 5907; the patient had eosinophilic
leukocytes at 854 and serum C-reactive protein test (CRP) was <5.  At the time of reporting the patient was in good condition and had not experienced further
flare.  She was still taking drospirenone (+) ethinyl estradiol ("JASMINELLE").  No dermatological anomaly persisted.  The other business partner number
includes: E200802383.  Additional information

Symptom Text:

Eclaran May07 - Dec07; Jasmine (Drospirenone (+) Ethinyl Estrad) 2007 - UnkOther Meds:
Lab Data:

History:
Prex Illness:

diagnostic laboratory test Comment: Negative (Investigation for Immune dysfunction); Epstein-Barr virus antibodies 06Dec07 Comment: EBV serology showed
absence of markers; eosinophil count 06Dec07 2314; serum creatinine 06Dec07 74 micromol;
Tibia fracture; Fibula fracture; Motor cycling accident; Periorbital haematoma; Shock

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

307346-1 (S)

20-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Eosinophilia, Rash

 HOSPITALIZED, SERIOUS

Other Vaccine
19-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
20-Mar-2008
Status Date

--
State

WAES0803USA02324
Mfr Report Id

Information has been received from a nurse, concerning a female patient (age not specified), who on an unknown date was vaccinated with the second dose of
Gardasil (lot # not reported).  Subsequently the patient had a seizure.  She was seen by a neurologist, who said the seizure was because of the Gardasil.
Upon internal review, had a seizure was considered to be serious as an other important medical event.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

307347-1

20-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Mar-2008
Vaccine Date

13-Mar-2008
Onset Date

0
Days

21-Mar-2008
Status Date

WI
State Mfr Report Id

Anaphylaxis requiring 2 doses of epinephrine, Benadryl and ER transport.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

307355-1

21-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anaphylactic reaction

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Mar-2008

Received Date

Prex Vax Illns:

VARCEL
HPV4
TDAP

MNQ

MERCK & CO. INC.
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
SANOFI PASTEUR

1517U
0188U
AC52B004AB

U2541AA

0
0
0

0

Right arm
Left arm

Right arm

Left arm

Subcutaneously
Intramuscular
Intramuscular

Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Mar-2008
Vaccine Date

11-Mar-2008
Onset Date

1
Days

21-Mar-2008
Status Date

CT
State Mfr Report Id

About a day after immunizations, patient developed an area of red induration, which by day 3 was approximately 3" round area of induration.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

307360-1

21-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Induration

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Mar-2008

Received Date

Prex Vax Illns:

VARCEL
HPV4
HEPA

MERCK & CO. INC.
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

1362U
0928U
AHAVB253BA

1
0
0

Left arm
Left arm

Right arm

Subcutaneously
Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Feb-2008
Vaccine Date

12-Feb-2008
Onset Date

0
Days

21-Mar-2008
Status Date

VA
State Mfr Report Id

Throbbing pains from left shoulder to mid upper left arm.Symptom Text:

Adderal 20mgOther Meds:
Lab Data:
History:
Prex Illness:

Patient cancelled appointment with neurologist on 3/10/08.
ADHD; head tremors; cervical disc disease C2-C6.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

307362-1

21-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Musculoskeletal pain, Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1287U 0 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Mar-2008
Vaccine Date

07-Mar-2008
Onset Date

0
Days

21-Mar-2008
Status Date

OH
State Mfr Report Id

At 4:30PM on 3/7/08, patient experienced dizziness, slight confusion and "fogginess".  At 7:00PM on 3/7/08 patient related "itching and redness all over".  She
took a dose of oral Benadryl that evening and was able to sleep.  On 3/12/08 itching and generalized redness is still present, concentrating at the knee area.

Symptom Text:

Lo Ovral; Prozac; Nortriptyline; HC1Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

307363-1

21-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Confusional state, Dizziness, Erythema, Feeling abnormal, Pruritus generalised

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Mar-2008

Received Date

Prex Vax Illns:

HPV4
HEP

MERCK & CO. INC.
MERCK & CO. INC.

0188U
0042U

0
0

Left arm
Right arm

Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Mar-2008
Vaccine Date

15-Mar-2008
Onset Date

1
Days

26-Mar-2008
Status Date

TX
State Mfr Report Id

3/15/08 LARGE RED RAISED AREA TO LEFT UPPER UNDER ARM APPROX SIZE 1.5". 3/17/08 AT 9:30PM HAD NAUSEA, STOMACH ACHE, 11:30PM
VOMITING 4:30 VOMITING. 3/18/08 VOMITING, MALAISE, ACHES, PETECHIAE TO FACE. 3/19/08 ACHES, MALAISE. VISIT WITH DOCTOR AND
PRESCRIBED BENEDRYL.

Symptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

ALLERGIC TO BIOXIN, SULFA DRUGS, AMOXICILLIN

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

307385-1

27-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain upper, Injection site erythema, Malaise, Nausea, Pain, Petechiae, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Mar-2008

Received Date

Prex Vax Illns:

VARCEL
HPV4
TDAP

MERCK & CO. INC.
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

1797U
1424F
AC52B019AA

1
0
0

Left arm
Right arm
Left arm

Subcutaneously
Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Mar-2008
Vaccine Date

19-Mar-2008
Onset Date

0
Days

25-Mar-2008
Status Date

GA
State Mfr Report Id

CLIENT RECEIVED GARDASIL VACCINE DOSE NUMBER TWO. AFTER TWO MINUTES CLIENT VERBALIZED NOT FEELING WELL. SHE BECOME PALE
AND LETHARGIC. AMMONIA INHALANT WAS USED AND CLIENT GIVEN SIPS OF WATER. PULSE RATE AT 70BPM. SHE VERBALIZED FEELING
BETTER AFTER TEN MINUTES.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

NONE.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

307386-1

26-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Lethargy, Malaise, Pallor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Mar-2008

Received Date

FAINTING~HPV (Gardasil)~1~17~In PatientPrex Vax Illns:

HPV4 MERCK & CO. INC. 0522U 1 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
M

Gender
18-Mar-2008
Vaccine Date

Unknown
Onset Date Days

26-Mar-2008
Status Date

GA
State Mfr Report Id

NO ADVERSE EVENT OCCURED.Symptom Text:

Other Meds:
Lab Data:
History:

ALLERGIC RHINITIS AND ALLERGIC CONJUNTIVITISPrex Illness:

NONE
THIS WAS THE PATIENT'S FIRST VISIT TO OUR OFFICE. WE HAD NO PREVIOUS MEDICAL RECORDS. GUARDIAN STATED THAT THE ONLY KNOWN
ALLERGIES WERE TO KETCHUP AND ORANGES. ALSO HAD PREVIOUSLY BEEN TREATED FOR SEASONAL ALLERGIES. NO BIRTH DEFECTS.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

307392-1

26-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 No adverse reaction

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0524U 5 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 7630
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
17-Mar-2008
Vaccine Date

19-Mar-2008
Onset Date

2
Days

26-Mar-2008
Status Date

CO
State Mfr Report Id

Pateint with severe eczema, Severe flare up requiring oral steroids 2 days after administrationSymptom Text:

nonrOther Meds:
Lab Data:
History:

eczemaPrex Illness:

eczema

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

307393-1

26-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Condition aggravated, Eczema

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 19780 0 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Mar-2007
Vaccine Date

25-May-2007
Onset Date

85
Days

21-Mar-2008
Status Date

CA
State Mfr Report Id

progressive muscle weakness resulting in flaccid paresis of all 4 extremities, respiratory insufficiency 4/8/08-records received for DOS 2/4-2/17/08-DC DX:
autoimmune motor neuropathy, provisional. Possible motor neuron disease. Admission 3/14-3/25/08-DC DX: Muscular weakness. Seizures. Received IVIG,
treated with plasmapheresis.Admitted with C/O progressive muscular weakness over the 3 weeks prior to admission increased immunomodulation. Seizure
after completion of solumedrol. Remained post ictal for several hours. No diagnosis made during this admission.Genetic evaluation for mitrochondrial disease
sent to include evaluation for Pompe disease.  In May sustained injury with pain in leg which improved but never returned completely to normal. Developed
worsening limping and loss of strength in distal left lower extremity. Between August and October of 2007 developed symptoms in right arm.  Received IVIG at
that time and again January 2008 with improvement in right handed tremor but worsening function status especially in ambulation, stair climbing and standing
from seated position. Feb 4-17 2008 hospitalized received plasmapheresis with improved ability to stand for short periods. C/O headaches and nausea. She
may have chronic inflammatory demyelinating myopathy versus a multifocal motor neuropathy. After discharge to follow up with specialist in ALS. 4/16/08-
records received-for DOS 1/2-1/3/08-DC DX: Multifocal neuropathy versus chronic demyelinating polyneuropathy. LP: mildly elevated protein of 46 with normal
glucose. Unable to perform activities of daily living. IVIG treatment. PE: left lower and right upper extremity weakness and atrophy with some mild weakness of
right lower extremity.  4/16/08-clinical consult case review template received: CPK increased of 313 and slightly elevated anticardiolipin IgM of 20.3. DX:
chronic inflammatory demyelinating polyneuropathy. 1/2/08-urinary incontinence may have been due to her reduced ability to mobilize given her leg weakness.
Plasmapheresis. 3/14/08-admitted for

Symptom Text:

noneOther Meds:
Lab Data:

History:

nonePrex Illness:

EMG and nerve conduction studies suggest motor neuronopathy vs neuropathy 4/8/09-records received- EEG normal. MRI brain showed slightly prominent
cerebellar fissures but otherwise normal. MRI spine normal. West Nile, hepatitis B were nega
none 4/8/08-recor ds received-PMH: attention deficit hyperactivity disorder and congenital strabismus. Migraines. Cognitive delay, developmental delay and
motor delay. Allergies:strawberries cause an itch. In May sustained injury with pain in leg which improved but never returned completely to normal. 4/16/08-
records received-PMH: Pityriasis lichennoides.  Allergy to strawberries

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

307394-1 (S)

18-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Activities of daily living impaired, Asthenia, Blood product transfusion, Convulsion, Dyspnoea, Dysstasia, Gait disturbance, Headache, Hypoxia, Limb injury,
Muscle atrophy, Muscular weakness, Nausea, Paralysis flaccid, Plasmapheresis, Postictal state, Respiratory failure, Sleep apnoea syndrome, Tremor, Urinary
incontinence

 ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, LIFE THREATENING, PERMANENT DISABILITY, SERIOUS

Related reports:   307394-2

Other Vaccine
19-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0187U Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Mar-2007
Vaccine Date

Unknown
Onset Date Days

24-Mar-2008
Status Date

CA
State

WAES0803USA02516
Mfr Report Id

Information has been received from a physician, concerning a 13 year old female patient with an allergy to strawberries and no pertinent medical history, who in
the spring of 2007 was vaccinated with the third dose of GARDASIL (lot # not reported). Several weeks after the third vaccination, she developed progressive
bilateral upper and lower extremity muscle weakness, further described as asymmetric weakness of the limbs, first the left leg, then the right arm, then the right
leg, followed by the left arm. She had no antecedent viral illness. She has no sensory symptoms, no cranial involvement or obvious respiratory compromise
(pulmonary function tests are pending). The working diagnosis is "some kind of peripheral motor neuropathy." The patient has been hospitalized 3 times, and
was "being admitted" to yet another hospital. She was seen by 3 top neurologists, and they could not identify the cause of the symptoms. Nerve conduction
studies were abnormal. Treatment included steroids (unspecified) and plasmapheresis, but she is now wheelchair bound. The physician stated complex
medical information would be provided on follow up correspondence. At the time of this report, the patient had not recovered. The physician considered the
events to be serious as disabling and as an other important medical event. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Fruit allergyPrex Illness:

nerve conduction study abnormal; pulmonary function test pending

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

307394-2 (S)

15-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Muscular weakness, Peripheral motor neuropathy, Wheelchair user

 ER VISIT, HOSPITALIZED, PERMANENT DISABILITY, SERIOUS

Related reports:   307394-1

Other Vaccine
21-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Dec-2006
Vaccine Date

13-Dec-2006
Onset Date

0
Days

11-Apr-2008
Status Date

FL
State

WAES0702USA04065
Mfr Report Id

Information has been received from the Merck pregnancy registry from a registered nurse concerning a 24 year old female with no allergies and a history of
gestational diabetes, who on 12-DEC-2006 was vaccinated IM with a first 0.5 ml GARDASIL (lot# 653978/0955F). Concomitant therapy included prenatal
vitamins. The nurse reported that the patient received the dose while pregnant. Unspecified medical attention was sought. No product quality complaint was
involved. Follow up information indicated that the patient was placed on iron for anemia on 18-JUN-2007. Subsequently, the patient experienced gestational
diabetes. Laboratory examination included a 3 hour glucose test and the patient was placed on a 1800 calorie "APA" diet with accuchecks five times a day. It
was reported that the patient delivered a normal baby girl weighing 7 pounds and 8 ounces on 24-AUG-2007 at 38.5 weeks gestation. The patient was 21
inches and had a head circumference of 34.5. It was reported that the patient had a improved apgar score (2/6/7). Other complications included a "body cord."
Additional information is not expected.

Symptom Text:

vitamins (unspecified)Other Meds:
Lab Data:
History:
Prex Illness:

glucose tolerance test; Apgar score 08/24/07 2; Apgar score 08/24/07 6; Apgar score 08/24/07 7
Gestational diabetes

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

307456-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Gestational diabetes

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0955F 0 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Jun-2007
Vaccine Date

15-Jun-2007
Onset Date

0
Days

09-Apr-2008
Status Date

--
State

WAES0708USA04651
Mfr Report Id

Information has been received from a physician concerning a 17 year old female with hearing loss with a history of 0 pregnancies and 0 live births and a history
of meningitis at 2 years old and haematuria in May 2007 who on 15-JUN-2007 was vaccinated with the first dose of Gardasil (lot# 655849/0263U).  On 23-
AUG-2007, the patient received the second dose of Gardasil (lot# 658100/0525U).  In August 2007, an ultrasound confirmed that the patient was pregnant
(LMP 01-JUN-2007; EDD 07-MAR-2008).  Follow up information received from the physician, indicated that on 22-FEB-2008, the patient had a vacuum
assisted delivery of a normal male infant, head circumference 36 inches, weight 7 lb. 14 oz, length 17 inches, with initial Apgar score of 1 (no details provided).
There were no congenital anomalies or other abnormalities.  Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 6/1/2007); Hearing lossPrex Illness:

ultrasound, 08/??/07, pregnant
Meningitis; Haematuria

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

307457-1

09-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Vacuum extractor delivery

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0263U 0 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Jul-2007

Vaccine Date
26-Jul-2007
Onset Date

0
Days

10-Apr-2008
Status Date

--
State

WAES0711USA04175
Mfr Report Id

Information has been received from a physician concerning a 61 year old white female (131 lbs., 64 inches) with a history of asthma and a penicillin allergy who
on 26-JUL-2007 was vaccinated intramuscularly with the first dose of GARDASIL.  Concomitant therapy included estradiol (ESTRASORB), progesterone
(PROMETRIUM), fexofenadine hydrochloride (ALLEGRA), fluticasone propionate (+) salmeterol xinafoate (ADVAIR) and albuterol sulfate (PROVENTIL) "as
needed".  On 26-JUL-2007 in the evening, the patient experienced an asthma attack.  The patient took some "Preventolin" and had some hot tea and felt better
the next day.  The patient recovered from the asthma attack.  On 28-SEP-2007 the patient was vaccinated with the second dose of GARDASIL.  It was reported
that the patient did not have any adverse experience afterwards.  Additional information has been requested.

Symptom Text:

Proventil; Estrasorb; Allegra; Advair; PrometriumOther Meds:
Lab Data:
History:

Penicillin allergy; AsthmaPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
61.0

307458-1

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Asthma, Inappropriate schedule of drug administration

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
09-Apr-2008
Status Date

--
State

WAES0801USA02091
Mfr Report Id

Initial and follow up information has been received from a physician concerning a teenage female who in approximately November 2007 was vaccinated with
her first dose of Gardasil via injection and fainted after receiving the dose.  The physician reported that this was probably due to a fear of needles as the patient
had no problems with doses two and three.  No further information was provided regarding the adverse experience.  The patient recovered from her experience
on an unspecified date.  No additional information is expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

307459-1

09-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Mar-2007
Vaccine Date

11-Jun-2007
Onset Date

102
Days

11-Apr-2008
Status Date

RI
State

WAES0802USA00422
Mfr Report Id

Information has  been received through the Merck pregnancy registry from a physician concerning a 25 year old female with a history of anxiety and depression
who on 18-DEC-2006 was vaccinated with her first dose of GARDASIL (Lot # 654389/0961F). On 01-Mar-2007 the patient received her second dose of
GARDASIL (Lot # 655849/0263U) and she subsequently became pregnant with LMP 11-Jun-2007. Concomitant therapy included LORAM. Subsequently the
patient experienced shortness of breath, and chest pain secondary to anxiety. Additional information has been requested.

Symptom Text:

LORAMOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Anxiety; Depression

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

307460-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anxiety, Chest pain, Drug exposure during pregnancy, Dyspnoea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0263U 1 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Jan-2008
Vaccine Date

30-Jan-2008
Onset Date

1
Days

10-Apr-2008
Status Date

PA
State

WAES0802USA00424
Mfr Report Id

Information has been received from a health professional concerning a 14 year old female who on 29-JAN-2008 was vaccinated with her third dose of
GARDASIL (Lot #659653/1448U) in her right deltoid.  On 30-JAN-2008 the patient experienced a pimple at the injection site, and the whole deltoid swelled to 1
1/2 sizes larger than normal, and was warm to the touch.  The patient did not have a fever.  The patient sought unspecified medical treatment with a phone call
and nurse states the patient will be seen for follow up.  The patient reports the symptoms are not resolved.  Follow-up information was received stating that
upon evaluation, it was a local reaction.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

307461-1

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Feeling hot, Injection site papule, Local reaction, Swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1448U 2 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Dec-2007
Vaccine Date

Unknown
Onset Date Days

09-Apr-2008
Status Date

--
State

WAES0802USA00433
Mfr Report Id

Information has been received from a pharmacist concerning a 21 year old female with no medical history and drug reactions/allergies to SULFA, who on 04-
DEC-2007 was vaccinated with her first dose of Gardasil (lot # not reported).  Concomitant therapy included hormonal contraceptives (unspecified).  On an
unspecified date, three weeks prior to receiving vaccine the patient received the Flu vaccine.  On an unspecified date within a few weeks post the patients
vaccination with Gardasil, she developed severe joint swelling with fluid retention in the joints as well as a 24 pounds weight gain.  On an unspecified date, the
patient was seen in the office.  Laboratory results from an unspecified date, unspecified thyroid and rheumatology blood tests which were reported to be
negative.  The patient was referred to rheumatologist, and on an unspecified date, was diagnosed with a viral infection which the rheumatologist felt was not
related to Gardasil.  At the time of this report, the patient had not recovered.  No other information was provided.  Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:

Sulfonamide allergyPrex Illness:

diagnostic laboratory, negative; thyroid function test, negative

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

307462-1

09-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Fluid retention, Joint swelling, Viral infection, Weight increased

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
11-Apr-2008
Status Date

PA
State

WAES0802USA00434
Mfr Report Id

Information has been received from a representative concerning a female who on unspecified date was vaccinated intramuscularly with her third dose of
GARDASIL (lot# not reported) and a month after the injection developed a little lump at the injection site. The site is tender and "hurts to rub it." There was no
report of rash or redness at the site. At the time of the report, the patient was still recovering. No other information was provided. Additional information has
been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

307463-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site mass, Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7641
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
09-Apr-2008
Status Date

--
State

WAES0802USA00443
Mfr Report Id

Information has been received from a registered nurse concerning her 16 year old daughter who in June 2007, was vaccinated with a first dose of Gardasil (lot#
unknown) 0.5 mL injection.  In August 2007 the patient received a second dose of Gardasil (lot# unknown) 0.5 mL injection.  In October 2007, the patient
skipped her period.  Medical attention was sought.  As per the nurse, the patient is not pregnant.  The nurse also reported that the patient received a third dose
of Gardasil vaccine (lot# unknown) 0.5 mL injection in December 2007 and so far the patient is already one week later for her January period.  To date the
patient had not had her period yet.  On an unspecified date the patient had a regular Pap smear performed.  No further information was provided.  Additional
information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

cervical smear
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

307464-1

09-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Menstruation delayed

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7642
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Dec-2007
Vaccine Date

19-Dec-2007
Onset Date

0
Days

09-Apr-2008
Status Date

--
State

WAES0802USA00445
Mfr Report Id

Follow up information has been received from a physician's assistant concerning an 18 year old female with no previous medical history, who on 19-DEC-2007
was vaccinated with her first dose of Gardasil (lot number: 659055/1522U). No concomitant medications. On 19-DEC-2007, after the injection the patient got up
to check out window and had syncopal episode. She hit her head on the plexiglass partition at the window with a minor laceration and bump. EMS was called
second degree to patient hitting head, but the patient refused to go the hospital for evaluation. The physician assistant called the patient the next day and she
felt well. No other adverse reactions. No further information is available.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

307465-1

09-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Head injury, Skin laceration, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1522U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7643
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Jan-2008
Vaccine Date

30-Jan-2008
Onset Date

0
Days

10-Apr-2008
Status Date

--
State

WAES0802USA00447
Mfr Report Id

Initial and follow up information has been received from a physician's assistant concerning a 17 year old white female student with no previous medical history,
who on 25-JUL-2007 was vaccinated with the first dose, on 26-SEP-2007 with the second dose and on 30-JAN-2008 with the third dose of GARDASIL (lot
number: 659055/1522U).  Concomitant therapy included minocycline HC1 (DENTOMYCIN (minocycline hydrochloride)) and drospirenone (+) ethinyl estradiol
(YAZ).  On 30-JAN-2008 after the 3rd and final vaccination the patient at the check out window had a syncopal episode.  She regained awareness in a matter
of < 1 minute.  She did have an episode of vomiting after regaining awareness.  Subsequently the patient recovered.  The patient did not experience any
reaction or adverse effect after the 1st and 2nd dose of vaccines.  Additional information has been requested.

Symptom Text:

Yaz; Dentomycin (Minocycline)Other Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

307466-1

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 No reaction on previous exposure to drug, Syncope, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1522U 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7644
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Oct-2007
Vaccine Date

01-Oct-2007
Onset Date

0
Days

09-Apr-2008
Status Date

--
State

WAES0802USA00457
Mfr Report Id

Information has been received from a mother concerning her 12 year old daughter who sometime in October 2007, was vaccinated with the first dose, in DEC
2007 with her second dose of Gardasil (lot numbers not provided). In October 2007, the patient experienced terrible consistent headaches. The headaches
went away for a while but came back after she had the second dose in December 2007. The patient states the headaches have remained constant and she
said on a scale of 1-10 they remain a 7 and they last all day and all night. Patient has missed 2 weeks of school because of it. The patient's mother states that
her daughter has been to the physician 13 times regarding her daughter's headaches. Patient has been to several neurologists and they could not find anything
wrong. Patient has been give Tylenol with codeine, Aleve, hydrocodone, Motrin, Advil and Immatrex (manufacturers unknown) and this past week she was
given Depakote intravenously. Patient's mother states that none of the medications have helped but have only made her feel worse. The patient's terrible
consistent headaches persisted. No further information is available.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory; magnetic resonance; computed axial
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

307467-1

09-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Activities of daily living impaired, Headache

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7645
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Jul-2007

Vaccine Date
31-Jul-2007
Onset Date

0
Days

10-Apr-2008
Status Date

--
State

WAES0802USA00470
Mfr Report Id

Information has been received from a physician concerning a female who on 31-JUL-2007 was vaccinated with GARDASIL (lot number: 656371/0181U).  On
31-JUL-2007 the patient experienced syncope.  Subsequently, the patient recovered from syncope.  No further information is available.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

307468-1

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0181U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7646
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Jul-2007

Vaccine Date
Unknown

Onset Date Days
11-Apr-2008
Status Date

--
State

WAES0802USA00472
Mfr Report Id

Information has been received from a physician concerning a 12 year old female who on 16-JUL-2007 was vaccinated with the first dose (lot number:
657617/0384U), on 20-SEP-2007 with the second dose (lot number: 658282/0929U) and 20-JAN-2008 with the third dose of Gardasil (lot number not
provided). Concomitant therapy included VAQTA. It was reported that the patient had "gotten her first period after receiving the vaccine, but it only had lasted
for a day." It was also reported that this "also occurred after she had received her second dose of Gardasil, with her period only lasting a day." The patient's
mother was reluctant and didn't schedule her for her third dose. The patient recovered. On an unspecified date the patient received her third dose. No further
information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

307469-1

06-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hypomenorrhoea, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0384U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7647
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Jan-2008
Vaccine Date

31-Jan-2008
Onset Date

6
Days

10-Apr-2008
Status Date

--
State

WAES0802USA00473
Mfr Report Id

Information has been received from a physician concerning a 14 year old female who on 25-JAN-2008 was vaccinated with GARDASIL (lot number:
656371/0181U).  On 31-JAN-2008 the patient experienced rash all over body, including back, chest, and legs.  The patient was treated by physician with
Benadryl.  No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

307470-1

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash generalised

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0181U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7648
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Jan-2008
Vaccine Date

23-Jan-2008
Onset Date

1
Days

10-Apr-2008
Status Date

MN
State

WAES0802USA00477
Mfr Report Id

Information has been received from a representative concerning a 17 year old female who on 22-JAN-2008 was vaccinated with GARDASIL (lot# not reported).
 On 23-JAN-2008 the patient experienced severe pains up her back and down her legs that lasted for two days.  She also had flu-like symptoms but no fever,
congestion, or nausea.  Subsequently, the patient recovered from severe pains and flu-like symptoms.  No further information was provided.  Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

307472-1

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Back pain, Influenza like illness, Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7649
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Dec-2007
Vaccine Date

12-Jan-2008
Onset Date

31
Days

09-Apr-2008
Status Date

--
State

WAES0802USA00486
Mfr Report Id

Information has been received from a health professional concerning a 27 year old female who on 12-JUN-2007 was vaccinated intramuscularly with her first
dose of Gardasil. On 13-AUG-2007 the patient was vaccinated intramuscularly with her second dose of Gardasil. On 12-DEC-2007 the patient was vaccinated
intramuscularly with her third dose of Gardasil (lot # 659439/1267U). Concomitant therapy included albuterol (VENTILAN (albuterol)) as needed and cough,
cold, and flu therapies (unspecified). On approximately 12-JAN-2008 the patient experienced a tender "knot" at the injection site. The patient's tender "knot" at
the injection site persisted. The patient saw her primary physician and he will be ordering unspecified tests. No other details. Additional information has been
requested.

Symptom Text:

VENTILAN (ALBUTEROL); cough, cold, and flu therapiesOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
27.0

307474-1

09-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, Injection site mass, Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1267U0 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7650
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Oct-2007
Vaccine Date

30-Oct-2007
Onset Date

0
Days

11-Apr-2008
Status Date

WV
State

WAES0802USA00489
Mfr Report Id

Information has been received from a health professional concerning a 21 year old female with a history of acne who on 30-OCT-2007 was vaccinated
intramuscularly with her first dose of GARDASIL (lot # not reported). Concomitant therapy included DENTOMYCIN and vitamins (unspecified). On 31-OCT-
2007 the patient experienced a syncopal episode. Patient passed out and regained consciousness almost immediately. Subsequently, the patient recovered
from syncopal episode on the same day. On 02-JAN-2008 the patient was vaccinated intramuscularly with her second dose of GARDASIL (lot# not reported)
with no adverse reaction noted. The patient sought medical attention in the office. Additional information has been requested.

Symptom Text:

DENTOMYCIN; vitamins (unspecified)Other Meds:
Lab Data:
History:

AcnePrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

307476-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7651
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Apr-2008
Status Date

GA
State

WAES0802USA00498
Mfr Report Id

Information has been received from a 19 year old black female, with no drug allergies, a medical history of an abnormal pap smear, a colposcopy in 2007, one
pregnancy, and an elective termination of a subsequent pregnancy in 2002 (LMP was 16 weeks), and a family history of heart disease, hypertension and
diabetes.  The patient was vaccinated with her second dose of 0.5 ml of GARDASIL intramuscularly on an unspecified date.  Concomitant therapy during the
pregnancy included ferrous sulfate (FeSO4) and prenatal vitamins.  The patient became pregnant sometime after receiving her second dose of GARDASIL.
The patient did not seek medical attention.  No adverse event was reported.  Follow up information has been received from a certified nurse midwife.  The
patient sought medical attention and on the 20th of an unspecified month and 18-DEC-2007 ultrasounds were performed which revealed complete previa.
Additional information was not readable.  The comment was that previa was cleared.  Other diagnostic laboratory tests included haemoglobin at 9.5.  The
patient was started on ferrous sulfate (FeSO4).  Additional information has been requested.

Symptom Text:

Ferrous sulfate mg; Vitamins (unspecified)Other Meds:
Lab Data:
History:
Prex Illness:

Ultrasound complete previa; Ultrasound 12/18/07 complete previa; Hemoglobin (value) 9.5
Papanicolaou smear abnormal; Termination of pregnancy - elective; Colposcopy.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

307477-1

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Placental disorder

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7652
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Feb-2008
Vaccine Date

01-Feb-2008
Onset Date

0
Days

11-Apr-2008
Status Date

MI
State

WAES0802USA00500
Mfr Report Id

Information has been received from a health professional concerning a 19 year old female who on 01-FEB-2008 was IM vaccinated with her first dose of
GARDASIL (Lot # 659439/1267U). On 01-FEB-2008 the patient experienced syncope. The patient sought unspecified medical treatment. Subsequently, the
patient recovered from syncope. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

307478-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1267U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7653
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Apr-2008
Status Date

--
State

WAES0802USA00798
Mfr Report Id

Information has been received from a Registered Nurse concerning a female who was vaccinated with her second dose of GARDASIL 0.5 ml (therapy route not
reported).  Subsequently the patient experienced syncope.  No other information was reported.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

307480-1

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7654
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
09-Apr-2008
Status Date

--
State

WAES0802USA00802
Mfr Report Id

Information has been received from a certified medical assistant concerning a female, approximately 12 years old, who was vaccinated with Gardasil.
Subsequently, the patient experienced a delayed period of one month. The patient's menstrual cycle returned to normal on it's own and the patient was
reported to be recovered. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

307482-1

09-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Menstruation delayed

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7655
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Apr-2008
Status Date

--
State

WAES0802USA00814
Mfr Report Id

Information has been received from a certified medical assistant concerning a female patient between 13-16 years old, who was vaccinated with GARDASIL.
The certified medical assistant reported the patient wanted to receive her GARDASIL vaccine while standing up had passed out almost immediately after the
vaccine was administered.  Subsequently, the patient recovered and was fine before leaving the office.  No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

307483-1

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Loss of consciousness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7656
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
28-Nov-2007
Onset Date Days

09-Apr-2008
Status Date

MI
State

WAES0802USA00836
Mfr Report Id

Information has been received from a nurse concerning a 33 year old female who on 28-NOV-2007 was vaccinated intramuscularly with her first dose of
Gardasil (lot#658560/1062U). On 30-JAN-2008 the patient was vaccinated intramuscularly with her second dose of Gardasil (lot# 659653/1448U). On 01-FEB-
2007 the patient had complete muscle weakness and was seen in by the doctor. No treatment was ordered. The patient was also on an antibiotic for a sinus
infection. The nurse spoke with the patient on 04-FEB-2007 and she cannot write, hold a glass or pick up her 18 month old child. She will be seen on 05-FEB-
2008 by her primary care physician. The patient had unnamed blood tests that were negative. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory negative
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
33.0

307484-1

22-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Activities of daily living impaired, Inappropriate schedule of drug administration, Muscular weakness

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1448U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7657
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
09-Apr-2008
Status Date

FL
State

WAES0802USA00895
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with Gardasil. Subsequently the patient experienced renal failure.
The physician was in a hospital facility when a nurse approached him and stated that a family member of hers had received Gardasil and went into renal failure.
No further information was provided and the physician can not be contacted. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

307486-1

09-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Renal failure

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7658
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
09-Apr-2008
Status Date

--
State

WAES0802USA00920
Mfr Report Id

Information has been received from a 14 year old female who was vaccinated with all three doses of Gardasil on unspecified dates. Subsequently the patient
experienced nausea, dizziness and heart rate dropped into the 20s after receiving the first vaccination. No further information was available. The patient's
outcome was not reported. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

307487-1

09-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Heart rate decreased, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7659
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Sep-2007
Vaccine Date

01-Sep-2007
Onset Date

0
Days

11-Apr-2008
Status Date

CO
State

WAES0802USA00976
Mfr Report Id

Information has been received from a physician concerning a 15 year old female who in September 2007, was vaccinated with the first dose of GARDASIL (lot#
reported as 02444). Concomitant therapy included MENACTRA and ADACEL. During follow-up on 22-JAN-2008, the patient has been complaining of reduced
energy, not being able to participate in sports, tired type of reaction and reduced ability to use joints and arms. The intensity has increased since onset a few
days after the administration of the first dose of GARDASIL. The patient has continued with the series and had doses two and three. Additional information has
been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

307488-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Activities of daily living impaired, Arthropathy, Asthenia, Fatigue, Injected limb mobility decreased

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

TDAP
HPV4
MNQ

SANOFI PASTEUR
MERCK & CO. INC.
SANOFI PASTEUR

NULL
NULL
NULL

0
0
0

Unknown
Unknown
Unknown

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 7660
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Jan-2008
Vaccine Date

29-Jan-2008
Onset Date

0
Days

10-Apr-2008
Status Date

--
State

WAES0802USA00982
Mfr Report Id

Information has been received from a health professional concerning a 24 year old white female who on 17-JUL-2007 was vaccinated with her first dose of
GARDASIL (lot# 658490/0802U).  On 29-JAN-2008 the patient was vaccinated with another dose of GARDASIL (lot# 659439/1267U).  The patient reported on
29-JAN-2008 that since she began GARDASIL on 17-JUL-2007 she has had three full periods in a two month time frame.  Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

307489-1

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Menstrual disorder

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1267U Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7661
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Mar-2008
Vaccine Date

19-Mar-2008
Onset Date

1
Days

24-Mar-2008
Status Date

AR
State Mfr Report Id

TIC received from clients father stating that pt. formed a rash thru the night.  States that she has small red bumps on bilat forearms, hands & L thigh, reports no
fever, reports itching.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

307491-1

24-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus, Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Mar-2008

Received Date

Prex Vax Illns:

TDAP
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

C2889AA
0384U

0
0

Right arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 7662
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Dec-2007
Vaccine Date

Unknown
Onset Date Days

10-Apr-2008
Status Date

MO
State

WAES0802USA01028
Mfr Report Id

Information has been received from a consumer concerning her daughter who had a sulfonamide allergy who on 27-DEC-2007 was vaccinated with her 1st
dose, 0.5 ml of GARDASIL (lot # not provided).  Concomitant therapy included amoxicillin, lansoprazole (PREVACID) and calcium (unspecified).  Since the
beginning of January 2008, the patient has been experiencing mild and severe headaches, abdominal pain, tiredness and she feels like she has to vomit
everyday.  The patient's mild and severe headaches, abdominal pain, tiredness and she feels like she has to vomit everyday persisted.  The patient sought
unspecified medical attention and had unspecified blood work performed.  Additional information has been requested.

Symptom Text:

Amoxicillin; Calcium (unspecified); PrevacidOther Meds:
Lab Data:
History:

Sulfonamide allergyPrex Illness:

Diagnostic laboratory

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

307492-1

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Fatigue, Headache, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7663
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Jan-2008
Vaccine Date

15-Jan-2008
Onset Date

0
Days

11-Apr-2008
Status Date

--
State

WAES0802USA01030
Mfr Report Id

Information has been received from a Nurse Practitioner concerning a 23 year old female with a history of asthma and cow's milk allergy who on 15-JAN-2008
was vaccinated with her 1st dose. IM with Gardasil (lot # not provided). On 15-JAN-2008 the patient developed a "fine red rash all over her face that itched
within an hour post injection." Subsequently, the rash lasted for an hour and cleared on its own. The patient sought unspecified medical attention. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Asthma; Cow's milk allergyPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

307494-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Rash, Rash pruritic

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7664
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Dec-2007
Vaccine Date

17-Dec-2007
Onset Date

0
Days

11-Apr-2008
Status Date

--
State

WAES0802USA01038
Mfr Report Id

Information has been received from a health professional concerning a 26 year old female with a history of drug hypersensitivity who on 17-DEC-2007 was
vaccinated IM with the first dose of Gardasil (0530u). Concomitant therapy included hormonal contraceptives (unspecified). On 17-DEC-2007 the patient
experienced severe headache. Per the reporter, the headache continued for 21 days. TYLENOL was effective but if the patient did not take it the headache
would reoccur. The patient sought unspecified medical attention. No other symptoms were noted. Subsequently, the patient recovered from the severe
headache on 07-JAN-2008. No additional information is available at the this time. Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

Drug hypersensitivity

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

307498-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Headache

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0530U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7665
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
05-Dec-2007
Onset Date Days

10-Apr-2008
Status Date

TN
State

WAES0802USA01063
Mfr Report Id

Information has been received through the a pregnancy registry from a consumer concerning her white 15 year old daughter with sulfonamide allergy and a
history of infectious mononucleosis (AUG 2007) who on an unspecified date was vaccinated with her first dose of GARDASIL.  On 19-DEC-2007, the patient
was vaccinated in the leg with her second dose of GARDASIL.  There was no concomitant medication.  On 02-FEB-2007 the patient "became aware of
pregnancy" (LMP reported as 05-DEC-2007).  The patient sought unspecified medical attention.  No further details were provided.  On 11-FEB-2008, follow-up
information was received from a physician reporting that the patient had an ultrasound due to spotting.  The results of the ultrasound were normal.  Additional
information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 12/5/2007); Sulfonamide allergyPrex Illness:

Ultrasound 02/11/08 normal.
Infectious mononucleosis

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

307499-1

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7666
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Jan-2008
Vaccine Date

Unknown
Onset Date Days

11-Apr-2008
Status Date

MI
State

WAES0802USA01069
Mfr Report Id

Initial information has been received from a physician and follow up information received from a health professional concerning a 17 year old female student
patient with no known drug allergies, and no previous medical history, who on 31-JAN-2008 at 4:30 PM, was vaccinated IM in the left arm with the first dose of
Gardasil (lot# 659439/1267U). Concomitant therapy included YASMIN. Subsequently the patient experienced headache, dizziness, pruritus, fever, fingers
tingling on left hand and fever blisters on her lips and inside her mouth. Emergency room medical attention was sought. The patient's outcome is unknown. No
product quality complaint was involved. Additional information has been requested.

Symptom Text:

YASMINOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

307500-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Headache, Oral herpes, Paraesthesia, Pruritus, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1267U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7667
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Jan-2008
Vaccine Date

21-Jan-2008
Onset Date

0
Days

10-Apr-2008
Status Date

VA
State

WAES0802USA01075
Mfr Report Id

Information has been received from a physician concerning a 25 year old female who on 21-JAN-2008 was vaccinated with her third dose of GARDASIL.
About two hours after receiving the vaccine, on 21-JAN-2008, the patient developed itching, an then not too much later, the patient experienced welts.  The
patient took Benadryl and developed hives.  The patient was given epi pens and steroids and was sent to her OB/GYN's office who had given her Zyrtec, but
the patient's problems persisted.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

307501-1

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7668
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Apr-2008
Status Date

ME
State

WAES0802USA01077
Mfr Report Id

Information has been received from a physician's assistant concerning a female patient who was vaccinated with a dose of GARDASIL.  Subsequently the
patient fainted.  It was also reported that the patient did not feel right after the vaccination.  It was reported that before the vaccination the patient had hardly
eaten anything and had played basketball for an hour.  No medical attention was sought.  The patient's outcome is unknown.  No product quality complaint was
involved.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

307502-1

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Malaise, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7669
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Nov-2007
Vaccine Date

13-Nov-2007
Onset Date

0
Days

10-Apr-2008
Status Date

MA
State

WAES0802USA01091
Mfr Report Id

Information has been received from a physician concerning a 17 year old female with a history of asthma and drug hypersensitivity to Keflex who on 13-NOV-
2007, originally reported as 20-Nov-2007, was intramuscularly vaccinated with Gardasil (lot # 657737/0522U).  Concomitant therapy included hormonal
contraceptives (unspecified).  On 14-Nov-2007, originally reported as 21-NOV-2007, the patient experienced dizziness, nausea, vomiting and tenderness at
injection site.  Subsequently, the patient recovered from dizziness, nausea, vomiting and tenderness at injection site on 14-Nov-2007, originally reported as 22-
Nov-2007.  No further information is expected.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Asthma; Drug hypersensitivity

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

307503-1

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Injection site pain, Nausea, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0522U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7670
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Apr-2008
Status Date

MA
State

WAES0802USA01102
Mfr Report Id

Information has been received from a physician concerning a female who tested positive for infectious mononucleosis who was intramuscularly vaccinated with
the first dose of Gardasil.  Subsequently the patient experienced hives.  The patient sought unspecified medical treatment.  Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

serum Epstein-Barr, positive
Infectious mononucleosis

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

307504-1

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7671
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Apr-2008
Status Date

NY
State

WAES0802USA01105
Mfr Report Id

Information has been received from a physician concerning an unknown number of patients who were vaccinated with GARDASIL and complained of pain and
burning when the vaccine is being injected.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

307506-1

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site irritation, Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7672
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Jan-2008
Vaccine Date

02-Feb-2008
Onset Date

5
Days

10-Apr-2008
Status Date

--
State

WAES0802USA01278
Mfr Report Id

Information has been received from a nurse practitioner concerning a 16 year old female who on 19-NOV-2007 was vaccinated with her first dose of
GARDASIL.  On 28-JAN-2008 the patient received her second dose of 0.5 ml of GARDASIL (Lot #659653/1448U).  Concomitant therapy included ethinyl
estradiol (+) levonorgestrel (ALESSE).  On 02-FEB-2008 the patient developed hives.  The patient's outcome was not reported.  Additional information has
been requested.

Symptom Text:

AlesseOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

307507-1

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1448U 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7673
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Feb-2008
Vaccine Date

06-Feb-2008
Onset Date

1
Days

10-Apr-2008
Status Date

--
State

WAES0802USA01308
Mfr Report Id

Information has been received from a registered nurse concerning a 15 year old female who on 05-DEC-2007 was vaccinated with her first dose of Gardasil (lot
0530U).  She did not experience any difficulties at that time.  She received her second dose on 05-FEB-2008. There was no concomitant medication.  On 06-
FEB-2008 the patient woke up with a sore throat, aching body and a generalized body soreness, like she was lifting weights.  She did not have a fever.
Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

307508-1

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 No reaction on previous exposure to drug, Pain, Pharyngolaryngeal pain

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7674
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Jan-2008
Vaccine Date

24-Jan-2008
Onset Date

4
Days

10-Apr-2008
Status Date

--
State

WAES0802USA01309
Mfr Report Id

Information has been received from a physician concerning a 10 year old female who in November 2007, was vaccinated with GARDASIL (lot 658219/0755U).
There was no adverse reaction.  She received her second dose on 20-JAN-2008.  On 24-JAN-2008 she developed an itchy rash with lesions on her trunk which
then spread to her extremities.  She was treated with diphenhydramine (BENADRYL).  On 28-JAN-2008 the patient recovered from itchy rash and lesions.  The
physician reported she was unsure if it was related to GARDASIL vaccine or if it may be chicken pox despite being vaccinated as a young child.  Additional
information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
10.0

307509-1

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 No reaction on previous exposure to drug, Rash pruritic, Skin lesion

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7675
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Apr-2008
Status Date

MI
State

WAES0802USA01317
Mfr Report Id

Information has been received from a health professional who states that some clients had experienced adverse events post vaccination with Gardasil.  The
events included fainting, dizziness, visual changes and hot flashes.  The number of patients involved was unknown and the reporter thinks that the clients have
recovered.  The reporter states that she made this call for the doctor and has no other information on the clients.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

307510-1

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Hot flush, Syncope, Visual disturbance

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7676
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Jul-2007

Vaccine Date
Unknown

Onset Date Days
10-Apr-2008
Status Date

--
State

WAES0802USA01320
Mfr Report Id

Information has been received from a health professional concerning a 13 year old female who on 10-JUL-2007 was vaccinated intramuscularly with her first
dose of Gardasil (Lot # 653735/0688F).  On an unspecified date, the patient developed a wart on her upper lip.  On an unspecified date, the patient was
vaccinated with her second dose of Gardasil.  Subsequently, a biopsy was performed on the wart which determined it was an HPV wart.  The patient had the
wart removed.  No further information was provided.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

biopsy, wart determined to be an HPV wart
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

307511-1

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Papilloma viral infection, Skin papilloma

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0688F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7677
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Apr-2008
Status Date

--
State

WAES0802USA01349
Mfr Report Id

Information has been received from a health professional concerning an 18 year old female who was vaccinated intramuscularly with the second dose of
Gardasil (date unspecified).  Per the reporter the patient's period started early and she experienced very bad cramps.  Subsequently, the patient recovered
from her period starting early and very bad cramps.  No further information is available.  No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

307512-1

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dysmenorrhoea, Menstruation irregular

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7678
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Feb-2008
Vaccine Date

04-Feb-2008
Onset Date

0
Days

10-Apr-2008
Status Date

--
State

WAES0802USA01351
Mfr Report Id

Information has been received from a company representative concerning a female who on 04-FEB-2008 was vaccinated with the first dose of Gardasil.  On
04-FEB-2008 the patient experienced injection site swelling and injection site redness.  The patient's injection site swelling and injection site redness persisted.
The patient sought unspecified medical attention.  This is a hearsay report in the absence of an identifiable patient.  Attempts are being made to verify the
existence of a patient.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

307513-1

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7679
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Mar-2008
Vaccine Date

15-Mar-2008
Onset Date

1
Days

26-Mar-2008
Status Date

MO
State Mfr Report Id

Patient woke on Saturday,03/15/08 @ 8:00am with headache, nausea, fever of 99.  c/o numbness in toes and began hallucinating "talking to pink bunnies".
Numbness, hallucinations and "violent outbursts" continue.  Went to ER on Sunday, 03/16/08 with above symptoms.  4/4/08 Spoke w/parent who states patient
never admitted.  Seen in ER x 2 & seen by PCP x 2.  No diagnosis other than new onset migraine HAs.  Missed 7 days of school due to pain & violet outbursts.
4/11/08 Reviewed ER medical records of 3/16 & 3/22/2008. 3/16/08 FINAL DX: Malaise, dehydration Records reveal patient feeling unwell x 1 day.  Aching pain
in arms, neck & jaw, chills, malaise, nausea, HA, visual hallucinations & numbness/tingling.  Tx w/IVF & antinausea med.  Improved & d/c to home.  3/22/08
FINAL DX: fever, HA & nausea Records reveal patient returned to ER.  Tx w/antinausea med & d/c to home w/additional oral antinausea med.

Symptom Text:

Ortho Evra, MotrinOther Meds:
Lab Data:

History:
NonePrex Illness:

Mother stated they did a UA and a swab for flu.  All negative.  Does not know what they tested for besides flu.  Scheduled for CAT scan of head on 03/21/08.
LABS:  parent reports all blood tests & CT scans were WNL  3/16/2008 LABS: B
None  PMH: contraception.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

307525-1

15-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Activities of daily living impaired, Aggression, Chills, Dehydration, Hallucination, visual, Headache, Hypoaesthesia, Malaise, Migraine, Nausea, Neck pain,
Pain, Pain in jaw, Paraesthesia, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
20-Mar-2008

Received Date

Prex Vax Illns:

TDAP
HPV4
MNQ

SANOFI PASTEUR
MERCK & CO. INC.
SANOFI PASTEUR

C2863AA
1446U
U2550AA

5
0
0

Left arm
Right arm
Right arm

Intramuscular
Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Jan-2008
Vaccine Date

26-Jan-2008
Onset Date

5
Days

10-Apr-2008
Status Date

--
State

WAES0802USA01575
Mfr Report Id

Information has been received from a physician concerning a 19 year old female with attention deficit/hyperactivity disorder who on 21-JAN-2008 was
vaccinated with her third dose of GARDASIL.  The patient experienced transient abdominal discomfort with a prior dose of GARDASIL.  On 26-JAN-2008 the
patient was seen for complaints of a sore throat and felt to have neck muscle strain accounting for her pain.  On 29-JAN-2008 the patient was seen again for
chest pain and light headedness.  An electrocardiogram (EKG) was normal.  Pain seemed to be musculoskeletal in nature (costochondritis).  Anti-inflammatory
agents were prescribed, which the patient did not take, but instead went to the emergency room for narcotic analgesics.  The physician does not feel that these
complaints are related to GARDASIL, but rather to heavy lifting (patient works in a nursing home).  The patients outcome is unknown.  Additional information
has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Attention deficit/hyperactivity disorderPrex Illness:

Electrocardiogram normal

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

307540-1

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal discomfort, Chest pain, Dizziness, Muscle strain, Pharyngolaryngeal pain

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7681
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Apr-2008
Status Date

--
State

WAES0802USA01670
Mfr Report Id

Information has been received from a physician concerning a female (demographics not provided) who, on an unspecified date was vaccinated with Gardasil
(Lot # not provided).  Subsequently the patient developed eosinophilic fascitis.  The reporting physician was not the treating physician.  The reporter received
the information through a phone call from a pediatrician.  No specified information regarding the patient was given.  No further information was provided.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

307541-1

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Eosinophilic fasciitis

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7682
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Apr-2008
Status Date

--
State

WAES0802USA01763
Mfr Report Id

Information has been received from a female consumer who in July 2007, was vaccinated intramuscularly with the first dose of Gardasil.  Per the patient, she
has been diagnosed with an ovarian cyst since receiving the Gardasil.  The patient had no physician information and requested prescribing information.  The
patient sought unspecified medical attention.  No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

307545-1

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Ovarian cyst

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7683
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Feb-2008
Vaccine Date

08-Feb-2008
Onset Date

0
Days

10-Apr-2008
Status Date

--
State

WAES0802USA01764
Mfr Report Id

Information has been received from the husband of a 33 year old female who on 08-FEB-2008 was inadvertently vaccinated with GARDASIL instead of the
influenza virus vaccine (unspecified).  The reporter stated that the patient was in her second trimester of pregnancy.  The patient sought unspecified medical
attention.  No additional information was provided.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = Unknown)Prex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
33.0

307547-1

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Wrong drug administered

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7684
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Apr-2008
Status Date

--
State

WAES0802USA01782
Mfr Report Id

Information has been received from a health professional concerning a female, with no history of allergies, who was vaccinated with Gardasil.  Subsequently
the patient experienced coughing, sore throat and fever.  No additional information was provided.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

307551-1

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Cough, Pharyngolaryngeal pain, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7685
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Mar-2008
Vaccine Date

07-Mar-2008
Onset Date

0
Days

25-Mar-2008
Status Date

AK
State Mfr Report Id

Left arm looked normal until a couple of days after vaccination, became swollen, slight raised, red, goose bumps with white dots on left deltoid where shot was
given. No shortness of breath, arm itching. Applied Benadryl cream to arm, it helped with the itching, used for three to four days. Raise bumps is still there
according to Mother on 3/20/2007 Watch for shortness of breath, see MD is arm becomes worse or bump does not go away. Warm packs and Benadryl cream
to left deltoid arm. PHN RN

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

307557-1

25-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Injection site erythema, Injection site rash, Injection site swelling, Oedema peripheral, Pruritus, Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0187U 2 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 7686
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Mar-2008
Vaccine Date

20-Mar-2008
Onset Date

0
Days

25-Mar-2008
Status Date

PA
State Mfr Report Id

Felt dizzy and passed out, skin turned pale.  Was given juice and was told to lay down.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

307559-1

25-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Loss of consciousness, Pallor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-Mar-2008

Received Date

Prex Vax Illns:

TDAP

HPV4
HEPA

GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

AC52B021AA

AHAVB176AA
1757U

0
0

Right arm

Left arm
Right arm

Intramuscular

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 7687
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Jan-2008
Vaccine Date

18-Jan-2008
Onset Date

14
Days

10-Apr-2008
Status Date

MI
State

WAES0802USA01812
Mfr Report Id

Information has been received from a licensed practical nurse concerning a 21 year old female with no pertinent medical history or drug reactions/allergies who
on 02-NOV-2007 was vaccinated with a first dose of GARDASIL (lot# 659435/1265U) 0.5 mL IM in the left arm.  The patient did not experience any problems
after the first dose.  There was no concomitant medication.  On 04-JAN-2008 the patient was vaccinated with a second dose of GARDASIL (lot#
659435/1265U) 0.5 mL IM in the right arm.  On 18-JAN-2008 the patient experienced an outbreak of venereal warts.  Medical attention was sought.  The patient
used (imiquimod) ALDARA cream which cleared up the venereal warts.  On 07-FEB-2008 the patient recovered from venereal warts.  Additional information
has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

307560-1

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anogenital warts, No reaction on previous exposure to drug

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1265U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7688
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Aug-2007
Vaccine Date

09-Aug-2007
Onset Date

0
Days

10-Apr-2008
Status Date

--
State

WAES0802USA01825
Mfr Report Id

Information has been received from a nurse concerning a 14 year old female who on 09-AUG-2007 was vaccinated by "injection" (originally reported as orally)
with 0.5 mL of the first dose of GARDASIL (lot #658554/0928U).  On 09-AUG-2007 the patient experienced vomiting, "within five minutes of receiving her first
dose".  It was also reported that the patient received her second dose of GARDASIL (lot #659653/1448U) on 04-FEB-2008 and experienced vomiting "within
five minutes of receiving the dose".  The patient sought unspecified medical attention.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

307561-1

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Vaccine positive rechallenge, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0928U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7689
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Dec-2007
Vaccine Date

26-Dec-2007
Onset Date

7
Days

10-Apr-2008
Status Date

AL
State

WAES0802USA01858
Mfr Report Id

Information has been received from a consumer concerning her 11 year old daughter who on 19-DEC-2007 was vaccinated with the first dose of GARDASIL.
Concomitant therapy included pimozide (ORAP) and guanfacine HC1 (TENEX).  The consumer reported that her daughter had minor ticks in her face for about
2 years but they were controlled with the ORAP.  About a week after receiving GARDASIL, the patient started having ticks where her arms, legs and head
would twitch about every 4 seconds and her eyes would blink about every 4 seconds as well.  The patient had gone to a neurologist, and had an MRI done of
her brain.  The patient was diagnosed with Tourette's syndrome and was placed on TENET. Additional information has been requested.

Symptom Text:

Tenex; OrapOther Meds:
Lab Data:
History:
Prex Illness:

Magnetic resonance
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

307562-1

21-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Excessive eye blinking, Muscle twitching, Neurological examination abnormal, Tic, Tourettes disorder

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1267U 0 Right arm Unknown



10 JUN 2008 06:27Report run on: Page 7690
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Apr-2008
Status Date

IN
State

WAES0802USA01887
Mfr Report Id

Information has been received from a physician concerning her 18 year old daughter who was vaccinated on unspecified dates intramuscularly with 0.5 mL of
Gardasil (lot numbers not reported).  It was reported that the patient experienced severe pain at the injection site during administration of all three doses of
Gardasil.  The physician reported that "the pain resolved without requiring treatment and the patient completely recovered."  No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

307563-1

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7691
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Jan-2008
Vaccine Date

29-Jan-2008
Onset Date

0
Days

10-Apr-2008
Status Date

MD
State

WAES0802USA01920
Mfr Report Id

Information has been received from a patient's mother concerning her 12 year old daughter with a history of injection site reactions who on 29-JAN-2008 was
vaccinated intramuscularly with her first dose of Gardasil.  There was no concomitant medication.  On 29-JAN-2008 the patient experienced warmth and
swelling at the injection site.  The patient's warmth and swelling at the injection site persisted.  The patient sought unspecified medical attention.  Additional
information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
Injection site reaction

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

307564-1

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site swelling, Injection site warmth

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7692
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Feb-2008
Vaccine Date

06-Feb-2008
Onset Date

0
Days

10-Apr-2008
Status Date

KY
State

WAES0802USA01934
Mfr Report Id

Information has been received from a physician concerning a 12 year old female with attention deficit/hyperactivity disorder who on 06-FEB-2008 was
vaccinated 0.5mL with her first dose of GARDASIL (lot #659655/1486U).  On 06-FEB-2008 the patient fainted 2 minutes after receiving her vaccination.
Reporter noted they were not sure if it was a seizure because they did not witness the fainting.  The patient recovered on the same day and went home.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Attention deficit/hyperactivity disorderPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

307565-1

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1486U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7693
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Apr-2008
Status Date

FL
State

WAES0802USA01954
Mfr Report Id

Information has been received from a physician concerning a female with a history of attention deficit disorder who was vaccinated with all three doses of
Gardasil.  Concomitant therapy included ADDERALL TABLETS.  Subsequently the patient experienced alot of pain at the injection site for all three doses.  The
patient sought unspecified medical attention in the physician's office.  Subsequently, the patient recovered from the injection site pain.  No further information is
available.  Additional information has been requested.

Symptom Text:

ADDERALL TABLETSOther Meds:
Lab Data:
History:
Prex Illness:

Attention deficit disorder

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

307566-1

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Vaccine positive rechallenge

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7694
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-May-2007
Vaccine Date

30-May-2007
Onset Date

0
Days

10-Apr-2008
Status Date

FL
State

WAES0802USA01957
Mfr Report Id

Information has been received from a physician concerning a female with a history of hidradenitis suppurative who on 30-MAY-2007 was vaccinated IM with the
first dose of Gardasil.  Concomitant therapy included ACCUTANE and YASMIN.  On 30-MAY-2007 the patient experienced pain at the injection site.  On 31-
DEC-2007 the patient was vaccinated IM with the second dose of Gardasil.  Subsequently, the patient experienced pain at the injection site and inappropriate
schedule of vaccine administered.  The second vaccine was given at a clinic.  The patient sought unspecified medical attention in the physician's office and
subsequently recovered from the injection site pain and inappropriate schedule of vaccine administered.  No further information is available.  Additional
information has been requested.

Symptom Text:

YASMIN; ACCUTANEOther Meds:
Lab Data:
History:
Prex Illness:

Hidradenitis suppurative

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

307567-1

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, Injection site pain, Vaccine positive rechallenge

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7695
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Apr-2008
Status Date

WA
State

WAES0802USA01963
Mfr Report Id

Information has been received from a physician concerning a 16 year old female who was vaccinated with GARDASIL.  Subsequently the patient fainted about
1 week after receiving the vaccination.  Per the reporter this patient also fainted two more times in the week following her initial episode of fainting.  The patient
sought unspecified medical attention in the physician's office and was referred to a cardiologist.  No other information is available at this time.  Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

307568-1

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7696
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-May-2007
Vaccine Date

30-May-2007
Onset Date

0
Days

10-Apr-2008
Status Date

FL
State

WAES0802USA01971
Mfr Report Id

Information has been received from a health professional concerning her daughter with psoriasis who on 30-MAY-2007 was vaccinated IM with the first dose of
GARDASIL.  Concomitant therapy included topical creams and lotions (unspecified).  The patient received the second dose late on 31-Dec-2007.  It was
reported that the patient experienced pain at the injection site after the 1st and 2nd dose.  Medical attention was sought in the office.  The patient was
recovered day after the vaccination.  No product quality complaint was involved.  This is one of the multiple reports from the same source (WAES#
0802USA01954 and 0802USA01957).  Additional information has been requested.

Symptom Text:

Dermatologic (unspecified)Other Meds:
Lab Data:
History:

PsoriasisPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

307569-1

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Vaccine positive rechallenge

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7697
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Sep-2007
Vaccine Date

28-Sep-2007
Onset Date

0
Days

10-Apr-2008
Status Date

OH
State

WAES0802USA02004
Mfr Report Id

Information has been received from a physician concerning a 13 year old female with no pertinent medical history and no drug reactions/allergies, who on 28-
SEP-2007 was vaccinated with her 0.5 ml second dose of Gardasil (lot number: 1427F/655619) and fainted.  Concomitant therapy included ADACEL.  On
unspecified date the patient recovered from fainting.  Unspecified medical attention was sought.  No further information was provided.  Additional information
has been requested.

Symptom Text:

ADACELOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

307581-1

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1427F 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7698
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Apr-2008
Status Date

--
State

WAES0802USA02010
Mfr Report Id

Information has been received from a female concerning another female who was vaccinated with Gardasil.  The patient received two "shots" and on unknown
date she experienced dizziness and pain.  The outcome of the event and action taking regarding therapy with Gardasil was not reported.  No further information
was available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

307582-1

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7699
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Apr-2008
Status Date

KS
State

WAES0802USA02048
Mfr Report Id

Information has been received from a physician concerning a 15 year old female who was vaccinated intramuscularly with her first dose of Gardasil.
Subsequently the patient fainted after receiving the dose.  The physician mentioned that the patient faints after every shot and blood draws.  It was not
mentioned whether or not the patient had received anymore doses of Gardasil.  Subsequently, the patient recovered from fainting.  Additional information has
been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

307583-1

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Reaction to previous exposure to any vaccine, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7700
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Apr-2008
Status Date

--
State

WAES0802USA02062
Mfr Report Id

Information has been received from a nurse concerning her 16 year old granddaughter with a dust allergy and a history of sinus infection who "sometime in
2007" received an unknown number of vaccinations of Gardasil (lot numbers not provided) when she was 15 years old.  It was reported that in the beginning in
the fall of 2007 the patient experienced crying a lot and gone to a psychologist for treatment.  The patient also hurt her knee at sometime and is unable to play
soccer.  The patient's crying a lot and hurt knee persisted.  No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

House dust allergyPrex Illness:

Unknown
Sinus infection

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

307584-1

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Crying, Joint injury

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7701
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Apr-2008
Status Date

--
State

WAES0802USA02083
Mfr Report Id

Information has been received from a physician concerning a female "around 20-21 years old" who was vaccinated with three doses of Gardasil (lot numbers
not provided).  Subsequently the patient experienced pain at injection site and bruising at injection site.  No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

307585-1

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site bruising, Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7702
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Apr-2008
Status Date

--
State

WAES0802USA02089
Mfr Report Id

Information has been received from a health professional concerning a female who in approximately December 2007, was vaccinated with her first dose of
Gardasil.  Within 20 minutes of receiving the dose, the patient experienced abdominal cramping and vomited.  Subsequently, the patient recovered from
abdominal cramping and vomiting on the same day.  She sought unspecified medical attention.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

307586-1

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7703
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Apr-2008
Status Date

NY
State

WAES0802USA02090
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with her second dose of GARDASIL.  Concomitant therapy included
influenza virus vaccine (unspecified).  Subsequently the patient fainted after receiving both vaccines.  The patient sought unspecified medical attention.
Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

307587-1

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4
FLU

MERCK & CO. INC.
UNKNOWN MANUFACTURER

NULL
NULL

1 Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 7704
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Feb-2008
Vaccine Date

02-Feb-2008
Onset Date

0
Days

10-Apr-2008
Status Date

IL
State

WAES0802USA02106
Mfr Report Id

Information has been received from a nurse concerning a 13 year old female with a history of methicillin-resistant staphylococcal aureus infection who on 02-
FEB-2008 at 9:30 am was vaccinated IM with the first (0.5 ml) dose of GARDASIL (Lot # 657617/0384U).  Concomitant therapy included the second dose of
HAVRIX.  On 02-FEB-2008 at 9:30 pm the patient experienced fainting episode.  The next several days the patient had several fainting spells, one per day.
The patient also experienced dizziness, rapid heartbeat and low blood pressure.  The patient sought medical attention in the office on 04, 05, and 07-Feb-2008.
 The patient was sent to the ER on 05-FEB-2008.  The patient is being referred to an unspecified pediatric cardiologist.  The patient is getting better.  No
product quality complaint was involved.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Computed axial 02/05/08; Diagnostic laboratory 02/05/08 unspecified blood work; Electrocardiogram 02/05/08.
Methicillin-resistant staphylococcal aureus infection

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

307588-1

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Heart rate increased, Hypotension, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

0384U
NULL

0
1

Unknown
Unknown

Intramuscular
Unknown



10 JUN 2008 06:27Report run on: Page 7705
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Jan-2008
Vaccine Date

05-Feb-2008
Onset Date

12
Days

10-Apr-2008
Status Date

IL
State

WAES0802USA02113
Mfr Report Id

Information has been received from a 23 year old female consumer with anxiety who on approximately 17-JUL-2007 was vaccinated with the first dose of
GARDASIL.  On 24-JAN-2008 she had received her third dose of GARDASIL and that same day she also has a PAP test done.  Then on 05-FEB-2008 she
found out that her PAP test came back abnormal for one of the high risk forms of HPV.  Unknown medical attention was sought.  Patient outcome is unknown.
No product quality complaint was involved.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

AnxietyPrex Illness:

Pap test 02/05/08 positive for HPV.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

307589-1

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Papilloma viral infection

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7706
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Feb-2008
Vaccine Date

07-Feb-2008
Onset Date

2
Days

10-Apr-2008
Status Date

TX
State

WAES0802USA02120
Mfr Report Id

Initial and follow-up information has been received from a physician concerning his 13 year old daughter who on approximately 05-FEB-2008, "two weeks ago
on a Tuesday", was vaccinated intramuscularly "in the arm with her second dose" (originally reported as "first dose") of GARDASIL (lot # not reported).
Concomitant therapy included MENACTRA, "administered in the other arm at the same visit".  "On Thursday, 07-FEB-2008", originally reported as "08-FEB-
2008", the patient presented to the office with petechiae around the hip and buttocks.  At the time of follow-up, 20-FEB-2008, it was reported that "the spotting
was going away already".  No other symptoms such as pain were reported.  The patient was not sick at all.  Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

307590-1

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Petechiae

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL 1

Unknown
Unknown

Unknown
Intramuscular



10 JUN 2008 06:27Report run on: Page 7707
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Apr-2008
Status Date

WI
State

WAES0802USA02122
Mfr Report Id

Information has been received from a physician's assistant concerning a 16 year old female who in November 2006, was vaccinated intramuscularly with
GARDASIL (lot # not reported).  Concomitant therapy included tetanus toxoid and meningococcal vaccine (unspecified) given "on the same day" in November
2006.  In approximately January 2007, "two to three months later", the patient developed a wart on her forehead.  The patient sought medical attention for
treatment of the wart.  The wart was surgically removed on an unspecified date.  The patient was not hospitalized for the procedure.  It was reported that the
removed wart tested positive for HPV.  Therapy with human papillomavirus vaccine was discontinued.  Subsequently, on an unspecified date, the patient
recovered from the wart on her forehead.  Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Diagnostic laboratory 01/??/07 HPV + "tested the wart"
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

307591-1

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Papilloma viral infection, Skin papilloma, Surgery

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7708
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Aug-2007
Vaccine Date

Unknown
Onset Date Days

10-Apr-2008
Status Date

PA
State

WAES0802USA02138
Mfr Report Id

Information has been received from a physician concerning a female who on 14-AUG-2007 was vaccinated with a first dose of GARDASIL (Lot# reported as
22U).  Within the same day the patient developed a hive on top of her hand where she received the shot.  It was unknown whether medical attention was
sought.  The patient had not received subsequent doses due to the allergic reaction she had.  The patient's outcome was not reported.  Additional information
has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

307592-1

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hypersensitivity, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7709
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Dec-2007
Vaccine Date

18-Dec-2007
Onset Date

0
Days

10-Apr-2008
Status Date

--
State

WAES0802USA02199
Mfr Report Id

Information was obtained on request by the Company from an agency concerning an 18 year old female with no reported medical history and no pre-existing
illnesses at time of vaccination who on 18-DEC-2007 was vaccinated IM in the left arm with the second dose of GARDASIL (lot # 655327/1287U).  On 18-DEC-
2007 the patient experienced syncope after 1 minute.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

307593-1

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1287U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7710
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Apr-2008
Status Date

--
State

WAES0802USA02232
Mfr Report Id

Information has been received from a consumer concerning her niece who on an unspecified date was vaccinated with GARDASIL.  The patient broke out in
hives 3 days after first shot.  The aunt mentioned that her niece took diphenhydramine hydrochloride (BENADRYL) to help the hives.  She also stated that she
would have her niece's parents call.  The patient's outcome is unknown.  No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

307594-1

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7711
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Nov-2007
Vaccine Date

12-Nov-2007
Onset Date

0
Days

11-Apr-2008
Status Date

--
State

WAES0802USA02355
Mfr Report Id

Information has been received from a registered nurse concerning an 18 year old female with a history of mole excision who on 12-NOV-2007 was vaccinated
with her first dose of GARDASIL (Lot #659437/1266U). Concomitant therapy included birth control. On 12-NOV-2007, immediately after the vaccination, the
patient did not feel well. She experienced a syncopal episode and fainted. The patient collapsed, became unconscious for three to four minutes and started
shaking. The patient also experienced pallor. Her blood pressure was normal. Ammonia was held under her nose. She recovered shortly after. The patient was
not hospitalized. The nurse did not consider the event to be disabling, an other important event, or life threatening. The registered nurse also noted the patient
had a similar experience after a mole was removed. She went home that day with her mother and her vital signs were stable (Pulse=160, blood
pressure=112/68). The patient recovered. The patient refused to come back for a second shot of GARDASIL. it was recommended the patient see a
neurologist. The patient has not been back to the office since 12-NOV-2007. The nurse reported that she did not feel this adverse experienced was from
GARDASIL vaccination. This was all the information the nurse could provide. No additional information is available.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

blood pressure 11/12/07 112/68; total heartbeat count 11/12/07 160
Mole excision; General symptom

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

307595-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness, Malaise, Pallor, Syncope, Tremor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1266U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7712
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Jan-2008
Vaccine Date

21-Jan-2008
Onset Date

0
Days

11-Apr-2008
Status Date

MO
State

WAES0802USA02261
Mfr Report Id

Information has been received from a nurse practitioner concerning a 25 year old female who on 21-JAN-2008 was vaccinated with her first dose of GARDASIL
intramuscularly in the right deltoid. Concomitant medication included MIRCETTE. The patient waited for 20 minutes but when she attempted to leave she
became dizzy and sweaty. The patient sat down and proceeded to lean to the side and hit her head on the side of the table. No injury was sustained. The
patient was placed on the bed and after 10 minutes the patient was ready to sit up and left after 20 minutes. The patient's blood pressure and heart rate were
within normal limits. The patient recovered. Additional information has been requested.

Symptom Text:

MIRCETTEOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

307596-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Head injury, Hyperhidrosis

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7713
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Feb-2008
Vaccine Date

06-Feb-2008
Onset Date

0
Days

10-Apr-2008
Status Date

TX
State

WAES0802USA03204
Mfr Report Id

Information has been received from a physician concerning a 14 year old female patient who on approximately 06-FEB-2008 (reported as "sometime last
week") was vaccinated with a dose of GARDASIL (lot # not reported).  The physician reported that patient who received the GARDASIL injection had "walked
outside of the office and passed out a couple of times."  She was taken to the emergency room (ER).  The patient recovered on an unspecified day.  No further
information was provided.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

307597-1

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7714
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Jan-2008
Vaccine Date

15-Jan-2008
Onset Date

0
Days

11-Apr-2008
Status Date

CA
State

WAES0802USA02362
Mfr Report Id

Information has been received from a Certified Nurse ("CN") from a physician's office concerning a 23 year old female patient with asthma and cold who on 15-
JAN-2008 was vaccinated IM at 01:30 PM into the left arm with a first dose of GARDASIL (Lot # 659653/1448U). Concomitant therapy included montelukast
sodium. The physician's office reported that the patient called approximately one hour after the first injection to report that on 15-JAN-2008 at 02:35 PM she
had fine red rash over face. she also reported red itching of her cheeks. She contacted the following day and informed that the stated symptoms resolved after
approximately one hour. No further sequelae noted. Additional information is not expected.

Symptom Text:

SINGULAIROther Meds:
Lab Data:
History:

Asthma; ColdPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

307598-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Pruritus, Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1448U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7715
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Oct-2007
Vaccine Date

Unknown
Onset Date Days

10-Apr-2008
Status Date

GA
State

WAES0802USA02497
Mfr Report Id

Information has been received from a physician concerning a 14 year old black female with no known drug allergies who on 28-OCT-2007 was vaccinated IM in
the right deltoid with the first dose of GARDASIL (Lot# not reported).  There were no concomitant medication reported.  Subsequently on an unspecified date
the patient experienced pain bilaterally in both arms up to her shoulders.  On 25-JAN-2008 the patient had a serum creatine kinase test which was reported to
be 97 (WNL).  At the time of this report it was unknown if the patient had recovered from the arm pain.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Serum creatine kinase 01/25/08 (value) 97 WNL
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

307599-1

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 7716
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Apr-2008
Status Date

--
State

WAES0802USA03287
Mfr Report Id

Information has been received from a health professional concerning a female (age not reported) who on an unspecified date was vaccinated with Gardasil
injection. Concomitant therapy included MENACTRA. Subsequently the patient fainted. Unspecified medical attention was sought. At the time of reporting it
was unknown if the patient had recovered. No further information was provided this adverse experience. Additional information has been requested. This is one
of several reports from the same source.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

307600-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 7717
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jan-2008
Vaccine Date

01-Jan-2008
Onset Date

0
Days

11-Apr-2008
Status Date

MD
State

WAES0802USA03350
Mfr Report Id

Information has been received from a physician concerning a female who reportedly received her first dose of GARDASIL in her left arm, intramuscularly,
around the week of 21-JAN-2008. Since receiving the vaccine, the patient had refused to move her arm and continued to carry it close to her body. The
physician reported that the patient began experiencing neuropathy, swelling and injection site redness in her arm and by the end of the third week, she was
sent to a neurologist. The physician reported that the patient was now going to physical therapy for her arm because she was still refusing to move it. No lot
number was provided. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

307601-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site swelling, Mobility decreased, Neuropathy peripheral

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7718
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Jan-2008
Vaccine Date

19-Jan-2008
Onset Date

9
Days

10-Apr-2008
Status Date

NJ
State

WAES0802USA02614
Mfr Report Id

Information has been received from a nurse concerning a 21 year old female who on 10-JAN-2008 was vaccinated intramuscularly "in the left arm" with 0.5 mL
of her first dose of Gardasil (lot # not reported). There was no concomitant medication. On 19-JAN-2008 the patient experienced hives "on her entire left arm".
She took BENADRYL and the symptoms subsided in two days. On 08-FEB-2008 the patient experienced itching "at the injection site" The patient phoned the
office to report both episodes. At the time of this report he outcome of the itching was unknown. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

307602-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pruritus, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7719
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Dec-2007
Vaccine Date

24-Jan-2008
Onset Date

38
Days

10-Apr-2008
Status Date

WI
State

WAES0802USA03360
Mfr Report Id

Information has been received from a licensed practical nurse concerning a 15 year old female patient who on 17-DEC-2007, was vaccinated IM with a 0.5ml
dose of Gardasil. On 24-JAN-2008, the patient experienced symptoms of nausea, abdominal pain and a little bit of weight loss. Unspecified medical attention
was sought. At the time of this report, the patient had not recovered. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

307603-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Nausea, Weight decreased

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7720
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Nov-2007
Vaccine Date

21-Nov-2007
Onset Date

0
Days

11-Apr-2008
Status Date

--
State

WAES0802USA03363
Mfr Report Id

Information has been received from a physician concerning a 14 year old female who on 21-NOV-2007 was intramuscularly vaccinated with her first dose of
GARDASIL. On 24-Jan-2008, the patient was intramuscularly vaccinated with her second dose of GARDASIL. Concomitant therapy included antimicrobial
(unspecified) (bactrin ES). On 21-NOV-2007, after receiving her first dose, the patient experience abdominal pain, and nausea. This adverse event did not go
away and after it was reintroduced on 24-Jan-2008, with the second dose, the AE became noticeably worse. The patient lost 8 pounds since the AE began. The
patient sought unspecified medical treatment. The patient's abdominal pain, nausea, and weight loss persisted. Additional information has been requested.

Symptom Text:

antimicrobial (unspecified)Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

307604-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Nausea, Vaccine positive rechallenge, Weight decreased

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7721
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Feb-2008
Vaccine Date

14-Feb-2008
Onset Date

0
Days

10-Apr-2008
Status Date

OH
State

WAES0802USA03365
Mfr Report Id

Information has been received from a health professional concerning a 21 year old female who on 14-FEB-2008 was vaccinated with her second dose of
Gardasil (lot # 659962/1740U). Concomitant therapy included KLONOPIN. On 14-FEB-2008 the patient experienced shortness of breath and almost passed
out. The patient was treated with oxygen and is feeling better. Subsequently the patient experienced pain at injection site after receiving the first dose at an
unspecified date. No other information was provided. Additional information has been requested.

Symptom Text:

KLONOPINOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

307605-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dyspnoea, Injection site pain, Presyncope

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1740U 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7722
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Dec-2007
Vaccine Date

08-Dec-2007
Onset Date

1
Days

10-Apr-2008
Status Date

MO
State

WAES0803USA03368
Mfr Report Id

Information has been received from a consumer concerning her daughter, an 18 year old with a history of tonsillectomy, and heavy periods which cause
anaemia. On 07-DEC-2007, the patient was vaccinated with her first dose of Gardasil. On 08-DEC-2007 the patient experienced fine rash on legs. On 08-Feb-
2008, the patient received her second dose of Gardasil. Concomitant therapy included ZYRTEC-D and hormonal contraceptives (unspecified). On 09-FEB-
2008 the patient experienced fine rash on legs. The patient's fine rash on legs persisted. The patient sought unspecified medical treatment and unspecified lab
diagnostics were performed. The report states the therapy was discontinued on 08-Feb-2008. Additional information has been requested.

Symptom Text:

ZYRTEC-D; hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

[procedure unspecified]
Tonsillectomy; Heavy periods; Anaemia

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

307606-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7723
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
01-Dec-2007
Onset Date Days

10-Apr-2008
Status Date

AR
State

WAES0802USA03371
Mfr Report Id

Information has been received from a consumer concerning her 15 year old daughter, with an allergy to pollen and a history of tonsillectomy, who on 04-OCT-
2007 and 04-Dec-2007 was vaccinated with her first and second doses, respectively of Gardasil (lot #s not reported). "Sometime later in December 2007", the
patient began to have breathing problems (NOS), sometimes accompanied by a rapid heart beat. Also, it was reported that she has been much more fatigued
than usual. It was reported that periodically, some of these episodes have been very severe and temporarily incapacitate her. Usually, the breathing problems
last for one or two minutes and then they dissipate. The patient's breathing problems and fatigue persisted. Unspecified medical attention was sought. A CAT
scan endoscopy and echocardiogram are schedule to be done in March, 2008. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Pollen allergyPrex Illness:

None
Tonsillectomy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

307607-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dyspnoea, Fatigue, Heart rate increased

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7724
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
01-Feb-2008
Onset Date Days

10-Apr-2008
Status Date

--
State

WAES0802USA03379
Mfr Report Id

Information has been received from the boyfriend of a consumer concerning a 16 year who "last month, January 2008", on an unspecified date, was vaccinated
with Gardasil (lot # unspecified) and had a positive urine pregnancy test "2 weeks ago" (approximately 01-Feb-2008).  Consumer reported that the patient
started throwing up 2 days ago (approximately 12-Feb-2008).  Consumer noted that the patient is thinking of having abortion.  At the time of this report,
pregnancy had not been terminated.  At the time of the report, the patient was recovering from the vomiting.  No further information was provided. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 12/17/2007)Prex Illness:

urine beta-human, 02/01?/08, Positive

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

307608-1

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7725
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Feb-2008
Vaccine Date

08-Feb-2008
Onset Date

2
Days

10-Apr-2008
Status Date

NJ
State

WAES0802USA02678
Mfr Report Id

Information has been received from a health professional concerning a 17 year old female with a history of factor V Leiden mutation who on 06-FEB-2008 was
vaccinated IM with the first dose of Gardasil (655327/1287U).  On 08-FEB-2008 the patient experienced numbness, pain, strange feelings that included tingling
on her left arm, body ache, headaches and heavier than usual menstrual cycles.  The patient sought unspecified medical attention in the physician's office on
08-FEB-2008 and was prescribed ADVIL.  No other details were provided.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Factor V Leiden mutation

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

307609-1

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Hypoaesthesia, Menorrhagia, Pain, Paraesthesia

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1287U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7726
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Apr-2008
Status Date

--
State

WAES0802USA02706
Mfr Report Id

Information has been received from a registered nurse concerning a 17 year old female who on an unspecified date was vaccinated with the first dose of
Gardasil. Subsequently the patient developed a very slight case of hives. On an unspecified date, the patient was vaccinated with the second dose of Gardasil
and subsequently developed hives all over her body. It was reported that the first case of hives was not as bad as the one after her second dose of the vaccine.
Unspecified medical attention was sought. The physician decided to administer the third dose of the vaccine. At the time of this report, the outcome of the hives
was unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

307610-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Feb-2008
Vaccine Date

Unknown
Onset Date Days

11-Apr-2008
Status Date

--
State

WAES0802USA03382
Mfr Report Id

Information has been received from a nurse practitioner concerning a 25 year old female who on 07-FEB-2008 was vaccinated intramuscularly, with her second
dose of GARDASIL (lot # unspecified), and experienced pain in her arm right after. The patient reported that the pain in her arm has not resolved and that she
has trouble lifting it. No further information was provided. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

307611-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injected limb mobility decreased, Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7728
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-Apr-2008
Status Date

--
State

WAES0802USA02718
Mfr Report Id

Information has been received from a company representative concerning a female who in December 2007, was vaccinated intramuscularly with the first dose
of GARDASIL. In January 2008, the patient was vaccinated with the second dose of GARDASIL. Subsequently, the patient experienced inappropriate schedule
of vaccine administered. Also the patient has experienced muscle pain since the second. The patient's inappropriate of vaccine administered and muscle pain
persisted. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

307612-1

16-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Incorrect dose administered, Myalgia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7729
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Apr-2008
Status Date

MN
State

WAES0802USA02728
Mfr Report Id

Information has been received from a health professional concerning a female who was vaccinated with the third dose of Gardasil.  Subsequently, "a week post
vaccination" the patient experienced joint pain in her upper shoulder opposite the arm she received her vaccination and then over time the pain moved to other
joints in her body.  No further information was provided and no lot number was given.  Follow-up information: The nurse was called on 14-FEB-2008 for
additional information on this case and stated that she did not have time to discuss the case.  The nurse was called again on 21-FEB-2008 and stated that she
has not yet pulled the patient's chart.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

307613-1

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7730
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
12-Feb-2008
Vaccine Date

12-Feb-2008
Onset Date

0
Days

10-Apr-2008
Status Date

--
State

WAES0802USA03393
Mfr Report Id

Information has been received from a nurse practitioner concerning a 24 year old patient with a history of abnormal PAP smears who on 10-JAN-2007 and 07-
Mar-2007 was vaccinated with first and second doses, respectively, of Gardasil (lot # 653937/0637F).  On 12-FEB-2008 the patient was vaccinated
intramuscularly into left deltoid, with 0.5 ml of her third dose of Gardasil (lot# 659441/1446U).  Concomitant therapy included ORTHO-CYCLEN.  That same day
the patient played volleyball.  She reported that she did not sleep well that evening.  On 13-Feb-2008, the patient developed pain in her left arm and shoulder.
She reported that her neck and upper back also hurt and were stiff.  She reported that she experienced dizziness and fainted.  Later that evening she reported
she experienced chills and had a fever (value not reported).  She was told to take BENADRYL and ibuprofen.  At the time of this report the patient's symptoms
have resolved except for the slight hardness at the injection site.  Unspecified medical attention was sought.  No further information is available.  Additional
information has been requested.

Symptom Text:

ORTHO-CYCLENOther Meds:
Lab Data:
History:
Prex Illness:

None
Papanicolaou smear abnormal

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

307614-1

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Chills, Dizziness, Inappropriate schedule of drug administration, Injection site induration, Insomnia, Musculoskeletal stiffness, Pain, Pyrexia, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1446U 2 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 7731
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Apr-2008
Status Date

CA
State

WAES0802USA02737
Mfr Report Id

Information has been received from a physician, who is also the patient's mother, concerning a 16 year old female who in May 2007, was vaccinated with the
first dose of Gardasil.  In July 2007, the patient was vaccinated with the second dose of Gardasil.  Per the reporter, "the patient fainted after receiving her
second dose of Gardasil in July 2007.  She has since had her third dose and did not faint."  The patient sought unspecified medical attention.  No further
information was given.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

307615-1

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Feb-2008
Vaccine Date

08-Feb-2008
Onset Date

0
Days

11-Apr-2008
Status Date

--
State

WAES0802USA03399
Mfr Report Id

Information has been received from a consumer concerning her 23 year old daughter with no medical history, and no drug reactions/allergies, who on 08-FEb-
2008 was vaccinated with her second doe of GARDASIL (lot# unspecified). Concomitant therapy included YAZ. Consumer reported that her daughter
experienced "extreme" bleeding at the injection site after receiving the second dose of GARDASIL and the injection was very painful. Unspecified medical
attention was sought. Subsequently, the patient recovered from her experiences. No further information was provided regarding these adverse experiences.
Additional information has been requested.

Symptom Text:

YAZOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

307616-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site haemorrhage, Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Feb-2008
Vaccine Date

08-Feb-2008
Onset Date

1
Days

10-Apr-2008
Status Date

VA
State

WAES0802USA03401
Mfr Report Id

Information has been received from a nurse practitioner concerning a female with multiple drug allergies who on 07-FEB-2008 in the morning, was vaccinated
intramuscularly with 0.5 ml of her first dose of Gardasil (lot# 659962/1740U).  Concomitant therapy included LOESTRIN 24 FE).  In the afternoon on 08-FEB-
2008, the patient developed hives.  She was seen by her primary care Doctor and she was placed on a high dose of BENADRYL (dose not specified) on 11-
Feb-2008.  At the time of this report, the hives were "getting better" but not resolved.  Additional information has been requested.

Symptom Text:

LOESTRIN 24 FEOther Meds:
Lab Data:
History:

Multiple allergiesPrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

307617-1

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1740U 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Oct-2007
Vaccine Date

19-Oct-2007
Onset Date

0
Days

10-Apr-2008
Status Date

--
State

WAES0802USA03425
Mfr Report Id

Information has been received from a nurse practitioner concerning an 18 year old female with Kleine-Levin syndrome who on 19-OCT-2007 was vaccinated
with the first dose of Gardasil (lot # 658560/1062U).  Concomitant therapy included ORTHO TRI-CYCLEN LO.  On approximately 19-OCT-2007 the patient
experienced vomiting, memory loss and extreme fatigue "almost to the point of paralysis."  Approximately a week later, the patient recovered from vomiting,
memory loss and extreme fatigue.  Additional information has been requested.

Symptom Text:

ORTHO TRI-CYCLEN LOOther Meds:
Lab Data:
History:

Kleine-Levin syndromePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

307618-1

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Amnesia, Fatigue, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1062U 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
11-Apr-2008
Status Date

--
State

WAES0802USA03452
Mfr Report Id

Information has been received from a consumer regarding her daughter who was vaccinated with three (0.5 ml) doses of GARDASIL. There was no
concomitant medication. The patient experienced minor injection site pain after first and second doses of GARDASIL, fainted and bruised knee after third dose
of GARDASIL. At the time of reporting, the patient had not recovered. The lot numbers were not provided. Unknown medical attention was sought. No product
quality complaint was involved. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

307619-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Contusion, Injection site pain, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Dec-2007
Vaccine Date

02-Dec-2007
Onset Date

1
Days

10-Apr-2008
Status Date

PA
State

WAES0802USA02833
Mfr Report Id

Information has been received from a mother concerning her 16 year old daughter with no known medical history or allergies who on 01-DEC-2007 was
vaccinated (route unknown) with a first dose of Gardasil (Lot # unknown).  Concomitant therapy included hormonal contraceptives (unspecified).  Two to three
days after vaccination, on approximately 02-DEC-2007, the patient experienced hives on her back, stomach, chest, legs, & arms.  "Some areas are spotty and
some places it looks like big welts".  The patient has been taking steroids on and off since December.  The last steroid she took was prednisone, and the hives
came back when the medication was over.  The physician also put her on ZYRTEC. The patient's hives on her back, stomach, chest, legs, & arms persisted.  It
was reported that the patient visited the doctor's office.  Unspecified blood work was performed, and no results were provided.  No product quality complaint
was involved.  Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

307620-1

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
11-Apr-2008
Status Date

VA
State

WAES0802USA02965
Mfr Report Id

Information has been received from a physician concerning a 13 year old female who on an unspecified date was vaccinated with a first dose of GARDASIL 0.5
mL injection.  The patient did not experience any adverse experience after the first dose.  On an unspecified date the patient was vaccinated with a second
dose of GARDASIL 0.5 mL injection and developed hives.  On an unspecified date the patient was vaccinated with a third dose of GARDASIL 0.5 mL injection
and developed a rash.  Medical attention was sought.  At the time of reporting the patient had not recovered from the hives or rash.  No further information was
provided.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

307621-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash, Urticaria, Vaccine positive rechallenge

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
26-Mar-2008
Status Date

--
State

WAES0802USA02966
Mfr Report Id

Information has been received from a 21 year old female medical assistant who in October 2007, was vaccinated with a first dose of Gardasil.  Concomitant
therapy included MENACTRA.  In October 2007, the patient experienced vomiting, tiredness and stomach cramps shortly after receiving the first dose of
Gardasil.  Medical attention was sought.  On an unspecified date the patient recovered from the events with unspecified therapy.  Additional information has
been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

307622-1

26-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain upper, Fatigue, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Mar-2008

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL 0

Unknown
Unknown

Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Feb-2008
Vaccine Date

12-Feb-2008
Onset Date

0
Days

10-Apr-2008
Status Date

MD
State

WAES0802USA02991
Mfr Report Id

Information has been received from a physician's office staff, concerning a 13 year old female patient with hypothyroidism and a history of no reaction on
previous exposure to vaccine (dose 1 on 16-NOV-2007) who on 12-FEB-2008 was vaccinated with the second dose of Gardasil (lot #659439/1267U).
Concomitant therapy included SYNTHROID.  On 12-FEB-2008, following the vaccination, the patient called the office to report she had developed a rash
behind her knees, ears & on her abdomen following the vaccination with Gardasil.  She described the rash as: "looks like small bites and some are the size of a
quarter."  Treatment was not specified.  At the time of this report, the patient had not recovered.  Additional information has been requested.

Symptom Text:

SYNTHROIDOther Meds:
Lab Data:
History:

HypothyroidismPrex Illness:

Unknown
No reaction on previous exposure to vaccine

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

307623-1

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1267U 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Sep-2007
Vaccine Date

01-Nov-2007
Onset Date

51
Days

24-Mar-2008
Status Date

FR
State

WAES0803USA02578
Mfr Report Id

Information has been received from a physician concerning a 14 year old female who on 20-NOV-2007, was vaccinated IM into the upper arm with a second
dose of Gardasil (Batch# NF58540; Lot# 0278U). In approximately November 2007, (1-2 weeks post-vaccination), the patient felt unwell and experienced
"circulatory problems". It was reported that her symptoms were relapsing and she had to leave school several times. She was admitted to the hospital for
diagnostics, but no specific cause for the complaints was found. She recovered within an unspecified time. Her first vaccination with Gardasil was given on 11-
SEP-2007 and was well tolerated. Additional information is not expected. Other business partner numbers included E2008-02278.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory test ??Nov?07 results not reported
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

307624-1 (S)

24-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Activities of daily living impaired, Malaise, No reaction on previous exposure to drug, Peripheral vascular disorder

 HOSPITALIZED, SERIOUS

Other Vaccine
21-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7741
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Feb-2008
Vaccine Date

14-Feb-2008
Onset Date

0
Days

24-Mar-2008
Status Date

FR
State

WAES0803USA02536
Mfr Report Id

Information has been received from a physician concerning a 33 year old female with no relevant medical history reported who on 14-FEB-2008 was
vaccinated intramuscularly in the upper left deltoid with a first dose of GARDASIL (batch NG00020, lot 1401F). On 15-FEB-2008 the patient experienced
redness of left elbow flexure. On 17-FEB-2008 the patient experienced flu like symptoms, abdominal pain and nausea. On 21-FEB-2008, the patient developed
severe pain in the injected limb leading to decreased mobility of the injected arm. The arm could not be elevated. The patient was hospitalized. Medication with
esomeprazol and ibuprofen was started. At the time of reporting, the symptoms were still ongoing. Other business partner numbers include E2008-02206.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
33.0

307625-1 (S)

24-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Erythema, Inappropriate schedule of drug administration, Influenza like illness, Injected limb mobility decreased, Nausea, Pain in extremity

 HOSPITALIZED, SERIOUS

Other Vaccine
21-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1401F 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 7742
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Feb-2008
Vaccine Date

03-Mar-2008
Onset Date

27
Days

24-Mar-2008
Status Date

DE
State

WAES0803USA02393
Mfr Report Id

Information has been received from a physician concerning a 16 year old female who on 05-FEB-2008 was vaccinated with Gardasil (lot number not provided).
On 03-MAR-2008 the patient experienced extreme fatigue, severe stomach pains and breaking out in sweat. The patient also stated "the pain is so extreme,
she can not go to school." The patient's extreme fatigue and severe stomach pains and breaking out in sweat persisted. On an unspecified date, the patient
had a mononucleosis test performed-result was negative. On an unspecified date an ultrasound was also performed, results indicated that the patients spleen
was slightly enlarged. Extreme fatigue, severe stomach pains and breaking out in sweat were considered to be disabling. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

ultrasound slightly enlarged spleen; serum Epstein-Barr negative
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

307627-1 (S)

24-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain upper, Activities of daily living impaired, Fatigue, Hyperhidrosis, Splenomegaly

 PERMANENT DISABILITY, SERIOUS

Other Vaccine
21-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7743
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
24-Mar-2008
Status Date

--
State

WAES0803USA02160
Mfr Report Id

Information has been received from a nurse practitioner, via a company representative, concerning a female patient (age not reported), who on an unknown
date was vaccinated with the first dose of Gardasil (lot # not reported). The NP stated that "before she could remove the needle from the patient's arm her eyes
rolled into the back of her head and she began having seizure-like convulsions." The episode lasted for less than 1 minute, and the patient fully recovered. The
patient's mother did not want her daughter to finish the vaccination series. The patient sought unspecified medical attention. Upon internal review, the event
was considered to be serious as an other important medical event. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

307628-1

24-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Gaze palsy

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7744
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Mar-2008
Vaccine Date

07-Mar-2008
Onset Date

0
Days

24-Mar-2008
Status Date

--
State

WAES0803USA01774
Mfr Report Id

Information has been received from a certified nurse midwife concerning a 20 year old female with a history of syncope after unspecified vaccinations and
anaesthesia who on 07-MAR-2008 was vaccinated IM with a first dose of GARDASIL (lot # 659665/1486U). Concomitant therapy included ORTHO TRI-
CYCLEN. On 07-MAR-2008, right after vaccination, "she turned white, her eyes rolled back and her arms became stiff as if she was having a seizure." The
nurse brought in smelling salt and the patient "came back." The nurse did not let the patient leave the office for 2 hours. Later that day, the patient's mother
took her to the emergency department to check for any neurological problems and everything came back normal. The patient was not admitted. At the time of
the report, the patient had improved. Upon internal review, "she turned white, her eyes rolled back and her arms became stiff as if she was having a seizure"
was considered to be an other important medical event. Additional information has been requested.

Symptom Text:

ORTHO TRI-CYCLENOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Syncope; Immunisation; Anaesthesia

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

307629-1

24-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Gaze palsy, Musculoskeletal stiffness, Pallor

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1486U 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
24-Mar-2008
Status Date

SC
State

WAES0803USA02311
Mfr Report Id

Information has been received from a physician concerning a 15 year old female who on an unspecified date was vaccinated with the first dose of GARDASIL.
Subsequently, one month post vaccination the patient experienced idiopathic thrombocytopenic purpura. The patient sought medical attention. The patient's
mother stated that her daughter will not receive the rest of the vaccine series. At the time of this report the patient's outcome was unknown. No product quality
complaint was involved. Upon internal review, idiopathic thrombocytopenic purpura was considered to be an other important medical event. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

307630-1

24-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Idiopathic thrombocytopenic purpura

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
24-Mar-2008
Status Date

--
State

WAES0803USA02274
Mfr Report Id

Information has been received from a nurse practitioner concerning a female patient who on an unspecified date was vaccinated with the first 0.5 ml dose of
Gardasil. Subsequently, the patient fainted and experienced seizures. The patient sought unspecified medical attention. At the time of the report, the patient's
outcome was unknown. No product quality complaint was involved. Upon internal review, seizures was considered to be an other important medical event.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

307631-1

24-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Jan-2008
Vaccine Date

11-Jan-2008
Onset Date

0
Days

24-Mar-2008
Status Date

FL
State

WAES0803USA01801
Mfr Report Id

Information has been received from a physician concerning a 14 year old female who on 11-JAN-2008 was vaccinated with a first dose of GARDASIL (lot#
659653/1448U) injection in her left hip. On approximately 15-JAN-2008 "4 days post vaccination" the patient developed "lymphadenitis" along with tenderness
in her left groin and fatigue. The patient returned to the physician's office on 21-JAN-2008 and again on 24-JAN-2008 and was referred to a general surgeon for
the enlarged lymphnode. On an unspecified date the patient had surgery to remove the lymph node. On an unspecified date blood work and a mononucleosis
test was performed. The results were unknown. It was unknown as to whether or not the patient will receive the second and third doses of the vaccine. Further
information was not provided regarding this adverse experience. The physician felt that the enlarged lymphnode, tenderness in her left groin area and fatigue
were other medical events (OME). Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory mononucleosis
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

307632-1

24-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Fatigue, Groin pain, Incorrect route of drug administration, Lymphadenitis, Surgery, Tenderness

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1448U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7748
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Dec-2007
Vaccine Date

01-Jan-2008
Onset Date

12
Days

24-Mar-2008
Status Date

FR
State

WAES0803USA02581
Mfr Report Id

Information has been received from an internist concerning a 17 year old female with von willebrand's disease who on 20-DEC-2007 was vaccinated
intramuscularly into the upper arm with a first dose of Gardasil (batch NG09920, lot 0482U). In January 2008, exact date not reported, the patient became
somnolent and fell asleep very often. The patient was hospitalized for diagnostics. Laboratory evaluations revealed EEG, cranial MRI, and lumbar puncture,
CSF were normal. A second dose of Gardasil, (batch "NG020170") was administered on 31-JAN-2008. Symptoms were ongoing at the time of reporting. Other
business partner numbers include E2008-02198. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Von Willebrand's diseasePrex Illness:

electroencephalography ??Jan07 Comment: normal; magnetic resonance imaging ??Jan07 Comment: Cranial - normal; spinal tap ??Jan07 Comment: CSF
normal

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

307633-1 (S)

24-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hypersomnia, Somnolence

 HOSPITALIZED, SERIOUS

Other Vaccine
21-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0482U 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
11-Apr-2008
Status Date

GA
State

WAES0802USA02817
Mfr Report Id

Information has been received from a physician concerning a female (age unknown) who on an unknown date was vaccinated intramuscularly with a first dose
of GARDASIL (Lot # unknown).  Subsequently on an unknown date, the patient developed "papilledema".  Unspecified medical attention was sought.  Outcome
unknown.  No product quality complaint was involved.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

307636-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Papilloedema

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Apr-2008
Status Date

AZ
State

WAES0802USA02828
Mfr Report Id

Information has been received from a physician concerning a female (age unknown) with unknown medical history who "may have had psychological issues",
was vaccinated "last year" in 2007 (route unknown) with a dose of Gardasil (Lot # unknown).  The physician reports that last year a patient in one of the Urgent
cares had an anaphylactic reaction after receiving the vaccine.  The patient was told to go the ER.  Unspecified medical attention was sought.  Outcome
unknown.  No product quality complaint was involved.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

307638-1

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anaphylactic reaction

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7751
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
11-Apr-2008
Status Date

--
State

WAES0802USA02994
Mfr Report Id

Information has been received from a health professional concerning a female (age not reported) who on an unspecified date was vaccinated with GARDASIL
injection.  Concomitant therapy included MENACTRA.  Subsequently the patient fainted.  Unspecified medical attention was sought.  At the time of reporting it
was unknown if the patient had recovered.  No further information was provided regarding this adverse experience.  Additional information has been requested.
 This is one of several reports from the same source.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

307640-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Dec-2007
Vaccine Date

06-Dec-2007
Onset Date

0
Days

11-Apr-2008
Status Date

MN
State

WAES0802USA03005
Mfr Report Id

Information has been received from a nurse practitioner concerning a 34 year old female, with type 2 diabetes, who on 06-DEC-2007 was vaccinated with her
first dose of GARDASIL (lot # 659653/1448U).  The patient developed shortness of breath for about 24 hours after her first dose of GARDASIL.  The patient
sought medical attention.  No labs or diagnostic studies were performed.  The patient recovered from shortness of breath.  Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Type 2 diabetes mellitusPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
34.0

307642-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dyspnoea

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1448U 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
11-Apr-2008
Status Date

CA
State

WAES0802USA03024
Mfr Report Id

Information has been received from a member of a physician's office staff concerning a 19 year old female who was vaccinated with her first dose of
GARDASIL. The patient experienced closing and tightening of the throat right after administration of GARDASIL. The patient also developed hives on an
unspecified part of the body. The patient sought medical attention. The patient recovered a couple of days after receiving GARDASIL. Additional information
has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

307644-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Throat tightness, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
11-Apr-2008
Status Date

--
State

WAES0802USA03457
Mfr Report Id

Information has been received from a nurse concerning her 11 year old daughter who on unspecified dates was vaccinated with the first and second doses of
GARDASIL.  The patient developed an injection site reaction after the second dose of GARDASIL.  The patient reported pain at the injection site and swelling
at the site and down the arm.  Ice was applied and the next morning the patient awoke with body aches and the injection site had the appearance of an inverted
nipple.  Medical attention was sought in the office.  Patient outcome was recovered.  At time of reporting the patient had not received the third dose of the
vaccine.  No product quality complaint was involved.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

307645-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Injection site swelling, Pain

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Apr-2008
Status Date

NV
State

WAES0802USA03481
Mfr Report Id

Information has been received from a physician concerning a 17 year old female who was vaccinated with a 0.5 ml second dose of Gardasil.  Two and a half
weeks after receiving the second dose of Gardasil the patient experienced tremors in hands.  The patient's tremors in hands persisted.  No product quality
complaint was involved.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

magnetic resonance, normal; diagnostic laboratory, normal
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

307646-1

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Tremor

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Feb-2008
Vaccine Date

07-Feb-2008
Onset Date

0
Days

11-Apr-2008
Status Date

PA
State

WAES0802USA03489
Mfr Report Id

Information has been received from a nurse concerning a 27 year old female who on 07-DEC-2007 was vaccinated with the first dose of GARDASIL (Lot#
659055/1522U) and on 07-FEB-2008 was vaccinated IM in the deltoid with the second dose of GARDASIL (Lot# 658556/1060U).  There was no concomitant
medication.  On 07-FEB-2008 the patient experienced pain when 2nd dose of GARDASIL was injected into arm.  A week after the vaccination she was still
experiencing pain radiating from her deltoid to her fingers.  Patient told the nurse that her arm felt like lead.  She had pain with routine tasks.  The patient did
not report pain with her first dose of GARDASIL.  At the time of reporting the patient had not recovered from the pain radiating from her deltoid to her fingers.
Unknown medical attention was sought via phone.  No product quality complaint was involved.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
27.0

307647-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, Injection site pain, Pain in extremity, Sensation of heaviness

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1060U 1 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Feb-2008
Vaccine Date

08-Feb-2008
Onset Date

0
Days

11-Apr-2008
Status Date

--
State

WAES0802USA03494
Mfr Report Id

Information has been received from a 21 year old female who on 08-FEB-2008 was vaccinated with the first dose of GARDASIL. Concomitant therapy included
allergenic extract and corticosteroids (unspecified) for the treatment of acne. On 08-FEB--2008 the patient felt bad and came down with the flu. No further
information was provided. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

307652-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Feeling abnormal, Influenza

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Mar-2008
Vaccine Date

14-Mar-2008
Onset Date

0
Days

24-Mar-2008
Status Date

--
State

WAES0803USA02521
Mfr Report Id

Information has been received from a medical assistant, via a company representative, concerning a 14 year old female patient, who on 14-MAR-2008 was
vaccinated with first dose, IM in the arm, of GARDASIL (lot # not reported). Concomitant therapy included a dose of diphtheria toxoid (+) pertussis acellular
vaccine (unspecified) (+) tetanus toxoid (manufacturer not specified). On 14-MAR-2008 the patient became pale, dizzy, and clammy after receiving her first
dose, she fainted and had a mild seizure. The patient stated that she had not eaten yet that day. The patient recovered after an unknown duration of time. The
patient sought unspecified medical attention. Upon internal review, a mild seizure was considered to be serious as an other important medical event. This is
one of several reports received from the same source. Additional information is not expected.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

307655-1

24-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Cold sweat, Convulsion, Dizziness, Inappropriate schedule of drug administration, Pallor, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Mar-2008

Received Date

Prex Vax Illns:

VARCEL
HPV4
DTAP

MERCK & CO. INC.
MERCK & CO. INC.
UNKNOWN MANUFACTURER

NULL
NULL
NULL

0
Unknown
Unknown
Unknown

Unknown
Intramuscular

Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
24-Mar-2008
Status Date

FR
State

WAES0803USA02582
Mfr Report Id

Information has been received from a physician concerning a female patient (age not reported) who in approximately January 2008 was vaccinated with a
second dose of Gardasil. concomitant medication was not reported. The first vaccination with Gardasil was well tolerated. subsequently on an unspecified date,
the patient experienced a questionable epileptic seizure. The patient was hospitalized with foaming at mouth. The duration and outcome of the events were not
yet reported. Other business partner numbers included E2008-02290. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

307656-1 (S)

24-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Foaming at mouth, No reaction on previous exposure to drug

 HOSPITALIZED, SERIOUS

Other Vaccine
21-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7760
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Apr-2008
Status Date

LA
State

WAES0802USA03516
Mfr Report Id

Information has been received from a consumer concerning her 17 year old daughter, with a history of family history of cancer, who in November 2007, was
vaccinated with a dose of Gardasil (lot # not specified).  Concomitant therapy included an unspecified thyroid medication.  Recently (date not specified), her
daughter had an abnormal Papanicolaou test (PAP).  At the time of this report, the outcome of the event was unknown.  Her daughter visited a physician for
unspecified medical attention.  The patient's sister also experienced an event similar to the above, when vaccinated with Gardasil (WAES #0802USA03171).
Additional information has been requested.

Symptom Text:

thyroidOther Meds:
Lab Data:
History:
Prex Illness:

Pap test, abnormal
Family history of cancer

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

307657-1

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Smear cervix abnormal

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7761
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
24-Mar-2008
Status Date

--
State

WAES0803USA02320
Mfr Report Id

Information has been received from a Nurse Practitioner (N.P.) concerning a patient's sister who was vaccinated with a dose of Gardasil.  It was reported that
the patient's sister had "seizures and convulsions" post vaccination at another facility.  No other information was available.  It was unknown if patient sought
medical attention.  The outcome was unknown.  Upon internal review "seizures and convulsions" was determined to be an other important medical event.  No
further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

307658-1

24-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7762
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
11-Apr-2008
Status Date

IL
State

WAES0802USA03648
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with the third dose of GARDASIL.  Per the reporter, the mother of the
patient mentioned that the patient experienced fatigue after receiving the third dose of GARDASIL.  The patient sought unspecified medical attention in the
physician's office.  Subsequently, the patient recovered "after a few weeks."  The reporter noted that the vaccine series was administered by the patient's
pediatrician and that is why a lot number was not available.  No further information was provided.  Follow-up information from B Form (21-FEB-2008):  Patient
had malaise develop with the third dose of GARDASIL.  All labs including TSH were normal; physical exam was also normal.  Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Physical examination normal; Serum TSH normal.
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

307659-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Fatigue, Malaise

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7763
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
24-Mar-2008
Status Date

WA
State

WAES0803USA02494
Mfr Report Id

Information has been received from a physician concerning a female patient who was vaccinated on an unspecified date with a dose of Gardasil.  One month
after the dose, the patient developed a grand mal seizure.  The patient sought unspecified medical attention.  The reporter was unsure if this was the patient's
first or second dose of the vaccine.  At the time of the report the patient's outcome was unknown.  No product quality complaint was involved.  Upon internal
review, grand mal seizure was considered to be an other important medical event.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

307660-1

24-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Grand mal convulsion

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7764
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
24-Mar-2008
Status Date

FR
State

WAES0803USA02576
Mfr Report Id

Information has been received from a gynecologist concerning a 13 year old female, who, on an unspecified date, was vaccinated by a pediatrician with a
second dose of Gardasil.  The lot#, site, and route of administration were not reported.  Approximately three weeks post vaccination the patient experienced a
visual field defect.  The patient was admitted to the neurological department of a hospital.  It was reported that there was no diagnosis.  the patient was treated
with corticosteroids but has not yet recovered.  The first vaccination with Gardasil was well tolerated.  Other business partner numbers included: E2008-02305.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

307661-1 (S)

24-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 No reaction on previous exposure to drug, Visual field defect

 HOSPITALIZED, SERIOUS

Other Vaccine
21-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7765
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
24-Mar-2008
Status Date

FR
State

WAES0803USA02579
Mfr Report Id

Information has been received from a nurse concerning her 13 year old daughter who on an unspecified date, was vaccinated with a first dose of Gardasil and
subsequently experienced epilepsy and muscle twitching.  The nurse reported that after her daughter was vaccinated with a second dose of Gardasil, her
daughter's epilepsy aggravated and muscle twitching aggravated.  It was noted that "these symptoms/disease occurred already after first vaccination with
Gardasil but at that time no relation to the vaccine was suspected".  At the time of the report, it was unknown if the patient recovered.  The nurse felt that
epilepsy and muscle twitching were other important medical events.  No further information is available.  Other business partner numbers included E2008-
02263.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

307662-1

24-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Epilepsy, Muscle twitching, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7766
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
11-Apr-2008
Status Date

--
State

WAES0802USA03668
Mfr Report Id

Information has been received from a nurse practitioner concerning a female (age not specified) who on unspecified dates was vaccinated with her first and
second doses of GARDASIL.  The nurse practitioner reported that after the patient received the first dose of GARDASIL (date not specified), underneath her
skin where the shot was given was hard and knotting.  The nurse practitioner also reported that when the patient came in for her second shot (date not
specified) her arm still was knotting and hard so they gave her the second dose of GARDASIL in her bottom, and after being given the second dose of
GARDASIL, where the shot was given became hard and knotty again just like the first time.  No further adverse event information was provided.  The patient
did not seek medical attention.  The patient's outcome is unknown.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

307663-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site induration, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7767
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Feb-2007
Vaccine Date

17-Sep-2007
Onset Date

210
Days

24-Mar-2008
Status Date

FR
State

WAES0803USA02580
Mfr Report Id

Information has been received from a physician concerning an 18 year old female with a history of relapsing urinary tract infection, respiratory tract infection
and tobacco use who on 20-AUG-2007, was vaccinated with the third dose of GARDASIL (Lot #1518F, Batch #NF23330). Concomitant therapy included oral
hormonal contraceptives (unspecified). Previous vaccinations with GARDASIL on 19-FEB-2007 and 19-APR-2007 were well tolerated. On approximately 17-
SEP-2007 (3-4 weeks post vaccination), the patient experienced fever and abdominal pain. On 20-SEP-2007, the patient had a CT performed from which the
diagnosis of portal vein thrombosis was established. The patient was admitted to the hospital from 20-SEP-2007 to 27-SEp-2007. The patient was initially
treated with heparin and a change to treatment with phenprocoumon (MARCUMAR) was planned after discharge on 27-SEP-2007. Laboratory findings on 02-
OCt-2007 showed aPTT: 47.6 sec. (normal range: 24.0-38.0 sec.), CMV-IgG: 1:2.300, and IgM positive. On 03-JAN-2008, laboratory findings showed positive
Lupous-inhibitor, enlarged aPTT 59.0 sec. (normal range 24.0-38.0 sec), increased cardiolipin IgM titer 25.4 MPL/ml (normal range <10) and increased
antibodies against beta2-Glycoprotein IgG 11.2 U/ml (normal range <7.0), increased antibodies against beta2-Glycoprotein IgM 9.3 U/ml (normal range <7.0,
decreased coagulation factors VIII 41% (normal range 60-150), IX 20% (normal range 60-130), IX 47% (normal range 60-130), XII 50% (normal range 50-150),
and mix con LA positive (normal range negative). The physician assumed the suspicion of antiphospholipid syndrome. Other business partner numbers
included E2008-02253. Additional information is not expected.

Symptom Text:

hormonal contraceptives (unspecified)Other Meds:
Lab Data:

History:
Prex Illness:

computed axial tomography 20Sep07 diagnosis of portal vein thrombosis established; APPT 02Oct07 47.6 sec 24.0-38.0; serum CMV IgG Ab 02Oct07 1:2.300;
serum immunoglobulin M test 02Oct07 positive; APTT 03Jan08 59.0 sec 24.0-38.0 elongated aP
Recurrent urinary tract infection; Respiratory tract infection; Tobacco user

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

307664-1 (S)

24-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Portal vein thrombosis, Pyrexia

 HOSPITALIZED, SERIOUS

Other Vaccine
21-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1518F 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7768
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Nov-2007
Vaccine Date

Unknown
Onset Date Days

11-Apr-2008
Status Date

MA
State

WAES0802USA03686
Mfr Report Id

Information has been received from a physician concerning a 16 year old female who on 27-NOV-2007 was vaccinated intramuscularly with her third dose of
GARDASIL (lot# not reported).  There was no concomitant medication.  In January 2008, the patient experienced mono-like symptoms.  The patient's mono-like
symptoms persisted.  The patient had blood work conducted and sought unspecified medical attention.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Diagnostic laboratory
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

307665-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Infectious mononucleosis

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7769
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Nov-2007
Vaccine Date

26-Nov-2007
Onset Date

18
Days

24-Mar-2008
Status Date

FR
State

WAES0803USA02584
Mfr Report Id

Information has been received from a health authority concerning a 14 year old female, who on 08-NOV-2007 was vaccinated IM in the deltoid with a first dose
of Gardasil (Lot# 0233U; Batch# NF56480). On 26-NOV-2007 the patient experienced cephalgia, psychovegetative syndrome, concentration impairment, and
abnormal vision. Neurological diagnostic investigation and routine laboratories were without findings. Despite persistent symptoms the patient received a
second dose of Gardasil (Lot# 0233U; Batch# NF56480) IM in the deltoid on 17-JAN-2008. At the time of the report, the symptoms were still ongoing. Other
business partner numbers included: E2008-02269. The health authority considered psychovegetative syndrome, concentration impairment, cephalgia, and
abnormal vision to be other important medical events. No further information was provided.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

neurological examination Comment: without findings; diagnostic laboratory test Comment: without findings
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

307666-1

24-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Autonomic nervous system imbalance, Disturbance in attention, Headache, Visual disturbance

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0233U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7770
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
11-Apr-2008
Status Date

--
State

WAES0802USA03705
Mfr Report Id

Information has been received from a consumer concerning her 18 year old daughter with allergic reaction to antibiotics who in January 2007, was vaccinated
with her first dose of GARDASIL.  Concomitant therapy included doxycycline hyclate (DORYX).  In January 2007, the patient experienced pain in her arm.
Subsequently, the patient recovered from pain in her arm.  No further information available.  Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:

Allergic reaction to antibioticsPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

307667-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7771
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Jan-2008
Vaccine Date

24-Feb-2008
Onset Date

33
Days

24-Mar-2008
Status Date

FR
State

WAES0803USA02586
Mfr Report Id

Information has been received from a health authority concerning a female (age unknown), who on 22-JAN-2008 was vaccinated IM with a first dose of
GARDASDIL (Lot# 0467U; Batch# NG20160). Concomitant therapy included hormonal contraceptives (unspecified) for "systemic use." On 24-FEB-2008 the
patient experienced purulent meningitis. The patient was hospitalized on an unspecified date. At the time of the report the patient had not recovered. The
reporting physician assessed the relation to the vaccine as unlikely. Other business partner numbers included: E2008-02268. No further information was
provided.

Symptom Text:

hormonal contraceptives (unspecified)Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

307668-1 (S)

24-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Meningitis

 HOSPITALIZED, SERIOUS

Other Vaccine
21-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0467U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7772
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Feb-2008
Vaccine Date

07-Feb-2008
Onset Date

0
Days

11-Apr-2008
Status Date

IA
State

WAES0802USA03710
Mfr Report Id

Information has been received from a physician concerning a 16 year old female who on approximately 07-FEB-2008 was vaccinated with GARDASIL (lot# and
series dose not reported).  On approximately 07-FEB-2008 the patient experienced headaches in her left temple region.  The patient's outcome was not
reported and she sought unspecified medical attention.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

307669-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Headache

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7773
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Jan-2008
Vaccine Date

04-Jan-2008
Onset Date

0
Days

11-Apr-2008
Status Date

CA
State

WAES0802USA03713
Mfr Report Id

Information has been received from a health care professional concerning a 12 year old female who on 18-JUN-2007 was vaccinated with the first dose of
GARDASIL an don 24-AUG-2007 was vaccinated with the second dose of GARDASIL and on 04-JAN-2008 was vaccinated IM with the third (0.5 ml) dose of
GARDASIL. There was no concomitant medication. After receiving the third dose the patient experienced injection site reaction. At the time of reporting the
patient still had significant pain on the injection site on her right arm and could not even lift her arm to write. Medical attention was sought. Patient had not
recovered at the time of reporting. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

307670-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injected limb mobility decreased, Injection site pain, Injection site reaction

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7774
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
11-Apr-2008
Status Date

--
State

WAES0802USA03720
Mfr Report Id

An identified patient was vaccinated with her first dose of Gardasil. Subsequently the patient experienced a painful bump at the injection site and incorrect route
of administration. No additional follow up is expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

307674-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Incorrect route of drug administration, Injection site mass, Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7775
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Nov-2007
Vaccine Date

09-Nov-2007
Onset Date

0
Days

11-Apr-2008
Status Date

LA
State

WAES0802USA03725
Mfr Report Id

Information has been received from the Pregnancy Registry through a physician concerning a 16 year old female with menstruation irregular and
dysmenorrhoea who on 09-AUG-2007 was vaccinated with the first dose of Gardasil and on 09-Nov-2007 the patient received the second dose. It was reported
that the patient now is pregnant. Concomitant therapy included vitamins (unspecified). Follow up information has been received from the physician indicating
that in December 2007, the patient experienced urinary tract infection treated with 100 mg oral dose of MACRODANTIN for 21-DEC-2007 to 31-DEC-2007. On
16-JAN-2008 the patient's pap smear revealed LGSIL. On 19-FEB-2008 the patient experienced uterine irritability treated with 0.25 mg SQ dose of
TERBUTALIN on 19-FEB-2008. The patient had an ultrasound on 9-JAN-2008 and 7-FEB-2008 because of abdominal pain. Unknown medical attention was
sought. The patient's outcome was unknown. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

vitamins (unspecified)Other Meds:
Lab Data:

History:
Pregnancy NOS (LMP=Unknown); Menstruation irregular; DysmenorrhoeaPrex Illness:

ultrasound 01/09/08 abdominal pain, positive for pregnancy; ultrasound 02/07/08 abdominal pain, male fetus normal; beta-human chorionic home pregnancy
test; Pap test 01/16/08 LGSIL on pap smear; beta-human chorionic office pregnancy test

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

307678-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Drug exposure during pregnancy, Urinary tract infection

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7776
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Aug-2007
Vaccine Date

07-Aug-2007
Onset Date

0
Days

11-Apr-2008
Status Date

RI
State

WAES0802USA03731
Mfr Report Id

Information has been received from a medical assistant concerning a 21 year old female with penicillin allergy (cause edema) who on 07-AUG-2007 was
vaccinated with the first dose of Gardasil (Lot # 657868/0523U), on 05-OCT-2007 was vaccinated with the second dose of Gardasil (Lot # 658558/1061U), and
on 08-FEB-2008 was vaccinated IM with the third (0.5 ml) dose of Gardasil (Lot # 658282/1263U).  There was no concomitant medication.  After the first and
second doses of Gardasil the patient experienced nausea.  Three hours after receiving the third dose of Gardasil the patient became nauseous, had trouble
breathing, and developed hives.  The patient was instructed to take BENADRYL and her symptoms resolved.  Medical attention was sought through a phone
call.  No product quality complaint was involved.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Penicillin allergyPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

307680-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dyspnoea, Nausea, Urticaria, Vaccine positive rechallenge

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0523U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7777
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
11-Apr-2008
Status Date

NJ
State

WAES0802USA03740
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated IM with a dose of Gardasil (Lot # not provided). There was no
concomitant medication. Patient had become light headed and needed to sit down after immunization. Patient outcome was recovered. No product quality
complaint was involved. Additional information is not expected.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

307682-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Sep-2007
Vaccine Date

06-Sep-2007
Onset Date

1
Days

11-Apr-2008
Status Date

NY
State

WAES0802USA03026
Mfr Report Id

Information has been received from a mother of a 11 year old female, with no drug allergies or pertinent medical history, who on 05-SEP-2007 was vaccinated
with her first dose of Gardasil.  There was no concomitant medication.  On 06-SEP-2007, the patient developed an uncomfortable pain in her back.  On 17-
NOV-2007, she was vaccinated with her second dose of Gardasil.  On 18-NOV-2007, the patient developed alot of pain in her lower back which eventually
spread to her hips.  The patient sought medical attention.  The patient underwent screening and x-rays.  As of 12-FEB-2007, the patient had not recovered and
was going to physical therapy twice a week.  AS of 12-FEB-2007, the patient's mother had not allowed her to receive her third dose of Gardasil.  Additional
information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic procedures, screening; X-ray
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

307683-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Back pain, Vaccine positive rechallenge

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7779
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Mar-2007
Vaccine Date

20-Mar-2007
Onset Date

4
Days

11-Apr-2008
Status Date

--
State

WAES0802USA03036
Mfr Report Id

Information has been from a health professional concerning a 21 year old female who on 16-MAR-2007 was vaccinated with GARDASIL (yeast, lot #
653736/0014U). Concomitant therapy included birth control pills (unspecified). On approximately 20-MAR-2007 the patient experienced hair loss in circular
patches on her head. It continued to occur even after the second dose  (lot # 657872/0515U0. When the patient brushed her hair a lot of hair would fall out,
which made her almost bald. She received steroid injections in her head and 2 prescriptions (unknown). The patient was almost back to normal until she
received her third dose of (yeast, lot # 657872/0515U) on 28-NOV-2007. The patient started losing hair again and had to get the injections of steroids and use
the prescriptions again. Labs performed included CMP, thyroid, Iron and CBC (results not specified). As of 12-FEB-2008, the patient was almost fully
recovered. Additional information has been requested.  03/25/2008 MR received for multiple OV beginning 7/12/2007-3/12/2008 with DX:  Alopecia Areata and
likely telogen effluria. Eczematous patches on legs. Pt presented with c/o hair loss x 2 months and rash on legs. Diffuse thinning on scalp with areas of total
alopecia on crown. Dematitis on legs. OVs 10 & 11/2007 with hair growing well in response to tx. Two new areas noted 12/18/2007. No bald spots noted
3/12/08

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

full blood chemistry ?/?/07 - CM?; serum TSH ?/?/07; urine iron test ?/?/07; complete blood cell ?/?/07
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

307684-1

21-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Alopecia, Alopecia areata, Dermatitis, Vaccine positive rechallenge

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0014U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7780
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
11-Apr-2008
Status Date

--
State

WAES0802USA03052
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with Gardasil. Subsequently the patient experienced a rash on her
arms, face and behind her knees. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

307685-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7781
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Jan-2008
Vaccine Date

01-Feb-2008
Onset Date

6
Days

11-Apr-2008
Status Date

--
State

WAES0802USA03079
Mfr Report Id

Information has been received from a consumer concerning her 17 year old daughter who on 11-JUL-2007, 20-SEP-2007, 26-JAN-2008 was vaccinated with
her first, second and third dose of Gardasil, respectively. It was reported that the patient did not have a reaction to the first or second dose. Within two weeks
after her third dose she experienced a high fever and blisters down her throat. It was reported that she missed work and school due to the reaction. The
consumer's sister also had a similar reaction to Gardasil (WAES#0710USA03615). Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

307686-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Blister, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7782
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
11-Apr-2008
Status Date

--
State

WAES0802USA03137
Mfr Report Id

Information has been received from a nurse concerning her 18 year old daughter who, on unspecified dates, was vaccinated with first, second, and third doses
of Gardasil. Subsequently, after each dose the patient experienced severe pain at the injection site. The patient recovered on an unspecified date. No product
quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

307687-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7783
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
11-Apr-2008
Status Date

WA
State

WAES0802USA03165
Mfr Report Id

Information has been received from a physician, concerning an 18 year old female patient with allergic reaction to KEFLEX that involved a facial rash, who was
vaccinated with the first dose of Gardasil (date and lot # not specified).  Concomitant therapy included MICROGEST.  Subsequently the patient developed a
"ring of erythema" around the injection site, from which she recovered (duration not specified).  On an unspecified date, the patient was administered the
second dose of Gardasil, and again she developed a "ring of erythema' around the injection site.  The patient contacted the physician (details not provided).
After an unknown duration, she recovered.  Additional information has been requested.

Symptom Text:

MICROGESTOther Meds:
Lab Data:
History:

Allergic reaction to antibioticsPrex Illness:

Unknown
Facial rash

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

307688-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7784
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jun-2007
Vaccine Date

01-Jan-2008
Onset Date

214
Days

11-Apr-2008
Status Date

LA
State

WAES0802USA03171
Mfr Report Id

Information has been received from a consumer concerning her 18 year old daughter, with a history of family history of cancer, who in June 2007, was
vaccinated with the first dose, 0.5 ml, of Gardasil (lot # not specified). There was no concomitant medication. In January 2008, seven months after the
vaccination, her daughter had a Papanicolaou test (PAP) and tested positive for human papilloma virus. At the time of this report, her daughter had not
recovered. Her daughter visited a physician for unspecified medical attention. The patient's sister also experienced an event similar to the above, when
vaccinated with Gardasil (WAES #0802USA03516). Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Pap test 01/08 positive for human papilloma virus
Family history of cancer

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

307689-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Human papilloma virus test positive

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7785
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Feb-2008
Vaccine Date

13-Feb-2008
Onset Date

1
Days

11-Apr-2008
Status Date

IL
State

WAES0802USA03175
Mfr Report Id

Information has been received from a licensed practical nurse concerning an 18 year old female with drug hypersensitivity to CECLOR, ZITHROMAX and no
pertinent medical history who on 12-FEB-2008 was vaccinated with a first dose of GARDASIL (lot # 655670/1459U). Concomitant therapy included LOESTRIN.
On13-FEB-2008, the patient experienced a fever of 101.9 degrees Fahrenheit, nausea, and vomiting. The patient sought medical attention and was examined
by her physician and was instructed to take BENADRYL, TYLENOL, and increase fluid intake. No diagnostic tests were performed. At the time of reporting, the
patient had not recovered. Additional information has been requested.

Symptom Text:

LOESTRINOther Meds:
Lab Data:
History:

Drug hypersensitivityPrex Illness:

temperature measurement 02/13/08 101.9 F

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

307690-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Nausea, Pyrexia, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1459U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7786
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
11-Apr-2008
Status Date

--
State

WAES0802USA03180
Mfr Report Id

Information has been received from a nurse practitioner concerning "around 12 year old" female who on an unspecified date was vaccinated with a first dose of
Gardasil 0.5 mL injection.  On an unspecified date after receiving the Gardasil the patient experienced a depressed white cell count.  Medical attention was
sought.  At the time of reporting it was unknown if the patient had recovered.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

307691-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 White blood cell count decreased

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7787
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Feb-2008
Vaccine Date

13-Feb-2008
Onset Date

0
Days

11-Apr-2008
Status Date

CA
State

WAES0802USA03197
Mfr Report Id

Information has been received from a physician's assistant concerning a 20 year old female with syncope episodes in the past after receiving other vaccines
who on 13-FEB-2008 was vaccinated with a first dose of GARDASIL IM. On 13-FEB-2008 the patient fainted. The representative reported that the "patient had
not eaten breakfast before being vaccinated". On 13-FEB-2008, the patient "was fine before leaving the office." No further information was provided. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

SyncopePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

307692-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7788
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Oct-2007
Vaccine Date

24-Oct-2007
Onset Date

0
Days

11-Apr-2008
Status Date

WA
State

WAES0802USA03199
Mfr Report Id

Information has been received from a health professional concerning her 16 year old daughter with no pertinent medical history or drug reactions/allergies who
on 24-OCT-2007 was vaccinated with a first dose of GARDASIL 0.5 mL IM.  There was no concomitant medication.  On 24-OCT-2007 the patient fainted after
receiving the first dose.  Medical attention was sought.  Subsequently, on 24-OCT-2007, the patient recovered.  On 06-FEB-2008, the patient received a
second dose of GARDASIL and did not faint.  No further information was available.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

307693-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7789
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-May-2007
Vaccine Date

15-May-2007
Onset Date

0
Days

11-Apr-2008
Status Date

TX
State

WAES0802USA03203
Mfr Report Id

Information has been received from a nurse concerning a 13 year old female with no reported medical history who on 15-MAY-2007 was vaccinated with her
first dose of GARDASIL (lot number not given) intramuscularly and on 6-DEC-2007 was vaccinated with her second dose of GARDASIL. The nurse reported
that on 15-MAY-2007 the patient developed a fever of 101 degrees Fahrenheit and also had a knot in her arm at the injection site after receiving the first and in
December 2007 developed a fever of 101 degrees Fahrenheit and also had a knot in her arm at the injection site after receiving the second dose. The patient
outcome was unknown at the time of reporting. No further information was provided. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

body temp 101 Fare
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

307694-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site mass, Pyrexia, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7790
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
11-Apr-2008
Status Date

MA
State

WAES0802USA04025
Mfr Report Id

Information has been received from a 24 year old female who was vaccinated with the first two doses of GARDASIL on unspecified dates (lot# not reported).  At
the time she received the first two doses she had her menstrual cycle and after receiving it both times she had severe bleeding to the point where it soaked
through everything.  The patient went to the hospital and had an internal and external ultrasound done, but the physicians could not determine why this was
happening.  The patient was not admitted to the hospital.  The patient did receive the third dose of GARDASIL on an unspecified date and was fine (lot# not
reported).  The patient did recover from the heavy bleeding.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Ultrasound
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

307695-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Menorrhagia

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7791
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Feb-2008
Vaccine Date

05-Feb-2008
Onset Date

0
Days

11-Apr-2008
Status Date

--
State

WAES0802USA04099
Mfr Report Id

Information has been received from a consumer concerning her 24 year old daughter with a history of reaction to erythromycin who on 05-FEB-2008 was
vaccinated with the initial dose of GARDASIL. Concomitant therapy included hormonal contraceptives (unspecified). Shortly after receiving GARDASIL
(approximately 05-FEB-20080 the patient became nauseous. The nausea subsided on 09-FEB-2008. On 10-FEB-2008 the patient developed hives. The
physician was notified and BENADRYL was prescribed. BENADRYL helped initially but as of 18-FEB-2008, the hives persisted. The patient's mother indicated
that the physician told the family he did not believe the hives were related to therapy with GARDASIL. Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

None
Adverse drug reaction

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

307696-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Nausea, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7792
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
02-Apr-2008
Status Date

FL
State

WAES0802USA04123
Mfr Report Id

Information has been received from a physician concerning a female (age and gender unknown), who, on an unspecified date, was vaccinated with a dose of
GARDASIL. Subsequently, the patient was diagnosed with guillain-barre syndrome. At the time of the report, the outcome of the patient was unknown. No
product quality complaint was involved. Upon internal review, guillain-barre syndrome was considered to be an other important medical event. Additional
information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

307697-1

02-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Guillain-Barre syndrome

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7793
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Feb-2008
Vaccine Date

13-Feb-2008
Onset Date

0
Days

11-Apr-2008
Status Date

--
State

WAES0802USA04129
Mfr Report Id

Information has been received from a female licensed practical nurse who on 13-FEB-2008 was vaccinated with the second dose of GARDASIL. On 13-FEB-
2008 the patient experienced soreness at the injection site. She reported that she thought the dose was administered subcutaneously. The outcome of the
event was not reported. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

307698-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Subcutaneously



10 JUN 2008 06:27Report run on: Page 7794
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Dec-2007
Vaccine Date

21-Dec-2007
Onset Date

1
Days

11-Apr-2008
Status Date

TX
State

WAES0802USA04135
Mfr Report Id

Information has been received from a registered nurse concerning a 26 year old female with a history of seasonal allergies and no known drug allergies who on
20-DEC-2007 was vaccinated with the first dose of GARDASIL (Lot # 659435/1265U).  Concomitant therapy included montelukast sodium (MSD) and ethinyl
estradiol/norethindrone (NECON).  One to two days after receiving GARDASIL vaccine (approximately 21-DEC-2007), the patient developed a rash on her face
and arms.  The patient reported the rash at the next office visit.  Subsequently, the patient recovered.  Additional information has been requested.

Symptom Text:

Necon; SingulairOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Seasonal Allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

307699-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1265U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7795
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Feb-2008
Vaccine Date

14-Feb-2008
Onset Date

0
Days

11-Apr-2008
Status Date

TX
State

WAES0802USA04139
Mfr Report Id

Information has been received from a physician concerning a 21 year old female who on 14-FEB-2008 was vaccinated with the first dose of GARDASIL. The
patient became very tired approximately 3 hours after receiving her first dose of GARDASIL. Unknown medical attention was sought. Patient outcome was
unknown. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

307701-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Fatigue

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7796
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
11-Apr-2008
Status Date

TX
State

WAES0802USA04144
Mfr Report Id

Information has been received from a physician concerning a 14 year old female who on an unspecified date was vaccinated with the second doses of
GARDASIL. A week after the patient experienced herpetic lesions at the the front of her legs where the underwear touches. Patient denied having any sexual
history. Unknown medical attention was sought. Patient outcome is unknown. no product quality complaint was involved. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

307703-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Herpes virus infection

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7797
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
11-Apr-2008
Status Date

--
State

WAES0802USA04147
Mfr Report Id

Information has been received from a nurse practitioner concerning a her daughter who was vaccinated IM with a 0.5 ml dose of GARDASIL and a short time
after being vaccinated developed cardiac arrhythmia. Unknown medical attention was sought. Patient outcome was unknown. No product quality complaint was
involved. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

307705-1

14-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arrhythmia

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7798
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Feb-2008
Vaccine Date

27-Feb-2008
Onset Date

0
Days

25-Mar-2008
Status Date

AZ
State Mfr Report Id

- Fainting; - HypotensionSymptom Text:

Other Meds:
Lab Data:
History:

HypotensionPrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

307709-1

26-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Condition aggravated, Hypotension, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1446U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 7799
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
11-Apr-2008
Status Date

NY
State

WAES0802USA04152
Mfr Report Id

Information has been received from a physician concerning a single female who was vaccinated on unspecified dates with three doses of GARDASIL. The
patient had an abnormal PAP test since receiving the vaccination and needed a colposcopy. The patient did not have positive PAP test prior to receiving the
vaccination. Medical attention was sought in the office. Patient outcome was unknown. No product quality complaint was involved. Additional information has
been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

colposcopy; Pap test abnormal
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

307710-1

14-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Smear cervix abnormal

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7800
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Feb-2008
Vaccine Date

18-Feb-2008
Onset Date

0
Days

11-Apr-2008
Status Date

--
State

WAES0802USA04164
Mfr Report Id

Information has been received from a nurse practitioner concerning a female who on 18-FEB-2008 was vaccinated 0.5mL, IM with her third dose of GARDASIL
(lot# not provided). On 18-FEB-2008 the patient fainted 15 minutes after receiving her vaccination. The patient fell forward and hit her face on the floor. A front
tooth appeared to be loosened. The patient was transported to local emergency room for xrays and to rule-out facial fracture. The results of the exam are
pending. The nurse practitioner added that the patient did not have an adverse event when vaccinated with her first dose (10-MAY-2007) GARDASIL (lot# not
provided) and her second dose (10-JUL-2007) of GARDASIL (lot# not provided). Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

X-ray
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

307713-1

14-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Head injury, No reaction on previous exposure to drug, Syncope, Tooth injury

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7801
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-May-2007
Vaccine Date

03-Aug-2007
Onset Date

65
Days

25-Mar-2008
Status Date

NC
State Mfr Report Id

Diffuse joint pain within 2 months of vaccination; Blood work up negative RA/ANA. Rheumatology consult drew no conclusionsSymptom Text:

Colazal, Flonase, Levsin, Nexium, Ortho TriCyclenOther Meds:
Lab Data:
History:
Prex Illness:

ANA/RA/SED RATE WNL
Colitis

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

307715-1

26-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Mar-2008

Received Date

Prex Vax Illns:

HPV4
HEP

MERCK & CO. INC.
MERCK & CO. INC.

0522U
0305R

2
2

Left arm
Right arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 7802
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Oct-2007
Vaccine Date

19-Oct-2007
Onset Date

0
Days

11-Apr-2008
Status Date

KS
State

WAES0802USA04194
Mfr Report Id

Information has been received from a physician concerning a 15 year old female with seasonal allergic rhinitis who on 19-OCT-2007 was vaccinated in the right
deltoid with the first dose of GARDASIL. Concomitant therapy included ALLEGRA, ADACEL, MENACTRA and hepatitis A vaccine (unspecified). On 19-
OCT_2007 the patient experienced near syncopal episodes (likely vasovagal) that lasted 5 minutes and mild hypotension with spontaneous recovery.
Subsequently, the patient recovered from near syncopal episodes and mild hypotension. No further information is available.

Symptom Text:

ALLEGRAOther Meds:
Lab Data:
History:

Seasonal allergic rhinitisPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

307716-1

14-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hypotension, Presyncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

TDAP
MNQ
HPV4
HEPA

SANOFI PASTEUR
SANOFI PASTEUR
MERCK & CO. INC.
UNKNOWN MANUFACTURER

NULL
NULL
1209U
NULL

0

Unknown
Unknown
Unknown
Unknown

Unknown
Unknown

Intramuscular
Unknown



10 JUN 2008 06:27Report run on: Page 7803
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
11-Apr-2008
Status Date

MI
State

WAES0802USA04380
Mfr Report Id

Information has been received from a physician concerning a female on an unspecified date who was vaccinated intramuscularly with her first dose of
GARDASIL (lot# not reported).  Subsequently the patient fainted after receiving the vaccine.  The patient felt better after 20 minutes and left the office.
Subsequently, the patient recovered from fainting.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

307718-1

14-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7804
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
11-Apr-2008
Status Date

PA
State

WAES0802USA04400
Mfr Report Id

Information has been received from a nurse concerning a female who on an unspecified date was vaccinated with her second dose of GARDASIL (Lot # not
reported). "Either the day of or the day after receiving her second dose", the patient's face became red and diaphoretic. The reporter stated that it has not been
decided whether they are going to continue the rest of the series. The patient sought unspecified medical attention by calling the office. No further information
was provided. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

307720-1

14-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Hyperhidrosis

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Feb-2008
Vaccine Date

18-Feb-2008
Onset Date

0
Days

11-Apr-2008
Status Date

NC
State

WAES0802USA04408
Mfr Report Id

Information has been received from a health professional concerning a 17 year old female with asthma and allergies to naproxen and ibuprofen, who on 07-
AUG-2007 was vaccinated intramuscularly with her first dose of GARDASIL (Lot # not reported). On 15-OCT-2007, the patient was vaccinated intramuscularly
with her dose of GARDASIL (Lot # not reported). On 18-FEB-2008, the patient was vaccinated intramuscularly with her third dose of GARDASIL (Lot #
659657/1487U). Concomitant therapy included LOESTRIN and albuterol inhaler. About 15 minutes after receiving the third vaccination, the patient developed
hives and itching on both arms. The patient was treated with BENADRYL and SOLU-MEDROL. No additional information provided. Additional information has
been requested.

Symptom Text:

albuterol; LOESTRINOther Meds:
Lab Data:
History:

Drug hypersensitivityPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

307721-1

14-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1487U 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7806
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
11-Apr-2008
Status Date

TX
State

WAES0802USA04435
Mfr Report Id

Information has been received from a health professional concerning a female who on an unspecified date was vaccinated intramuscularly with her first dose of
GARDASIL (Lot # not provided).  After receiving the vaccination, the patient "broke out in hives all over her body and had to be taken to the ER."  Specific
information regarding the ER visit were not provided.  The reporter indicated that laboratory tests were performed; however, no specifics were provided.  On an
unspecified date, the patient recovered from hives all over her body.  No additional information was provided.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

307723-1

14-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7807
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
18-Feb-2008
Onset Date Days

11-Apr-2008
Status Date

--
State

WAES0802USA04436
Mfr Report Id

Information has been received from a health professional concerning a female who was vaccinated with Gardasil. On approximately 18-FEB-2008 the patient
experienced hives. The patient's outcome was not reported. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

307734-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Feb-2008
Vaccine Date

15-Feb-2008
Onset Date

0
Days

11-Apr-2008
Status Date

TX
State

WAES0802USA04451
Mfr Report Id

Information has been received from a Licensed Visiting Nurse concerning a 14 year old female who on 13-AUG-2007 was vaccinated with the first dose of
Gardasil (659655/1486U). On 15-FEB-2008 the patient received the second dose of Gardasil and experienced pruritic rash all over her torso and swelling on
her hands. She was prescribed Zyrtec for the symptoms. As of 19-FEB-2008, the patient was recovering. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

307736-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Oedema peripheral, Rash pruritic

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Feb-2008
Vaccine Date

15-Feb-2008
Onset Date

0
Days

11-Apr-2008
Status Date

MA
State

WAES0802USA04468
Mfr Report Id

Information has been received from a physician concerning a 26 year old female (164 lbs., 62 in.) who on 15-FEB-2008 was vaccinated in the left buttocks with
the first dose of GARDASIL (Lot #659655/1486U).  Concomitant therapy included medroxyprogesterone acetate (DEPO-PROVERA).  On 17-FEB-2008 the
patient experienced heaviness in her left arm, tightness in the left side of her chest and the veins in her left leg felt constricted.  The patient was taken to the
emergency room but it was not known if she was admitted.  No additional information is available.

Symptom Text:

DEPO-PROVERAOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

307737-1

14-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Chest discomfort, Drug administered at inappropriate site, Sensation of heaviness

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1486U 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Apr-2008
Status Date

--
State

WAES0802USA04479
Mfr Report Id

Information has been received from a company representative who called to report that a news program ran about GARDASIL. A young lady was interviewed
who received GARDASIL. The woman confirmed that it was painful but worth it because the vaccine can prevent cervical cancer. The anchor woman was the
health link manager. The anchor woman reported that the vaccine can cause fainting and pain. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

307738-1

14-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Feb-2008
Vaccine Date

18-Feb-2008
Onset Date

0
Days

11-Apr-2008
Status Date

--
State

WAES0802USA04482
Mfr Report Id

Information has been received from a Nurse concerning a female who on 18-FEB-2008 or 19-FEB-2008 was vaccinated with her second dose of Gardasil (lot#
not provided). The patient passed out and fell in the exam table after vaccine administration. The patient was brought to the hospital but it was not reported
whether the patient was admitted to the hospital. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

307739-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Fall, Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Feb-2008
Vaccine Date

17-Feb-2008
Onset Date

3
Days

14-Apr-2008
Status Date

MA
State

WAES0802USA04484
Mfr Report Id

Information has been received from a physician concerning a 27 year old female with a history of seasonal allergies who on 14-FEB-2008 was vaccinated IM,
in the right deltoid with her third dose of GARDASIL (lot# 659655/1486U). On 17-FEB-2008 the patient experienced puffiness at injection site, swelling in the
right arm and eye puffiness. It is unknown if the patient had this same reaction with the first and second doses of the vaccine. The patient sought unspecified
medical attention. The patient took BENADRYL and subsequently recovered from puffiness at injection site, right arm swelling and eye puffiness on 19-FEB-
2008. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Seasonal allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
27.0

307740-1

14-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Eye swelling, Inappropriate schedule of drug administration, Injection site swelling, Oedema peripheral

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1486U 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7813
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Apr-2008
Status Date

TN
State

WAES0802USA04511
Mfr Report Id

Information has been received from a health professional concerning many patients, ages 12-15 years, who were vaccinated with GARDASOL (lot# Not
provided). The reporter could not provide the exact number of patients, but estimated that every 7 out of 10 patients experienced heavy arm. On an unspecified
date the patients recovered from heavy arm. The patients sought unspecified medical attention. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

307741-1

14-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Sensation of heaviness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Feb-2008
Vaccine Date

11-Feb-2008
Onset Date

0
Days

14-Apr-2008
Status Date

TX
State

WAES0802USA04611
Mfr Report Id

Information has been received from a physician concerning a 14 year old female who on 11-FEB-2008 was vaccinated IM in the arm with her first dose of
GARDASIL (lot# not provided).  On 11-FEB-2008 the patient experienced "striders syndrome."  Her specific symptoms were wheezing and asthmatic response.
 Subsequently, on an unspecified date, the patient recovered from the "striders syndrome."  The patient sought unspecified medical attention.  Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

307742-1

14-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Asthma, Wheezing

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Feb-2008
Vaccine Date

18-Feb-2008
Onset Date

0
Days

14-Apr-2008
Status Date

--
State

WAES0802USA04624
Mfr Report Id

Information has been received from a Nurse Practitioner concerning a 12 year old female on 18-FEB-2008 was vaccinated with the first dose of GARDASIL (lot
# not reported). The patient also received MENACTRA (lot # not reported) and ADACEL (lot # not reported) "at the same time." On 18-FEB-2008, "shortly after
receiving GARDASIL", the patient "was pale and felt lightheaded." On 19-FEB-2008, "the day after receiving the vaccines, she blacked out while taking a
shower and was still very pale. She did not hurt herself when she blacked out." The patient sought unspecified medical attention. Additional information has
been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

307743-1

14-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Loss of consciousness, Pallor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

TDAP
MNQ
HPV4

SANOFI PASTEUR
SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL
NULL 0

Unknown
Unknown
Unknown

Unknown
Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
21-Jan-2008
Vaccine Date

Unknown
Onset Date Days

14-Apr-2008
Status Date

PA
State

WAES0802USA04630
Mfr Report Id

Information has been received from a physician concerning a 17 year old patient who on 21-JAN-2008 was vaccinated intramuscularly with a 0.5 mL third dose
of GARDASIL (lot # not reported). Subsequently the patient developed a mass and pain at the injection site. The patient sought unspecified medical attention.
An MRI was performed and the results were unspecified. Therapy with human papillomavirus vaccine was discontinued on 21-JAN-2008. Additional information
has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

magnetic resonance - results unspecified
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

307744-1

14-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site mass, Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Jul-2007

Vaccine Date
08-Feb-2008
Onset Date

198
Days

14-Apr-2008
Status Date

--
State

WAES0802USA04636
Mfr Report Id

Information has been received from a nurse practitioner concerning a 19 year old female who on 12-JAN-2007 was IM with her 1st dose of GARDASIL
(lot#653736/0868F). On 13-MAR-2007 the patient was vaccinated IM with her 2nd dose of GARDASIL (lot# 653736/0014U). On 25-JUL-2007 the patient was
vaccinated IM with her 3rd dose of GARDASIL (lot# 657872/0515U). It was reported that the patient received all three vaccinations with a pre-filled syringe prior
to being sexually active. Concomitant therapy included administration of meningococcal vaccine (unspecified) on 12-JAN-2007 and hormonal contraceptives
(unspecified started therapy in September 2007). It was reported that on 08-FEB-2008 the patient had a normal pap test, but the patient tested positive for high
risk HPV. The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory 02/08/08 - positive for high risk HPV; Pap test 02/08/08 norma
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

307745-1

14-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Human papilloma virus test positive

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0515U 2 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Nov-2007
Vaccine Date

20-Jan-2008
Onset Date

76
Days

14-Apr-2008
Status Date

SC
State

WAES0802USA04653
Mfr Report Id

Information has been received from a healthcare worker concerning a 16 year old female who on 05-NOV-2007 was vaccinated intramuscularly with her first
dose of GARDASIL (lot #654540/1209U). There was no concomitant medication. On approximately 20-JAN-2008 the patient developed mononucleosis. The
patient's mononucleosis persisted. The healthcare worker did not feel the mononucleosis was related to the use of GARDASIL vaccine. The physician can not
be contacted. The patient sought unspecified medical attention by calling the physician.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

307746-1

15-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Infectious mononucleosis

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1209U 0 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Feb-2008
Vaccine Date

19-Feb-2008
Onset Date

0
Days

14-Apr-2008
Status Date

NY
State

WAES0802USA04670
Mfr Report Id

Information has been received from a health professional concerning a 24 year old female who on 13-AUG-2007 was vaccinated with her first dose of
GARDASIL. On or about 19-Feb-2008 the patient was intramuscularly vaccinated with her third dose of GARDASIL (Lot # 658556/1060U). Concomitant therapy
included hormonal contraceptives (unspecified). On 19-FEB-2008 the patient experienced nausea, vomiting, diarrhea, and fever. The patient went to the
emergency room and was given IV fluids and was sent home. The patient was diagnosed with a stomach virus. No adverse reactions were reported on the first
or second doses of vaccine. Subsequently, the patient recovered from nausea, vomiting, diarrhea, and fever. Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

307747-1

15-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Gastroenteritis viral, Nausea, No reaction on previous exposure to drug, Pyrexia, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1060U 2 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Feb-2008
Vaccine Date

20-Feb-2008
Onset Date

0
Days

14-Apr-2008
Status Date

WI
State

WAES0802USA04679
Mfr Report Id

Information has been received from a health professional concerning a 15 year old female with a history of asthma who on 20 february 2008 was vaccinated
intramuscularly in the left arm with her first does of HPV rL1 6 11 16 18 VLP vaccine (yeast) (Lot # 657006/0188U).  Concommitanttherapy included vaccination
in the left arm with meningococcal ACYN conj vaccine (dip toxoid) (MENACTRA).  On 20 february 2008 the patient experienced shortness of breath, chest pain
and light headedness.  Thepatient sought unspecified medical treatment.  The patient recovered after she laid down and took a puff of her albuterol inhaler.
Subsequently, the patient recovered from shortness of breath, chest pain and light headedness.  No further information is available.  Additional information has
been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

307748-1

17-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Chest pain, Dizziness, Dyspnoea

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
0188U 0

Unknown
Left arm

Unknown
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
13-Feb-2008
Onset Date Days

14-Apr-2008
Status Date

--
State

WAES0802USA04682
Mfr Report Id

Information has been received from a physician concerning a 14-16 year old female who was vaccinated with her first dose of GARDASIL. On approximately
13-FEB-2008, one day after receiving the vaccine, the patient experienced bilateral numbness and tingling in hands and feet. The patient's bilateral numbness
and tingling in hands and feet persisted. The physician reporting is not the administering physician. The patient sought unspecified medical treatment with an
office visit. An unspecified CT scan was performed, results were within normal limits. Also an unspecified MRI was performed, results were within  normal limits.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

computed axial - within normal limits; magnetic resonance - within normal limits
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

307749-1

15-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Paraesthesia

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Feb-2008
Vaccine Date

20-Feb-2008
Onset Date

0
Days

14-Apr-2008
Status Date

RI
State

WAES0802USA04693
Mfr Report Id

Information has been received from a registered nurse concerning a 13 year old female who on 17-JUL-2007 was vaccinated intramuscularly with her first dose
of GARDASIL (Lot # 657006/0188U). On 27-AUG-2007, the patient was vaccinated intramuscularly with her second dose of GARDASIL (Lot # 657006/0188U).
On 20-FEB-2008, the patient was vaccinated intramuscularly with her third dose of GARDASIL (Lot # 659657/1487U). Concomitant therapy included
ALLEGRA. On 20-FEB-2008, a few minutes after her third dose, the patient developed hives on her arms, shoulder, neck and some lip swelling. The patient
was given BENADRYL in the office and seems to have improved. The patient's father noted that the patient has developed rashes and wheezing several times
over the last six months. No further information was provided. Additional information has been requested.

Symptom Text:

ALLEGRAOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

307750-1

15-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Lip swelling, Rash, Urticaria, Wheezing

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1487U 2 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Mar-2008
Vaccine Date

18-Mar-2008
Onset Date

0
Days

26-Mar-2008
Status Date

LA
State Mfr Report Id

Anaphalatic shock, loss of consciousness, tremors, hypotension, nausea for 5 minutes.  ER visitSymptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

EKG, xrays

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

307751-1

27-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anaphylactic shock, Hypotension, Loss of consciousness, Nausea, Tremor

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Mar-2008
Vaccine Date

20-Mar-2008
Onset Date

1
Days

26-Mar-2008
Status Date

OR
State Mfr Report Id

Immediately folowing the HPV vaccine patient began feeling sick to her stomach and complaining of bad h/a. These symptoms continued throughout the entire
next day and that afternoon she had a seizure. Patient does have hx of seizures, before she had this seizure, but last seizure hadn't been for an entire year.

Symptom Text:

NoOther Meds:
Lab Data:
History:

NoPrex Illness:

Going to be doing an EEG
epilepsy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

307760-1

27-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Headache, Malaise

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1758U 2 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Mar-2008
Vaccine Date

21-Mar-2008
Onset Date

0
Days

26-Mar-2008
Status Date

CA
State Mfr Report Id

Guardian stated, patient seemed to be passing out and slowly fell on her side to the cement floor. Abrasion on chin and on 2 fingers of each hand noted. 911
was called and paramedics evaluated the patient and patient was transported to Medical Center via ambulance.

Symptom Text:

None KnownOther Meds:
Lab Data:
History:

None knownPrex Illness:

None done at the clinic
None known

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

307762-1

27-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Excoriation, Fall, Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Mar-2008

Received Date

Prex Vax Illns:

VARCEL
HEPA

HPV4
MNQ
HEP

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.

1779U
AHAVB216AA

1267U
U2425AA
0758F

0
1

2
0
1

Left arm
Right arm

Right arm
Left arm
Left arm

Subcutaneously
Intramuscular

Intramuscular
Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Mar-2008
Vaccine Date

21-Mar-2008
Onset Date

0
Days

25-Mar-2008
Status Date

HI
State Mfr Report Id

Administered shots, pt walked into waiting area and collapsed. About five minutes later she had a seizure, ambulance came and took her to medical center ER.Symptom Text:

Other Meds:
Lab Data:
History:

SyncopePrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

307774-1

26-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Mar-2008

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

1448U
AHAVB171AA

0
0

Right arm
Left arm

Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Mar-2008
Vaccine Date

Unknown
Onset Date Days

25-Mar-2008
Status Date

CA
State Mfr Report Id

Patient slight erythema about 1/2 inch in diameter to VZV site. Advice to apply cold compress to decrease swelling and return to clinic if sign and system get
worse.

Symptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

none
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

307775-1

26-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Mar-2008

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

1796U
1740U

1
2

Left arm
Right arm

Unknown
Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Jul-2007

Vaccine Date
02-Jul-2007
Onset Date

0
Days

11-Apr-2008
Status Date

CA
State

WAES0802USA05231
Mfr Report Id

Information has been received from a physician concerning an 11 year old female who on 02-JUL-2007 was vaccinated with Gardasil (lot # not reported).
Concomitant therapy included MENACTRA.  On 02-JUL-2007 the patient experienced a fever that lasted 24 hours after receiving Gardasil.  Subsequently, the
patient recovered from the fever.  The patient sought unspecified medical attention with the physician.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

307788-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Unknown
Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Apr-2008
Status Date

CA
State

WAES0802USA05268
Mfr Report Id

Information has been received from a physician concerning patients who were vaccinated with GARDASIL (Lot# not provided). Per the reporter, "a couple of
her patients experienced localized adverse reaction after the injection of GARDASIL. The patients experienced pain at the injection site." The reporter also
mentioned that one of the other physicians in the same practice had a patient with the same adverse reaction. No further information was provided. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

307789-1

15-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Local reaction

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7830
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Feb-2008
Vaccine Date

22-Feb-2008
Onset Date

1
Days

11-Apr-2008
Status Date

--
State

WAES0802USA05302
Mfr Report Id

Information has been received from a physician concerning a female who on 21-FEB-2008 was vaccinated with Gardasil (lot numbers not reported).
Concomitant therapy included Varivax (duration and dose not reported).  Other concomitant therapy included MENACTRA and DTAP-IPV.  On 22-FEB-2008
the patient experienced fainted, developed redness at injection site and low grade fever.  The patient was reported to be recovering.  No further information is
available.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

307790-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Pyrexia, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

VARCEL
HPV4
DTAP
IPV
MNQ

MERCK & CO. INC.
MERCK & CO. INC.
UNKNOWN MANUFACTURER
UNKNOWN MANUFACTURER
SANOFI PASTEUR

NULL
NULL
NULL
NULL
NULL

Unknown
Unknown
Unknown
Unknown
Unknown

Unknown
Intramuscular

Unknown
Unknown
Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Apr-2008
Status Date

--
State

WAES0802USA05310
Mfr Report Id

Information has been received from a office staff member at a physician's office concerning a 23 year old female with no reported medical history who on an
unspecified date was vaccinated with a dose of GARDASIL (lot number, injection route and site not reported). The office staff member stated that after
receiving the dose, the patient went back to the office on an unspecified date and had a pap smear done, which came back positive for HPV. The patient's
outcome is unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

cervical smear
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

307791-1

15-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Human papilloma virus test positive

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Feb-2008
Vaccine Date

Unknown
Onset Date Days

11-Apr-2008
Status Date

ID
State

WAES0802USA05315
Mfr Report Id

Information has been received from a physician concerning a 15 year old female who on 18-FEB-2008 was vaccinated with the first dose Gardasil.
Subsequently, the patient developed "flu like" symptoms such as a fever and chills after receiving the first dose of Gardasil.  No diagnostic laboratory studies
were performed.  At the time of this report, the patient's mother did not want the patient to receive the second and third dose.  The outcome of this event was
unknown.  No product quality complaint involved.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

307792-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Chills, Influenza like illness, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
11-Apr-2008
Status Date

--
State

WAES0802USA05334
Mfr Report Id

Information has been received from a healthcare worker concerning a 12 year old female who was vaccinated with her second dose of Gardasil (lot number not
provided).  Concomitant therapy included MENACTRA.  Subsequently the patient experienced swelling at injection site, rash, fever and shortness of breath.
The patient was reported to be recovering.  No further information is available.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

307793-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dyspnoea, Injection site swelling, Pyrexia, Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL 1

Unknown
Unknown

Unknown
Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Dec-2007
Vaccine Date

21-Dec-2007
Onset Date

0
Days

14-Apr-2008
Status Date

HI
State

WAES0802USA05479
Mfr Report Id

Information has been received from a health professional concerning a 20 year old Asian/Caucasian female with no reported medical history who on 21-DEC-
2007 was vaccinated with her first dose of GARDASIL and on 19-FEB-2008 was vaccinated with her second dose of GARDASIL (Lot #659962/1740U)
intramuscularly in the right deltoid at 1:00 pm. Concomitant therapy included DEPO-PROVERA. Immediately after injection the patient felt light headed and
broke out into a cold sweat. She was followed up for 10 minutes. The patient felt better and was able to leave. Her reaction after her first shot was "similar". The
patient's outcome after the second shot was unknown. No further information is available.

Symptom Text:

DEPO-PROVERAOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

307794-1

15-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Cold sweat, Dizziness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
18-Jan-2008
Onset Date Days

11-Apr-2008
Status Date

--
State

WAES0802USA05482
Mfr Report Id

Information has been received from a pharmaceutical company as part of a business agreement (manufacturer report number 080118-0000044) and a
pharmacist concerning a 19 year old female, who, on an unspecified date, was vaccinated with a dose of Gardasil.  Concomitant suspect therapy included
CHEMET.  On 18-JAN-2008 the patient experienced throat swelling, swelling of face, swelling of lips, and a drug interaction.  The duration between the
administration of the vaccine and the onset of the symptoms was unknown.  The patient temporarily discontinued CHEMET for 3 to 4 weeks.  When the patient
resumed treatment with CHEMET she experienced the same events.  Subsequently, the CHEMET was permanently discontinued.  The Gardasil was
considered a co-suspect drug.  The reporter considered the events to be possibly related.  Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Mercury poisoningPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

307795-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug interaction, Lip swelling, Pharyngeal oedema, Swelling face

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7836
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Feb-2008
Vaccine Date

17-Feb-2008
Onset Date

1
Days

11-Apr-2008
Status Date

CA
State

WAES0802USA05492
Mfr Report Id

Information has been received from a physician concerning a 12 year old female, who on 16-FEB-2008 was vaccinated with a first dose of Gardasil.
Concomitant vaccinations included tetanus toxoid and meningococcal vaccine (unspecified).  Over the weekend, within 24 hours post vaccination the patient
experienced several episodes of dizziness, and one syncopal episode where she actually fainted.  The patient returned to the office and the physician did not
see any signs of dizziness at that point.  It was reported that the patient did not require any emergency or prolonged health assistance.  The patient recovered
on an unspecified date.  Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

307796-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

TTOX
HPV4
MEN

UNKNOWN MANUFACTURER
MERCK & CO. INC.
UNKNOWN MANUFACTURER

NULL
NULL
NULL

0
Unknown
Unknown
Unknown

Unknown
Unknown
Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-May-2007
Vaccine Date

Unknown
Onset Date Days

14-Apr-2008
Status Date

--
State

WAES0802USA05528
Mfr Report Id

Information has been received from a medical assistant concerning a 29-year-old female with an allergy to codeine and a medical history of sinus operation in
December of 2007 and, who on 25-MAY-2007 was vaccinated intramuscularly with the first 0.5 ml dose of GARDASIL. There was no concomitant medication.
The medical assistant reported that "the patient had some tightness in her back when she received the first two doses, but they did resolve." One week after
the patient received her third intramuscular dose of GARDASIL (Lot # 655327/1287U) on 23-Jan-2008, she experienced dizziness, nausea, blurred vision and
tightness in her back. "Today," 25-Feb-2008, in the office her heart rate and blood pressure had also elevated. At the time of this report the patient had not
recovered. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Drug hypersensitivityPrex Illness:

None
Sinus operation

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
29.0

307797-1

15-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Back pain, Dizziness, Inappropriate schedule of drug administration, Musculoskeletal stiffness, Nausea, Vision blurred

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
11-Apr-2008
Status Date

--
State

WAES0802USA05545
Mfr Report Id

Information has been received from a physician concerning a female patient who was vaccinated with a 0.5 ml second dose of Gardasil (lot# not provided). It
was reported that the patient fainted after receiving the vaccination. Unknown medical attention was sought. The patient's outcome is unknown. No product
quality complaint was involved. This is one of multiple reports from the same source (WAES#0803USA00369). Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

307798-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Apr-2008
Status Date

TX
State

WAES0802USA05563
Mfr Report Id

Information has been received from a nurse concerning a 28 year old female who was vaccinated intramuscularly on an unspecified date with her first dose of
GARDASIL (lot# not provided).  The day after the vaccination the patient experienced light-headedness and slurred speech.  The patient sought unspecified
medical attention and her outcome was not reported.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
28.0

307799-1

14-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Dysarthria, Inappropriate schedule of drug administration

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7840
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
11-Apr-2008
Status Date

--
State

WAES0802USA05575
Mfr Report Id

Information has been received from a health professional concerning multiple females who were vaccinated with Gardasil (lot# not reported) and experienced
heavy menstrual flow.  Subsequently, the patients recovered from heavy menstrual flow.  Additional information is trying to be obtained to determine how many
patients.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

307800-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Menorrhagia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7841
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Nov-2007
Vaccine Date

01-Jan-2008
Onset Date

32
Days

11-Apr-2008
Status Date

MA
State

WAES0802USA05578
Mfr Report Id

Information has been received from a consumer concerning her 18 year old daughter with a fruit allergy who on approximately 30-NOV-2007 was vaccinated
with her first dose of Gardasil (lot# not reported). There was no concomitant medication. On approximately 01-JAN-2008 the patient experienced a soy allergy
(can be anaphylactic and the patient has an epi pen). The patient's soy allergy persisted. The patient sought unspecified medical attention. Additional
information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Fruit allergyPrex Illness:

allergy test

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

307801-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hypersensitivity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7842
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Feb-2008
Vaccine Date

20-Feb-2008
Onset Date

0
Days

14-Apr-2008
Status Date

MD
State

WAES0802USA05582
Mfr Report Id

Information has been received from a consumer concerning her daughter who on 20-DEC-2007 was vaccinated with her first dose of GARDASIL (lot# not
reported). Concomitant therapy included MENACTRA. On approximately 20-DEC-2007 the patient experienced nausea, weakness, weight loss and a fast heart
beat. On 20-FEB-2008 the patient was vaccinated with her second dose of GARDASIL (lot# not reported) and fainted. The patient was sent to the emergency
room. Therapy was discontinued. The patient's mother will not allow her to received the third dose. The patient's nausea, weakness, weight loss and fast heart
beat persisted. The patient had blood work and a CAT scan. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

computed axial; blood chemistry
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

307802-1

15-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Heart rate increased, Nausea, Syncope, Weight decreased

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7843
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
11-Apr-2008
Status Date

FL
State

WAES0802USA05587
Mfr Report Id

Information has been received from a physician concerning a 16 year old female who was vaccinated with two doses of Gardasil (lot#'s not reported) and
developed hives on her legs after both doses.  Subsequently, the patient recovered from hives on an unspecified date.  Therapy was discontinued.  The patient
sought unspecified medical attention.  The patient's first dose was given at another office.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

307803-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7844
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Feb-2008
Vaccine Date

Unknown
Onset Date Days

14-Apr-2008
Status Date

PA
State

WAES0802USA05619
Mfr Report Id

Information has been received from a physician concerning a 24 year old female who on 11-FEB-2008 was vaccinated with the first dose of GARDASIL (Lot#
not provided). Subsequently the patient experienced numbness in feet and toes and tingling in feet and toes. The patient's numbness in feet and toes and
tingling in feet and toes persisted. No further information was provided. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

307804-1

15-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Paraesthesia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7845
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Feb-2008
Vaccine Date

Unknown
Onset Date Days

14-Apr-2008
Status Date

--
State

WAES0802USA05637
Mfr Report Id

Information has been received from a health professional concerning a 15 year old female who on approximately 04-FEB-2008 was vaccinated with her third
dose of GARDASIL and experienced syncope.  Subsequently the patient experienced no previous event after receiving the first or second dose of the series.
The patient sought unspecified medical treatment.  Subsequently, the patient recovered from syncope.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

307805-1

14-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 No reaction on previous exposure to drug, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7846
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Apr-2008
Status Date

AL
State

WAES0802USA05650
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with her first dose of GARDASIL. Subsequently the patient
experienced swelling on her hand. Unspecified medical attention was given. Lot number was not available and no further information was available. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

307806-1

17-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Oedema peripheral

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7847
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Apr-2008
Status Date

TX
State

WAES0802USA05654
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with her first dose of GARDASIL.  Subsequently the patient became
dizzy and experienced a sharp pain in her arm.  Subsequently, the patient recovered from feeling dizzy and the sharp pain in arm.  The patient sought
unspecified medical treatment.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

307807-1

14-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7848
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Feb-2007
Vaccine Date

Unknown
Onset Date Days

14-Apr-2008
Status Date

--
State

WAES0802USA05666
Mfr Report Id

Information has been received from a health professional concerning a 22 year old female who on 23-FEB-2007 was vaccinated with her second dose of
GARDASIL.  Subsequently the patient experienced an abnormal pap at an unknown date.  The patient sought unspecified medical treatment.  The nurse noted
that the patient has not returned for her third dose yet.  No other information was provided.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Pap test abnormal
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

307808-1

14-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Smear cervix abnormal

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7849
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
07-Jan-2008
Onset Date Days

15-Apr-2008
Status Date

MN
State

WAES0802USA05701
Mfr Report Id

Information has been received from a nurse practitioner concerning a 17 year old female who on 07-JAN-2008 was vaccinated with the first dose of GARDASIL
(lot number not provided) and on 25-FEB-2008 was vaccinated IM with the second 0.5 ml dose of GARDASIL (lot number not provided). Concomitant therapy
included ORTHO EVRA. The patient experienced dizziness after receiving her first dose of GARDASIL. The dizziness started 1 hour after vaccination and
resolved in 2 hours without requiring treatment. The patient experienced nausea starting 20 minutes after receiving her second dose. The patient vomited twice
at home after eating toast. The patient called the office to report the reaction and was advised to increase fluid intake. The nurse practitioner added that the
patient, who works in a day care center, had recently been exposed to suspected cases of influenza. Medical attention was sought by phone call to the office.
At time of reporting, patient outcome was not recovered. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

307809-1

15-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Nausea, Vaccine positive rechallenge, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7850
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-Apr-2008
Status Date

--
State

WAES0802USA05784
Mfr Report Id

Information has been received from a female consumer with a thyroid problem who was vaccinated with her 1st dose of GARDASIL (lot# not provided).
Concomitant therapy included YASMIN BAYER and SYNTHROID. Subsequently the patient experienced abdominal problems after receiving her first
vaccination. It was reported that the patient was treated with a course of antibiotics for 3 weeks and had some unspecified test done. Additional information has
been requested.

Symptom Text:

YASMIN; SYNTHROIDOther Meds:
Lab Data:
History:

Thyroid function test abnormalPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

307810-1

15-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal symptom

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7851
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Feb-2008
Vaccine Date

19-Feb-2008
Onset Date

0
Days

11-Apr-2008
Status Date

CA
State

WAES0802USA05827
Mfr Report Id

Information has been received from a health professional concerning a 16 year old female who on approximately 19-FEB-2008 was IM vaccinated with Gardasil
(lot number unspecified).  The physician advised the patient to "sit for about 15 minutes", but the patient got up about 5 minutes after being vaccinated in order
to make another appointment.  On approximately 19-FEB-2008 the patient passed out at the appointment desk shortly after administration.  Subsequently, the
patient recovered before leaving the office.  No further information was provided.  No lot number was given.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

307811-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7852
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
26-Feb-2008
Onset Date Days

14-Apr-2008
Status Date

FL
State

WAES0802USA05835
Mfr Report Id

Information has been received from a physician concerning a 14 year old female who was IM vaccinated with her first dose of GARDASIL (lot number
unspecified).  Concomitant therapy included MENACTRA in a different arm.  On 26-FEB-2008 the patient experienced hives in the area below the injection site.
 The patient sought medical attention by contacting the physician.  Subsequently, the patient recovered from hives at an unknown date.  Additional information
has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

307812-1

14-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL 0

Unknown
Unknown

Unknown
Intramuscular



10 JUN 2008 06:27Report run on: Page 7853
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Oct-2007
Vaccine Date

04-Oct-2007
Onset Date

0
Days

11-Apr-2008
Status Date

AZ
State

WAES0802USA05841
Mfr Report Id

Information has been received from a consumer, for the Pregnancy Registry for Gardasil, concerning her 16 year old daughter who on 04-OCT-2007 was
vaccinated with a first dose of Gardasil (lot number not provided).  Concomitant therapy included DEPO-PROVERA.  On 04-OCT-2007, after the first dose, the
patient's mother reported that the patient felt like she was going to faint and developed a rash on her arms and hands.  Subsequently, the patient recovered
(date not specified) from feeling faint and rash on her arms and hands.  Sometime in December 2007, the patient was vaccinated with a second dose of
Gardasil (lot number not provided).  The patient's mother reported that the patient is now "approximately 23 and a half weeks" pregnant (estimated LMP is 13-
Sep-2007).  On 27-Feb-2007 the patient had an ultrasound performed, which was negative for fetal anomaly.  Unspecified medical attention was sought.
Additional information has been requested.

Symptom Text:

DEPO-PROVERAOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 9/13/2007)Prex Illness:

diagnostic laboratory; ultrasound, 02/27/08, neg, fetal anomaly; whole blood HIV-1; beta-human chorionic

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

307813-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Contraception, Dizziness, Drug exposure during pregnancy, Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7854
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-Apr-2008
Status Date

PA
State

WAES0802USA05848
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with the first dose GARDASIL (lot# not provided). Per the reporter,
after receiving the first dose of GARDASIL the patient experienced dizziness. The patient sought unspecified medical attention. No further information was
provided.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

307814-1

15-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7855
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
11-Apr-2008
Status Date

NC
State

WAES0802USA05850
Mfr Report Id

Information has been received from a physician concerning a 16 year old female who was vaccinated IM (date not provided) with a first dose of Gardasil (lot #
not specified).  It was reported that the patient experienced some swelling after the first dose however it was not as severe as after the 2nd dose.  The patient
received her 2nd IM dose (date not provided) of Gardasil (lot # not specified) and immediately after "got a little knot/swelling at the injection site" and a couple
days later the upper arm and under the arm area was swollen.  The patient sought unspecified medical attention.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

307815-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site induration, Injection site swelling, Oedema peripheral, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7856
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Feb-2008
Vaccine Date

22-Feb-2008
Onset Date

7
Days

14-Apr-2008
Status Date

--
State

WAES0802USA05873
Mfr Report Id

Information has been received from a nurse practitioner concerning a 17 year old female who on 15-FEB-2008 was vaccinated with her second dose of
GARDASIL (lot #659653/1448U).  On 22-FEB-2008 the patient experienced 1.5 to 2 cm "firm mass" at the injection site.  The patient sought unspecified
medical attention by contacting nurse.  It was reported that the patient was treated with an antibiotic (unspecified).  At the time of this report the outcome was
unknown.  No other information was provided.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

307816-1

14-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site mass

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1448U 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7857
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Feb-2008
Vaccine Date

23-Feb-2008
Onset Date

1
Days

11-Apr-2008
Status Date

--
State

WAES0802USA05886
Mfr Report Id

Information has been received from a health professional concerning a 21 year old female with urinary tract infection who on 16-NOV-2007 was vaccinated with
her first dose of Gardasil.  On 22-Feb-2008 the patient was vaccinated with her second dose of Gardasil (Lot # 659657/1487U).  Concomitant therapy included
BACTRIM for the urinary tract infection.  On 23-FEB-2008 the patient experienced hives.  She was seen in the office on 24-Feb-2008 and prescribed Benadryl,
Zyrtec, and Zantac.  Patient will be seen by dermatologist for possible allergy to Bactrim.  Additional information has been requested.

Symptom Text:

BACTRIMOther Meds:
Lab Data:
History:

Urinary tract infectionPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

307817-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1487U 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7858
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Feb-2008
Vaccine Date

19-Feb-2008
Onset Date

0
Days

15-Apr-2008
Status Date

NY
State

WAES0802USA04906
Mfr Report Id

Information has been received from a physician concerning a 23 year old female who on 19-FEB-2008 was vaccinated with the first dose of GARDASIL
(659655/1486U). Concomitant therapy included ADACEL. On 19-FEB-2008 the patient experienced fever, nausea, vomiting and profound fatigue. As of 21-
FEB-2008, the patient was recovering. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

307818-1

02-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Fatigue, Nausea, Pyrexia, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

TDAP
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
1486U 0

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 7859
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
11-Apr-2008
Status Date

FL
State

WAES0802USA04969
Mfr Report Id

Information has been received from a physician concerning a female with who was vaccinated with Gardasil (Lot # not provided).  Concomitant therapy
included MENACTRA and hepatitis A virus vaccine (unspecified).  Per the reporter, 1 day post-vaccination the patient experienced an entire body rash, swollen
lips and swollen feet.  The patient sought unspecified medical attention.  Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

307819-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Lip swelling, Oedema peripheral, Rash generalised

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

MNQ
HEPA
HPV4

SANOFI PASTEUR
UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL
NULL

Unknown
Unknown
Unknown

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 7860
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Dec-2007
Vaccine Date

01-Dec-2007
Onset Date

0
Days

14-Apr-2008
Status Date

NJ
State

WAES0802USA04970
Mfr Report Id

Information has been received from a health professional concerning a 15 year old female with a history of penicillin allergy and sulfonamide allergy who on 01-
DEC-2007 was vaccinated with the first dose of GARDASIL (Lot # not provided).  Concomitant therapy included ethinyl estradiol/norgestimate (ORTHO TRI-
CYCLEN LO).  On 01-DEC-2007 the patient experienced hives at the injection site.  On 16-FEB-2008 the patient was vaccinated with the second dose of
GARDASIL (659657/1487U).  Concomitant therapy included ethinyl estradiol/norgestimate (ORTHO TRI-CYCLEN LO).  On 16-FEB-2008 the patient
experienced a severe case of hives that covered her from the waist up and both arms.  The patient sought unspecified medical attention.  The patient was
given diphenhydramine hydrochloride (BENADRYL) and the hives resolved.  No additional information is available.  Additional information has been requested.

Symptom Text:

Ortho Tri-Cyclen LoOther Meds:
Lab Data:
History:
Prex Illness:

Penicillin allergy; Sulfonamide allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

307820-1

14-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7861
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Feb-2008
Vaccine Date

14-Feb-2008
Onset Date

0
Days

11-Apr-2008
Status Date

FL
State

WAES0802USA04996
Mfr Report Id

Information has been received from a physician concerning a 15 year old female who on 14-FEB-2008 was vaccinated IM with the first dose of Gardasil
(659962/1740U).  On 14-FEB-2008, about 3 minutes after receiving the vaccine the patient "rolled back her eyes, fainted and trembled a little bit."  "About 5
minutes later the patient recovered."  No further information was provided.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

307821-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Gaze palsy, Immediate post-injection reaction, Syncope, Tremor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1740U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7862
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Dec-2007
Vaccine Date

22-Dec-2007
Onset Date

0
Days

15-Apr-2008
Status Date

FL
State

WAES0802USA05918
Mfr Report Id

Information has been received from a physician concerning a 17 year old female who on 22-DEC-2007 was IM vaccinated with her first dose of GARDASIL (lot
number unspecified). On 22-DEC-2007, about 5 minutes after the vaccination, the patient got stiff, her eyes rolled back, she had a catatonic reaction and
passed our for about a minute or two. Subsequently, the patient recovered completely on 22-Dec-2007. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

307822-1

15-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Catatonia, Gaze palsy, Loss of consciousness, Musculoskeletal stiffness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1522U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7863
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
11-Apr-2008
Status Date

FL
State

WAES0802USA05967
Mfr Report Id

Information has been received from a physician concerning a 19 year old female with a history of ovarian cysts who sometime in December 2007 was
vaccinated with the first dose of Gardasil.  In December the patient's period came approximately 3 weeks late.  A pregnancy test was done and the patient was
not pregnant.  The patient sought unspecified medical attention.  Subsequently, the patient recovered.  No product quality complaint was involved.  Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

beta-human chorionic, 12/??/07, Not pregnant
Ovarian cyst

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

307823-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Menstruation delayed

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7864
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
11-Apr-2008
Status Date

NJ
State

WAES0802USA05976
Mfr Report Id

Information has been received from a consumer concerning her 19 year old daughter with no medical history or allergies reported, who was vaccinated
intramuscularly with a second 0.5 ml dose of Gardasil.  There was no concomitant medication reported.  Subsequently, the patient experienced a severe case
of fever blisters after receiving the second dose of Gardasil.  The patient was not seen by a physician for the outbreak.  At the time of this report the patient had
not recovered.  No product quality complaint was involved.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

307824-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Oral herpes

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7865
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Oct-2007
Vaccine Date

Unknown
Onset Date Days

14-Apr-2008
Status Date

TX
State

WAES0802USA05985
Mfr Report Id

Information has been received from a consumer concerning her 14 year old daughter with a seasonal allergies and a medical history of an appendicectomy
(date not reported), who on 19-OCT-2007 was vaccinated with the first dose of GARDASIL.  Concomitant therapy included cetirizine hydrochloride (ZYRTEC)
and an influenza virus vaccine (unspecified).  Subsequently, in October 2007, within two weeks after receiving her first dose of GARDASIL, the patient began to
experience headaches that lasted all day.  The patient went to her pediatrician, whose name was unspecified, and told the patient to get more sleep and
become more hydrated.  The patient also went to a chiropractor.  After following the pediatrician's recommendations the headaches still persisted and the
patient then sought the medical attention of a neurologist.  The neurologist scheduled an MRI, performed a complete physical and diagnosed the patient with
"NDPH, which stands for New Daily Persistent Headache."  The consumer also reported that the neurologist stated, "these headaches could come from a
virus."  The consumer contacted the pediatrician to see if the patient had any previous illness, which she had not.  The consumer informed the neurologist that
her daughter had the GARDASIL vaccine and a flu shot.  The neurologist was not sure if this could be the cause of the headaches.  The consumer stated that if
the headaches keep persisting, she may have to take the patient to the hospital.  At the time of this report the patient had not recovered.  No product quality
complaint was involved.  Additional information has been requested.

Symptom Text:

ZyrtecOther Meds:
Lab Data:
History:

Seasonal allergyPrex Illness:

Magnetic resonance unknown; Physical examination unknown.
Appendicectomy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

307825-1

14-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Headache

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4
FLU

MERCK & CO. INC.
UNKNOWN MANUFACTURER

NULL
NULL

0 Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 7866
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Feb-2008
Vaccine Date

06-Feb-2008
Onset Date

2
Days

15-Apr-2008
Status Date

--
State

WAES0802USA05990
Mfr Report Id

Information has been received from a nurse practitioner concerning a 17 year old female with attention deficit/hyperactivity disorder and allergic rhinitis who on
04-FEB-2008 was vaccinated with the first dose of GARDASIL. Concomitant therapy included MENACTRA, tuberculin purified protein derivative and hormonal
contraceptives (unspecified). On 06-FEb-2008 the patient experienced pain, swelling, warmth and numbness at the injection site. The patient sought
unspecified medical attention. No diagnostic laboratory studies were performed. The patient was treated with BENADRYL. At the time of this report the patient
was recovering. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

hormonal contraceptives; tuberculin purified proteinOther Meds:
Lab Data:
History:

Attention deficit/hyperactivity disorder; Rhinitis allergicPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

307826-1

15-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site anaesthesia, Injection site pain, Injection site swelling, Injection site warmth

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL 0

Unknown
Unknown

Unknown
Intramuscular



10 JUN 2008 06:27Report run on: Page 7867
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
11-Apr-2008
Status Date

CA
State

WAES0802USA05998
Mfr Report Id

Information has been received from a physician concerning a female (age not specified) who was vaccinated with her first dose of Gardasil on an unspecified
date (lot number, route and site of administration were not specified).  Concomitant therapy included MENACTRA on the same visit.  Three days after getting
the first dose the patient developed hives in both arms and legs.  Unspecified medical attention was sought.  The patient recovered on an unspecified date.
Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

307827-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7868
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Aug-2007
Vaccine Date

14-Aug-2007
Onset Date

0
Days

11-Apr-2008
Status Date

CA
State

WAES0802USA05124
Mfr Report Id

Information has been received from a physician concerning a 14 year old female who on 14-AUG-2007 was vaccinated with her first 0.5ml dose of Gardasil
(lot# unspecified).  Concomitant therapy included MENACTRA and Tdap.  It was reported that after receiving her first dose of Gardasil the patient had swollen
tonsils.  Unspecified medical attention was sought.  The patient's swollen tonsils persisted.  No further information was provided.  Additional information has
been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

307828-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, Tonsillar hypertrophy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

MEN
HPV4
DTAP

UNKNOWN MANUFACTURER
MERCK & CO. INC.
UNKNOWN MANUFACTURER

NULL
NULL
NULL

0
Unknown
Unknown
Unknown

Unknown
Intramuscular

Unknown



10 JUN 2008 06:27Report run on: Page 7869
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Aug-2007
Vaccine Date

27-Jan-2008
Onset Date

153
Days

02-Apr-2008
Status Date

FL
State

WAES0802USA06024
Mfr Report Id

Information has been received from a physician concerning a 19 year old female who on approximately 27-AUG-2007 was vaccinated IM with a 0.5 ml first
dose of GARDASIL. On approximately 27-JAN-2008 the patient developed an upper respiratory infection. On approximately 13-FEB-2008 the patient
developed Guillain-Barre syndrome and was hospitalized. The patient was discharged from the hospital to a rehabilitation center. At the time of the report, the
patient had not recovered. The reporting physician felt that GARDASIL vaccination "has nothing to do with the patient's diagnosis." No further information is
available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

307829-1 (S)

02-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Guillain-Barre syndrome, Upper respiratory tract infection

 ER VISIT, HOSPITALIZED, SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7870
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-Apr-2008
Status Date

--
State

WAES0802USA06044
Mfr Report Id

Information has been received from a certified nurse practitioner concerning a 26 year old female with no medical history, who in June 2007, was vaccinated IM
with a first dose of GARDASIL (Lot# 658554/0928U). There was no concomitant medication. Subsequently, the patient experienced pain. On an unspecified the
patient was vaccinated with a second dose of GARDASIL. Subsequently, the patient experienced pain. On 20-FEB-2008 the patient was vaccinated with a third
dose of GARDASIL. Immediately post vaccination the patient experienced extreme pain at the injection site that was much more painful then after the first and
second. The patient did not seek medical attentio. Laboratory diagnostics were performed. At the time of the report, the outcome of the patient was unknown.
No product quality complaint was involved. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

307830-1

02-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0928U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7871
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
11-Apr-2008
Status Date

OK
State

WAES0802USA06058
Mfr Report Id

Information has been received from a physician concerning a 17 year old female, who, on an unspecified date, was vaccinated with a 0.5mL first dose of
Gardasil.  Subsequently, the patient experienced severe joint pain.  The patient sought unspecified medical attention.  A serum antinuclear antibodies test was
performed.  At the time of the report, the patient had not recovered.  No product quality complaint was involved.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

serum ANA
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

307831-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7872
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Nov-2007
Vaccine Date

Unknown
Onset Date Days

15-Apr-2008
Status Date

NJ
State

WAES0802USA06078
Mfr Report Id

Information has been received from a physician concerning a 14 year old female with no medical history and no drug allergies, who on 13-SEP-2007 was
vaccinated with a first dose of GARDASIL. Concomitant therapy included clonazepam for "sleep." Subsequently, post vaccination the patient experienced
obsessive compulsive behavior. It was reported that the patient was checking doors and under the bed. The patient began to recover until  the second dose.
On 20-NOV-2007 the patient was vaccinated with a second dose of GARDASIL. Subsequently, after the second dose of the patient had a more severe
reaction. The patient experienced paranoid behavior. It was also reported that the patient had began her menses after the second dose of GARDASIL. The
patient was referred to a psychiatrist and was placed on PROZAC. It was reported that the patient's symptoms had improved. However, the psychiatrist did not
believe that the patient had been taking the PROZAC long enough for the improvement to be from the treatment. The patient's mother believed that the patient
had improved because time had passed since she had received the second dose GARDASIL. The patient spoke with physician. At the time of the report, the
patient was recovering. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

clonazepamOther Meds:
Lab Data:
History:

Sleep disorderPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

307832-1

15-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Obsessive-compulsive disorder, Paranoia

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7873
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-Apr-2008
Status Date

--
State

WAES0802USA06083
Mfr Report Id

Information has been received from a medical assistant concerning an "approximately 16 to 17 year old" female, who in August 2007, was vaccinated with
"either the first or second dose of" GARDASIL. There was no concomitant medication. The patient left the office after the vaccination and passed out in the
parking lot and hit her head on the asphalt. The patient's father called the office and one of the medical assistant's came down to the parking lot where the
patient passed out. It was reported by the medical assistant that the patient returned to the office on an unspecified date and received "either a second or third
dose" of GARDASIL. The office made the patient lie down post vaccination. Subsequently, the patient turned blue. The patient sought unspecified medical
attention. No laboratory diagnostics were performed. At the time of the report, the outcome of the patient was unknown. No product quality complaint was
involved. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

307833-1

15-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Cyanosis, Head injury, Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7874
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Apr-2008
Status Date

PA
State

WAES0802USA06092
Mfr Report Id

Information has been received from a nurse concerning her daughter with sulfonamide allergy and penicillin allergy who in approximately August 2007, was
vaccinated with the first dose of GARDASIL and in November 2007 was vaccinated with the second dose of GARDASIL and in mid January 2008 was
vaccinated with GARDASIL.  In December 2007, the patient developed hives.  The hives are located around sweaty spots or around the bra.  On 26-Feb-2008
they were on the arm and on the back.  The patient had the hives since December 2007 and is being treated with levocetirizine dihydrochloride (XYZAL).  The
antihistamine suppressed the hives but the hives regressed when the medication is discontinued.  The patient did not have resolution from the hives to date
and noted that it developed close to the 24 hour period from the last dose of levocetirizine dihydrochloride (XYZAL).  At the time of reporting, unspecified
laboratory diagnostic studies were pending.  Medical attention was sought from an allergist.  At the time of reporting the patient had not recovered.  No product
quality complaint was involved.  Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:

Sulfonamide allergy; Penicillin allergyPrex Illness:

Diagnostic laboratory - unspecified test pending

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

307834-1

14-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7875
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Feb-2008
Vaccine Date

01-Feb-2008
Onset Date

0
Days

11-Apr-2008
Status Date

TX
State

WAES0802USA06097
Mfr Report Id

Information has been received from a nurse concerning a 13 year old female who on 01-FEB-2008 was vaccinated with the first dose of Gardasil and is now
pregnant.  Concomitant therapy included MIRALAX.  The patient is currently spotting and cramping which is relieved by rest.  Medical attention was sought at
the school nurse.  Patient outcome is unknown.  No product quality complaint was involved.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 1/12/2008)Prex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

307835-1

14-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Metrorrhagia, Muscle spasms

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7876
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Jan-2008
Vaccine Date

18-Jan-2008
Onset Date

1
Days

11-Apr-2008
Status Date

MS
State

WAES0802USA06098
Mfr Report Id

Information has been received from a consumer concerning her daughter, a 12 year old female with no medical history reported, who on 17-JAN-2008 was
vaccinated with the first 0.5 ml dose of Gardasil.  There was no concomitant medication.  On 18-JAN-2008 the patient experienced sickness, nausea, vomiting,
and weight loss.  The patient missed ten days of school.  The patient sought unspecified medical attention.  Diagnostic laboratory tests included a blood test,
upper GI and urinalysis but no results were reported.  At the time of the report, the patient had not recovered.  No product quality complaint was involved.
Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory, unknown; upper GI series X-ray, unknown; urinalysis, unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

307836-1

14-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Activities of daily living impaired, Malaise, Nausea, Vomiting, Weight decreased

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7877
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-Apr-2008
Status Date

AZ
State

WAES0802USA06104
Mfr Report Id

Information has been received from a medical assistant concerning a female who on an unspecified date was vaccinated with a dose of GARDASIL and 15
days later developed a rash. The patient did receive other vaccines (unspecified which ones). Unknown medical attention was sought. Patient outcome was
unknown. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

307837-1

15-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7878
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
11-Apr-2008
Status Date

MO
State

WAES0802USA06115
Mfr Report Id

Information has been received from a physician concerning a female patient with no medical history or allergies reported, who on 13-DEC-2007 and 13-FEB-
2008 was vaccinated with the first 0.5 mL and second doses of Gardasil, (Lot #'s 658282/0929U (first dose), 658554/0928U, (second dose)), respectively.
There was no concomitant medication. The patient did not have any adverse events from the first dose.  Subsequently, the patient developed hives from the
chest up after getting the second dose of Gardasil.  The patient sought unspecified medical attention.  At the time of the report, the patient had recovered.  No
product quality complaint was involved.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

307838-1

14-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 No reaction on previous exposure to drug, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0928U 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7879
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Oct-2007
Vaccine Date

20-Nov-2007
Onset Date

47
Days

11-Apr-2008
Status Date

--
State

WAES0802USA06152
Mfr Report Id

Information has been received via the Merck pregnancy registry, from a licensed practical nurse (LPN), concerning a 23 year old female patient, with a history
of miscarriage at 13 weeks, who on 04-OCT-2007 was vaccinated with the first dose of Gardasil (lot # 655849/0263U).  On 20-NOV-2007 the patient
experienced her last menstrual period, and became pregnant on approximately 04-DEC-2007.  On 04-DEC-2007, she was vaccinated with the second dose of
Gardasil (lot # 655154/1210U).  On 08-JAN-2008, prenatal vitamins were initiated for the pregnancy.  On approximately 17-JAN-2008 the patient developed
spotting and cramping; an ultrasound was performed, and the original estimated date of delivery of 26-AUG-2008 was changed to 01-SEP-2008.  The outcome
of spotting and cramping was not specified.  No further details were provided.  This is one of several reports received from the same source.  Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

ultrasound, 01/17/08, EDD 01SEP2008
Miscarriage

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

307839-1

14-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Metrorrhagia, Muscle spasms

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0263U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7880
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Nov-2007
Vaccine Date

24-Dec-2007
Onset Date

46
Days

15-Apr-2008
Status Date

--
State

WAES0802USA06153
Mfr Report Id

Information has been received via the Merck pregnancy registry, from a licensed practical nurse (LPN), concerning a 21 year old female patient, with history of
1 pregnancy and 1 full-term live birth, who on 08-NOV-2007 was vaccinated with the first dose, 0.5 ml, of GARDASIL (lot # 658563/1063U). Concomitant
therapy included YASMIN 28. On 24-DEC-2007 the patient experienced her last menstrual period, and became pregnant. On 15-JAN-2008, the patient was
vaccinated with the second dose, 0.5 ml. of GARDASIL (lot # 0530U). On 14-FEB-2008 the patient developed vaginal bleeding, and was seen in the
emergency room. An ultrasound confirmed an intrauterine pregnancy of 5 weeks and 6 days gestation. The estimated date of delivery was 10-OCT-2008. The
patient was discharged from the ER (details not provided). The outcome of vaginal bleeding was not specified. On 20-FEB-2008, prenatal vitamins and folic
acid were initiated for the pregnancy. This is one of several reports received from the same source. Additional information has been requested.

Symptom Text:

YASMIN 28Other Meds:
Lab Data:
History:
Prex Illness:

ultrasound 02/14/08 - intrauterine pregnancy, 5 weeks 5 days
Live birth

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

307840-1

15-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Vaginal haemorrhage

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1063U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7881
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Nov-2007
Vaccine Date

20-Dec-2007
Onset Date

23
Days

11-Apr-2008
Status Date

--
State

WAES0802USA06155
Mfr Report Id

Information has been received, via the Merck pregnancy registry, from a licensed practical nurse (LPN), concerning a 25 year old female patient with a history
of 9 pregnancies resulting in 9 miscarriages (details not provided) and a colposcopy with biopsy indicating low grade squamous intraepithelial lesion (lgSIL),
who on 27-NOV-2007 was vaccinated with the first dose of Gardasil (lot 3654540/1209U).  On 20-DEC-2007 the patient experienced her last menstrual period,
and subsequently became pregnant.  On 29-JAN-2008, prenatal vitamins were prescribed for the pregnancy.  On 12-FEB-2008, an ultrasound was performed,
and the estimated date of delivery was 25-SEP-2008.  On approximately 20-FEB-2008 the patient experienced cold symptoms, and was prescribed treatment
with loratidine and azithromycin.  The outcome of cold symptoms was not specified.  This is one of several reports received from the same source.  Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

ultrasound, 02/12/08, estimated delivery date 9/25/2008
Miscarriage; Colposcopy; Low grade squamous intraepithelial lesion

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

307841-1

14-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Nasopharyngitis

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1209U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7882
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Aug-2007
Vaccine Date

10-Oct-2007
Onset Date

50
Days

11-Apr-2008
Status Date

--
State

WAES0802USA06210
Mfr Report Id

Information has been received for the Merck Pregnancy Registry for Gardasil from a licensed practical nurse concerning a 25 year old female with a history of 2
pregnancies and 1 live birth who on 21-AUG-2007 was vaccinated with Gardasil (lot# 655849/0263U).  The patient's date of last menstrual period was 10-OCT-
2007.  The patient became pregnant.  The estimated conception date was 24-OCT-2007.  On 29-NOV-2007 the patient experienced vaginal bleeding and
insufficient weight gain and was in the emergency room.  On 24-JAN-2008 an ultrasound was performed for the second trimester and the results were IUP.
The estimated date of delivery is 16-JUN-2008.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 10/10/2007)Prex Illness:

ultrasound, 01/24/08, IUP second trimester

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

307842-1

14-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Vaginal haemorrhage, Weight gain poor

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0263U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7883
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-Apr-2008
Status Date

GA
State

WAES0802USA06216
Mfr Report Id

Information has been received from a physician concerning a 13 year old female, who, on  an unspecified date, was vaccinated IM with a dose of GARDASIL.
Subsequently, the patient passed out. The patient sought unspecified medical attention. At the time of the report, the outcome of the patient was unknown. No
product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

307843-1

15-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7884
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-Apr-2008
Status Date

CA
State

WAES0802USA05125
Mfr Report Id

Information has been received from a physician concerning a female who on unspecified date was vaccinated with 0.5 ml GARDASIL (lot # not reported) and
fainted. Dose of series was unknown. Unspecified medical attention was sought. On unspecified date the patient recovered from fainting. No further information
was provided. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

307844-1

15-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7885
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-Apr-2008
Status Date

--
State

WAES0802USA06217
Mfr Report Id

Information has been received from a registered nurse concerning two female patients (ages unknown), who, on unspecified dates, were vaccinated with doses
of GARDASIL. Subsequently, the patient fainted in the office post vaccination. At the time of the report, the patients had recovered. No product quality
complaint was involved.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

307845-1

15-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7886
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Feb-2008
Vaccine Date

19-Feb-2008
Onset Date

0
Days

15-Apr-2008
Status Date

--
State

WAES0802USA05209
Mfr Report Id

Information has been received from a Nurse Practitioner concerning a 15 year old female with a recent upper respiratory tract infection and irritable bowel
syndrome, a history of migraine, allergies to NIACIN and ZOMIG, who on 19-FEB-2008 was vaccinated intramuscularly with a dose of GARDASIL, (Lot #
659653/1448U). Concomitant therapy included TOPAMAX. A few minutes after the vaccination, the patient experienced nausea, general malaise and body
aches. Laboratory diagnostic studies included creatine kinase and complete blood count, both within normal ranges. The symptoms have continued to the
present. At the time of this report the patient was recovering. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

TOPAMAXOther Meds:
Lab Data:
History:

Upper respiratory tract infection; Drug hypersensitivity; Irritable bowel syndromePrex Illness:

serum creatine - normal; complete blood cell - normal
Migraine

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

307846-1

15-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Malaise, Nausea, Pain

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1448U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7887
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Dec-2007
Vaccine Date

Unknown
Onset Date Days

15-Apr-2008
Status Date

--
State

WAES0802USA05214
Mfr Report Id

Information has been received from a nurse concerning a female who on approximately 24-DEC-2007 was vaccinated with her first dose of GARDASIL (lot
numbers not provided). It was reported that a "patient who received the GARDASIL (lot numbers not provided) had visited the physician a couple of days after
being vaccinated because she had developed  case of warts." The patient's warts persisted. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

307847-1

15-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Skin papilloma

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7888
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Feb-2008
Vaccine Date

13-Feb-2008
Onset Date

0
Days

15-Apr-2008
Status Date

CA
State

WAES0802USA05215
Mfr Report Id

Information has been received from a physician concerning a 21 year old female who on 13-FEB-2008 was vaccinated with GARDASIL.  Concomitant therapy
included MENACTRA, VARIVAX and DTaP (unspecified).  On 13-FEB-2008 the patient fainted.  Subsequently, the patient recovered "pretty quickly" after
fainting.  Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

307848-1

15-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7889
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-Apr-2008
Status Date

--
State

WAES0802USA06218
Mfr Report Id

Information has been received from a registered nurse concerning an 18 year old female who a few days ago was vaccinated IM with the second dose of
GARDASIL (lot# 656607/0153U). Subsequently the patient experienced hives down her injection site arm within thirty minutes of receiving the vaccine.
Unknown medical attention was sought. It was reported that the hives lasted for about days and then the symptoms resolved. no product quality complaint was
involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

307849-1

15-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7890
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-Apr-2008
Status Date

IA
State

WAES0802USA06221
Mfr Report Id

Information has been received from a physician concerning a female (age and gender unknown), who, on an unspecified date, was vaccinated with a 0.5mL
first dose of GRADASIL.  Subsequently, the day after the vaccination the patient developed a rash and some hives. The patient called the office. The patient
went to see a pharmacist and was given an unspecified medications to treat the hives. The medication helped to alleviate the symptoms. At the time of the
report, the patient was recovering. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

307850-1

15-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7891
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-Apr-2008
Status Date

--
State

WAES0802USA06224
Mfr Report Id

Information has been received from a registered nurse concerning her daughter (age unknown), who, on unspecified dates, was vaccinated with three different
doses of GARDASIL. Subsequently the patient developed an abnormal pap. At the time of the report, the outcome of the patient was unknown. No product
quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

cervical smear - abnormal
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

307851-1

15-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Smear cervix abnormal

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7892
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Aug-2007
Vaccine Date

02-Aug-2007
Onset Date

0
Days

15-Apr-2008
Status Date

CA
State

WAES0802USA05219
Mfr Report Id

Information has been received from a physician concerning a 12 year old female who on 02-AUG-2007 was vaccinated with GARDASIL (dose unspecified). On
02-AUG-2007 the patient experienced fever and felt ill. Subsequently, this lasted 48-72 hours. The patient sought unspecified medical treatment. No further
information was provided. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

307852-1

15-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Malaise, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7893
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-Apr-2008
Status Date

ID
State

WAES0802USA05221
Mfr Report Id

Information has been received from a health professional concerning a 28 year old who was IM vaccinated with her second dose of GARDASOL. Subsequently
the patient experienced numbness in the arm where the vaccine was administered which lasted about 1 week and severe headaches about 2 weeks post
vaccination. No further information is available. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
28.0

307853-1

05-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Injection site anaesthesia

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7894
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Dec-2007
Vaccine Date

01-Dec-2007
Onset Date

0
Days

15-Apr-2008
Status Date

--
State

WAES0802USA05228
Mfr Report Id

Information has been received from a physician concerning a female with a sulfonamide allergy who in December 2007, was vaccinated intramuscularly with
her first dose of GARDASIL (lot # not reported). There was no concomitant medication. The patient experienced nausea after receiving the first dose, but has
recovered from the nausea. The patient discussed the nausea with her physician during a subsequent office visit. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Sulfonamide allergyPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
27.0

307854-1

05-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7895
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-Apr-2008
Status Date

TX
State

WAES0802USA06239
Mfr Report Id

Information has been received from a physician concerning a 24 year old female who in December 2006, was vaccinated intramuscularly with her first dose of
GARDASIL (lot # not reported). The patient received the other two doses on unspecified dates and was sexually active during the time frame when she
received all three doses. The patient became sexually active in August of 2007 and had a negative STD screen. In January 2008, the patient experienced an
abnormal pap that showed low grade squamous suspicion for high grade. In February 2008, the patient underwent a colposcopy and 2 sites were found with
moderate dysplasia. The patient's abnormal pap smear persisted. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

colposcopy 02/??/08 - moderate dysplasia; serum prostatic acid 01/?//08 - low grade squamous suspicion for high grade
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

307855-1

15-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dysplasia, Smear cervix abnormal

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7896
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Feb-2008
Vaccine Date

28-Feb-2008
Onset Date

0
Days

15-Apr-2008
Status Date

MN
State

WAES0802USA06299
Mfr Report Id

Information has been received from a physician concerning a 17 year old female who on 20-DEC-2007 was vaccinated with her first dose of GARDASIL (lot#
not reported). On 28-FEB-2008 the patient was vaccinated with her second dose of GARDASIL (lot# not reported). The patient feels she may be pregnant, but
she has not missed her period or had a positive pregnancy test at the time of the vaccination. No problems reported. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

beta-human chorionic - negative
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

307856-1

15-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 No adverse event

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7897
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Nov-2007
Vaccine Date

28-Nov-2007
Onset Date

0
Days

15-Apr-2008
Status Date

IL
State

WAES0802USA06313
Mfr Report Id

Information has been received from a consumer concerning herself who on 28-NOV-2007 was vaccinated with her first dose GARDASIL (lot# not reported).
Concomitant therapy included PRAVACHOL, ACIPHEX, BONIVA and KLONOPIN. On approximately 26-DEC-2007 the patient's face got red, swollen and had
a little bit of dermatitis. The dermatitis cleared up after a couple days. On 03-FEB-2008 the patient experienced dizziness and tongue feeling thick. The patient
reports the dizziness was better now better now, but at times when she leans over she gets dizzy. The patient's primary care physician ordered her to have a
CT scan and an MRI in regards to the dizziness. The patient is recovering. Additional information has been requested.

Symptom Text:

KLONOPIN; BONIVA; PRAVACHOL; ACIPHEXOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
58.0

307857-1

15-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dermatitis, Dizziness, Erythema, Inappropriate schedule of drug administration, Swelling face, Tongue disorder

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7898
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-Apr-2008
Status Date

--
State

WAES0802USA0636
Mfr Report Id

Information has been received from a health professional concerning herself, a 24-26 year old female who was vaccinated intramuscularly with her third dose of
GARDASIL on an unspecified date (lot# not reported). Subsequently the patient experienced injection site burning and "roaring" vaginal yeast infection. She
took an over the counter medication for the vaginal yeast infection that did not help. she then called he doctor and was prescribed an unknown medication. The
doctor told her they have heard of this many times. The patient received the first two doses of GARDASIL without any problem. The patient recovered on an
unknown date. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

307858-1

15-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site irritation, Vulvovaginal mycotic infection

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7899
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Feb-2008
Vaccine Date

21-Feb-2008
Onset Date

0
Days

14-Apr-2008
Status Date

OH
State

WAES0802USA06336
Mfr Report Id

Information has been received from a 24 year old female, for the pregnancy registry for Gardasil, concerning herself. The patient has a history of yeast infection
and allergy to BACTRIM, reported as BACTRUM. On 21-FEB-2008 the patient was vaccinated with a single dose of Gardasil (Lot # unknown) and subsequently
learned that she was pregnant (LMP = 23-FEB-2008). Concomitant therapy included fluconazole (unspecified) and metrnidazole (unspecified). She also said
that after she received the vaccine, her arm was sore around area of injection site. The soreness went away after one day. Unspecified medical attention was
sought. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

Fluconazole; MetronidazoleOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 2/23/2008); Drug hypersensitivityPrex Illness:

beta-human chorionic
Yeast infection

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

307859-1

15-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7900
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Jan-2008
Vaccine Date

16-Jan-2008
Onset Date

0
Days

15-Apr-2008
Status Date

MT
State

WAES0802USA05068
Mfr Report Id

Information has been received from a health professional concerning a 15 year old female with allergic reaction to antibiotics (Amoxicillin Erythromycin) who on
14-NOV-2007 was vaccinated with her first dose of GARDASIL (lot# unspecified).  On 16-Jan-2008 the patient was vaccinated intramuscularly with her second
dose of 0.5 ml of GARDASIL (lot# 659653/1448U).  A few hours post second vaccination, the patient developed a feeling of numbness on the left side of her
body.  The patient also reported that she had joint aches in her left foot, knee and hand.  Unspecified medical attention was sought by calling the office.
Subsequently, the patient recovered from her experiences.  No other information was available.  Additional information has been requested.

Symptom Text:

Hormonal contraceptivesOther Meds:
Lab Data:
History:

Allergic reaction to antibioticsPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

307860-1

15-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Hypoaesthesia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1448U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7901
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Dec-2007
Vaccine Date

10-Dec-2007
Onset Date

3
Days

15-Apr-2008
Status Date

FL
State

WAES0802USA05019
Mfr Report Id

Information has been received from a physician concerning a 15 year old female who on 10-OCT-2007 was vaccinated with GARDASIL (lot # not specified). On
approximately 07-DEC-2007, the patient was vaccinated intramuscularly with her second GARDASIL (lot#658556/1060U). There was no concomitant
medication. On 10-DEC-2007 (2-3 days later), the patient experienced pain in right bicep (it was hard for her to write). 5-7 days after she was still experiencing
pain. Unspecified medical attention was sought. The physician told her to take ADVIL as an anti-inflammatory. The patient's pain in right bicep persisted. No
further information was provided. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

307861-1

15-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1060U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7902
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Feb-2008
Vaccine Date

14-Feb-2008
Onset Date

1
Days

14-Apr-2008
Status Date

CA
State

WAES0802USA06388
Mfr Report Id

Information has been received from a physician concerning a 16 year old female who on 13-FEB-2008 was vaccinated IM with her 1st dose of Gardasil (lot #
658556/1060U). There was no concomitant medication. On 14-FEB-2008 the patient experienced tightness in throat "like something was growing in her throat".
The physician instructed the patient to take some BENADRYL. The patient sought unspecified medical attention. Subsequently, the patient recovered from
tightness in throat the next day. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

307862-1

15-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Throat tightness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1060U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7903
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Jun-2007
Vaccine Date

12-Jun-2007
Onset Date

0
Days

15-Apr-2008
Status Date

NY
State

A0666581a
Mfr Report Id

This case was reported by a healthcare professional and described the occurrence of irregular menstrual cycle in a 18-year-old female subject who was
vaccinated with Havrix (GlaxoSmithKline). Concurrent vaccination included Gardasil (Merck; unknown given on 12 June 2007). On 12 June 2007 the subject
received 1st dose of Havrix (unknown). In June 2007, at an unspecified time after vaccination with Havrix, the subject experienced irregular menstrual cycle. At
the time of reporting the event was improved. The healthcare professional considered the event was possibly related to vaccination with Havrix.

Symptom Text:

Other Meds:
Lab Data:
History:

UnknownPrex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

307872-1

06-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Menstruation irregular

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

NULL
NULL

0 Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 7904
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-May-2007
Vaccine Date

01-May-2007
Onset Date

0
Days

25-Mar-2008
Status Date

FR
State

WAES0712USA00170
Mfr Report Id

It was reported by an internist that an 18-year-old female patient was vaccinated with a second dose of GARDASIL (yeast) (lot number, injection route and site
not reported) on an unspecified date. Subsequently, the patient experienced dyspnoea for about 3 hours. No medical treatment was necessary. A similar
reaction had occurred after the first vaccination with GARDASIL. Follow-up information was received on 10-MAR-2008. The case upgraded (the patient was
hospitalised). The hospital report was received. The patient was  hospitalised on 20-FEB-2008 for allergological testing and vaccination of P3 with GARDASIL
(lot # 0233U, batch # NF56480) into the left deltoid muscle and was well tolerated by the patient. The patient received a first vaccination of GARDASIL in May
or June 2007. About 2-3 evenings post vaccination dyspnoea occurred. In Jul 2007 the second dose of GARDASIL was administered 2 hours post vaccination
the patient complained of of dyspnoea again. Allergological blood testing in the hospital showed increased IgE with 110 kU/1. An atopic diathesis regarding
pollen was diagnosed. A causal relation to the vaccine was ruled out. The patient was treated symptomatically with cetrizine. The patient was discharged on 21-
FEB-2008. No further information is available. Case is closed. Other business partners included are: E2007-08287.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

serum immunoglobulin E test 110 kU/l increased
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

307881-1 (S)

25-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dyspnoea, Seasonal allergy

 HOSPITALIZED, SERIOUS

Other Vaccine
24-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7905
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Sep-2007
Vaccine Date

27-Sep-2007
Onset Date

6
Days

25-Mar-2008
Status Date

FR
State

WAES0802USA00136
Mfr Report Id

Information has been received from a physician concerning a 16 year old female with allergic asthma who on an unspecified date was vaccinated with a first
dose of Gardasil which was well tolerated.  On 21-SEP-2007, the patient was vaccinated with a second dose of Gardasil IM into the left deltoid muscle.
Concomitant therapy included hormonal contraceptives (unspecified) for systemic use.  On 27-SEP-2007, in the evening, the patient complained of ringing in
her ears, anxiety, and chills.  The patient is under psychological therapy.  At the time of reporting, the symptoms were ongoing.  Follow-up information was
received on 29-FEB-2008.  It was reported that the patient also experienced reduced general condition on 27-SEP-2007.  On an unknown date, she
complained about dizziness, too.  The patient presented on 22-FEB-2008 at the reporting physician.  At that time symptoms were rather aggravated.  Anxiety,
ringing in her ears, and dizziness were ongoing.  Outcome for general condition and chills was not reported.  The patient was still in psychotherapeutic and
neurological therapy.  Follow-up information was received on 12-MAR-2008 from the company representative who visited the general practitioner of the patient
last days.  Upon new information, the case had to be upgraded.  Anxiety deteriorated significantly so that the patient had thoughts of suicide (symptom of
anxiety).  The patient is under anxiolytic medication (not otherwise specified).  The events were reported to be Other Important Medical Events.  Additional
information is expected.

Symptom Text:

Hormonal contraceptives (unspecified)Other Meds:
Lab Data:
History:

Allergic asthmaPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

307882-1

25-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anxiety, Chills, Dizziness, General physical health deterioration, Tinnitus

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
24-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7906
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
25-Mar-2008
Status Date

NJ
State

WAES0803USA02215
Mfr Report Id

Information has been received from a physician concerning a patient's friend (age and gender unknown), who, on an unspecified date, was vaccinated with a
dose of Gardasil.  Subsequently, the patient went into a coma.  At the time of the report, the outcome of the patient was unknown.  No product quality complaint
was involved.  Upon internal review the coma was considered to be an other important medical event.  Additional information is not available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

307884-1

25-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Coma

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
24-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7907
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Jan-2008
Vaccine Date

05-Feb-2008
Onset Date

8
Days

25-Mar-2008
Status Date

--
State

WAES0803USA02446
Mfr Report Id

Information has been received from a consumer concerning her 11 year old daughter with no medical history and no drug allergies, who on 28-JAN-2008 was
vaccinated with a first dose of Gardasil along with VARIVAX (MSD), hepatitis A virus vaccine (unspecified) (manufacturer unknown), meningococcal vaccine
(unspecified), and DTaP.  Other concomitant therapy included quetiapine funarate (SEROQUEL), oxcarbazepine (TRILEPTAL), and unspecified growth
hormone.  On 05-FEB-2008, eight days later, the patient experienced nausea, dizziness, headaches and changes in vision.  The patient was taken to the
emergency room because of the dizziness but was not admitted to the hospital.  No laboratory diagnostics were performed.  At the time of the report, the
patient was recovering.  No product quality complaint was involved.  Upon internal review changes in vision was considered to be an other important medical
event.  Additional information is not expected.

Symptom Text:

[therapy unspecified]; TRILEPTAL; SEROQUELOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

307885-1

02-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Headache, Nausea, Visual disturbance

 ER VISIT, NOT SERIOUS

Other Vaccine
24-Mar-2008

Received Date

Prex Vax Illns:

VARCEL
HPV4
HEPA
DTAP

MERCK & CO. INC.
MERCK & CO. INC.
MERCK & CO. INC.
UNKNOWN MANUFACTURER

NULL
NULL
NULL
NULL

0
Unknown
Unknown
Unknown
Unknown

Unknown
Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 7908
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Sep-2007
Vaccine Date

06-Mar-2008
Onset Date

185
Days

25-Mar-2008
Status Date

FR
State

WAES0803USA02574
Mfr Report Id

Information has been received from a physician concerning a 15 year old female, who on 03-SEP-2007 was vaccinated with a first dose of Gardasil (Lot#
655127/0575F; Batch# NF23310).  On 08-SEP-2007 was vaccinated with a second dose of Gardasil (Lot# 1358F; Batch# NG01520).  The first and second
doses were well tolerated.  On 07-FEB-2008 the patient was vaccinated IM in the upper arm with a third dose of Gardasil (Lot# 0467U; Batch# NG14290).
Concomitant therapy included THYRONAJOD.  On 06-MAR-2008 the patient experienced acute pancreatitis.  At the time of the report, the outcome of the
patient was unknown.  The physician considered acute pancreatitis to be life threatening.  Additional information was not available.

Symptom Text:

THYRONAJOD, Unk - UnkOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
No reaction on previous exposure to vaccine

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

307886-1 (S)

25-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pancreatitis acute

 LIFE THREATENING, SERIOUS

Other Vaccine
24-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0575 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7909
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Mar-2008
Vaccine Date

07-Mar-2008
Onset Date

0
Days

25-Mar-2008
Status Date

FR
State

WAES0803AUS00108
Mfr Report Id

Information has been received from a physician concerning a 26 year old female with contraception who on 07-MAR-2008 was vaccinated with her second
dose of Gardasil.  Concomitant therapy included drospirenone (+) ethinyl estradiol (YASMIN).  The patient was extremely anxious prior to the vaccination.  On
07-MAR-2008 the patient immediately experienced tonic clonic seizure lasting for about 10 seconds.  Following the seizures, the patient was disoriented for a
further 10 seconds and then recovered.  No adverse symptoms were noted since then.  Subsequently, the patient recovered from tonic clonic seizure and
disorientation.  Upon internal medical review, the tonic clonic seizure was considered an other important medical event.  Additional information has been
requested.

Symptom Text:

Drospirenone (+) ethinyl estradiolOther Meds:
Lab Data:
History:

Contraception; AnxietyPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

307887-1

25-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Disorientation, Grand mal convulsion

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
24-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7910
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Oct-2007
Vaccine Date

21-Oct-2007
Onset Date

6
Days

25-Mar-2008
Status Date

FR
State

WAES0803USA02571
Mfr Report Id

Information has been received from a physician concerning a 22 year old female with no relevant medical history, who on 15-OCT-2007 was vaccinated with
the first dose of Gardasil. It was reported that on 21-OCT-2007, one week after receiving the first dose, nodular ulcer lesions had appeared on the right small lip
with subsequent necrosis, ulceration, a slight inflammatory halo and severe pain. No white exudate had been reported at that time. Diagnostic laboratory
studies included an analytical study that had been found to be negative for veneral diseases. The event had lasted from 21-OCT-2007 to 05-NOV-2007 (2
weeks). On 14-DEC-2007, the patient was vaccinated with a second dose of Gardasil. On 22-DEC-2007, "7 days after the (second) vaccination," the patient
developed bilateral nodular ulcer lesions of the small lips with subsequent necrosis, ulceration and white exudate, as well as perilesional inflammatory halo and
severe pain. It was reported that the patient also presented with amygdalitis a few days post-vaccination which was treated with Clarithromycin, ibuprofen and
paracetamol (manufacturers unknown). Diagnostic laboratory studies included: a broader analytical study including autoimmune diseases that was negative for
veneral disease. Biopsy was performed when symptoms appeared and no pathogenic aetiological agent was found. Serology ruled out syphilis, HIV and
herpes as well as other infectious agents (more were ruled out according to routine STD serology exam ordered by a gynaecologist but were unknown). It was
reported that the second dose triggered a more severe reaction with a superior time for recovery. Treatment included topical cream with antibiotic and
analgesics. The patient recovered on 20-JAN-2008, approximately 1 month after onset. It was also reported that the patient showed residual scarring from the
lesions. Upon internal review, genital ulceration and amygdalitis were considered to be other important medical events. Other business partner's number
included: RA0052008, RA0062008 and E200

Symptom Text:

Other Meds:
Lab Data:

History:
Prex Illness:

diagnostic laboratory test, 21Oct07, inc. autoimmune disease was negative for venereal disease; biopsy, no pathogenic aetiological agent found; plasma HIV-1
subtype, 22Dec07, negative; serum Herpes virus Ab, 22Dec07, negative; rapid plasma
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

307888-1

25-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Genital ulceration, Inflammation, Necrosis, Pain, Scar, Tonsillitis, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
24-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. AGO8220 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7911
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
25-Mar-2008
Status Date

FR
State

WAES0803USA02575
Mfr Report Id

Information has been received from a physician concerning a 17 year old female, who, on an unspecified date was vaccinated IM in the deltoid with a second
dose of Gardasil.  Subsequently, the patient experienced dyspnoea, chest pain, and decreased body temperature.  The patient was admitted to the hospital on
an unspecified date.  At the time of the report, the outcome of the patient was unknown.  It was reported that after the first vaccination with Gardasil the patient
complained of milder chest pain.  Other business partner numbers included: E200802315.  No further information had been provided.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

307889-1 (S)

25-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Body temperature decreased, Chest pain, Dyspnoea

 HOSPITALIZED, SERIOUS

Other Vaccine
24-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7912
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Sep-2007
Vaccine Date

07-Nov-2007
Onset Date

51
Days

25-Mar-2008
Status Date

FR
State

WAES0803USA03172
Mfr Report Id

Information has been received from a physician concerning a 14 year old female patient with a history of febrile convulsion within the first year of childhood who
on 17-SEP-2007 was vaccinated with the first dose of Gardasil (Lot #1537F, Batch #NF37120), IM into the left arm.  Concomitant medication was not reported.
On 07-NOV-2007, the patient experienced suddenly a feeling of warmth and coldness in the left arm, the arm also felt numb and later on she was not able to
move her arm anymore.  The patient was admitted to the hospital on the same day for diagnostics.  Cranial magnetic resonance imaging (MRI), duplex
sonography (extracranial and transcranial) were normal.  Electroencephalography (EEG) showed a slight disorder centroparietal right with epileptic signs.
Diagnosis of cryptogenic focal epilepsy was established.  No treatment was given as it was the first attack.  The patient recovered completely within 2 hours.
The patient was discharged from the hospital on 09-NOV-2007.  On 12-NOV-2007, the patient was vaccinated with the second dose of Gardasil (Lot #0354U,
Batch #NF58550) which was well tolerated.  On 10-JAN-2008, the patient was seen in the outpatient department of a hospital for epilepsy.  The physician
reported that a final diagnosis of epilepsy can not be established as the symptoms were uncommon.  The further course had to be awaited before establishing
this diagnosis as possible differential diagnosis of psychogenic disorder was discussed.  Other business partner numbers included E2008-02293.  Additional
information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Prex Illness:

magnetic resonance imaging, 07Nov07, normal, cranial; ultrasound, 07Nov07, normal, duplex sonography (extracranial and transcranial);
electroencephalography, 07Nov07, showed slight disorder centroparietal right with epileptic signs
Febrile convulsion

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

307890-1 (S)

25-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Feeling of body temperature change, Hypoaesthesia, Injected limb mobility decreased, Partial seizures

 HOSPITALIZED, SERIOUS

Other Vaccine
24-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1537F 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 7913
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Nov-2007
Vaccine Date

20-Nov-2007
Onset Date

14
Days

25-Mar-2008
Status Date

FR
State

WAES0803USA03240
Mfr Report Id

Information has been received from a health professional concerning a 21 year old female, who on 06-NOV-2007 was vaccinated IM with a 0.5mL dose of
Gardasil.  About two weeks after the vaccination on 20-NOV-2007 the patient experienced Multiple sclerosis-like syndrome.  The patient experienced changed
sensitivity under the sole of the feet, which spread up to both legs and to the groin level.  No micturition of faeces affection was reported.  The patient
experienced increased reflexes in the legs, and impaired sensitivity in the legs bilateral.  An MRI of the head and whole back was performed on 20-FEB-2008.
It showed a change in the front of the corpus callosum and to the right a 5-6mm large change closed to the forth ventricle on the left side.  In the spinal cord 3
signal changes were observed, which can be MS suspected.  The one on the top was located at C2 level and was 9 x 3mm.  The one at the back was C5 level
and was 5mm in diameter.  The two lower ones has contrast.  This means that 3 MS-suspected changes in the spinal cord were observed and 2 changes in the
brain, the changes was in the corpus callosum.  The patient had over 40 mononuclear cells in liquor.  According to the patient's journal the case was estimated
as multiple sclerosis.  It was reported that a cousin to the patient's mother had MS, but no other neurological diseases were present in the family.  In a journal
note from 14-JAN-2008 it said that it could theoretically be an acute demyeliated encephalomyelitis with a mono phase or a first episode in a MS-disease.  After
treatment with cortisone the symptoms disappeared.  A new referral for an MRI at the end of March has been sent.  At the time of the report, the outcome of the
patient was not yet recovered.  Other business partner numbers included: E200802396.  Additional information is not expected.  The case is closed.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Magnetic resonance imaging 20Feb08 head and whole back; diagnostic laboratory test 20Feb08 40 mononuclear cells in liquor
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

307891-1 (S)

25-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hyperaesthesia, Hyperreflexia, Multiple sclerosis

 HOSPITALIZED, SERIOUS

Other Vaccine
24-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7914
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Jan-2008
Vaccine Date

08-Feb-2008
Onset Date

14
Days

25-Mar-2008
Status Date

FR
State

WAES0803USA03243
Mfr Report Id

Information has been received from a health authority, concerning a 15 year old female patient who was healthy with no allergies or headache tendencies, who
on 26-NOV-2007 was vaccinated with the first dose of Gardasil (lot # not reported).  About 2 months after vaccination, on 22-JAN-2008 the patient developed
appendicitis, intestinal disorders and muscle cramps and was hospitalized (date of hospitalization not reported).  On 25-JAN-2008, the patient was vaccinated
with the second dose of Gardasil (lot # 1340F; batch NF15660).  About 2 weeks after the second dose, she developed muscle cramps related to a visit at a
disco.  The room was very smoky and there was a sharp flicker of light when the cramps started.  She was shaking in both arms and the abdomen for a minute.
 All the time she was conscious, had no passage of urine or feces.  She had not hyperventilated.  The event after the second dose was reported as non-
serious.  The girl said that she had not drank alcohol or used any drugs.  Neurological status a couple of weeks ago did not show anything abnormal.  The
outcome of the intestinal disorders is recovered, but the outcome of the muscle cramps was unknown, and outcome of appendicitis was not specified, at the
time of reporting.  This case is closed.  Other business partner numbers include: E2008-02382; reference 080647.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

307892-1 (S)

25-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Appendicitis, Gastrointestinal disorder, Muscle spasms, Tremor

 HOSPITALIZED, SERIOUS

Other Vaccine
24-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7915
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jun-2007
Vaccine Date

06-Aug-2007
Onset Date

49
Days

25-Mar-2008
Status Date

FR
State

WAES0803USA03244
Mfr Report Id

Information has been received from a healthcare professional, concerning a 12 year old female patient with a history of a minor epileptic seizure, who on 18-
JUN-2007 was vaccinated with the first dose in the right deltoid and on 22-JUL-2007 was vaccinated in the right deltoid with the second dose of Gardasil (lot #'s
not reported). Concomitant therapy included ZARONTIN. Fifteen days after the second dose, on 06-AUG-2007, the patient developed abdominal peritonitis,
that lasted 4 days. On 06-AUG-2007, she had a laparoscopic peritoneal lavage. She was treated with Augmentin 1.5 gr 3 times daily, IV, from 06-AUG-2007 to
08-AUG-2007. On 09-AUG-2007, she fully recovered. From 09-AUG-2007 to 17-AUG-2007, she was treated with AMOXICILLIN and doxyciline, 100 mg 2 times
daily , oral route. On 27-FEB-2008, the patient was vaccinated IM, in the right deltoid with the third dose of Gardasil (lot # not reported). On 04-MAR-2008, she
developed abdominal peritonitis (with lower abdominal pain, nausea and abdominal prickling), and was hospitalized. Treatment included from 04-MAR-2008 to
13-MAR-2008, AUGMENTIN. Test results included: C-reactive protein, +/- 1; white blood cell with shift to the left, 14,000 (units not specified); and echography,
ascities around the caecum and the pelvis. At the time of this report, the event was ongoing. Other business partner numbers include: E2008-02413.

Symptom Text:

ZARONTIN, 2005 - ContOther Meds:
Lab Data:

History:
Prex Illness:

peritoneal dialysis 06Aug07; ultrasound 04Mar08 Comment: ascities around the caecum and the pelvis; WBC count 04?Mar08 14,000; serum C-reactive
protein 04?Mar08 +/- 1
Epileptic seizure

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

307893-1 (S)

25-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain lower, Ascites, Nausea, Peritoneal lavage, Peritonitis, Vaccine positive rechallenge

 HOSPITALIZED, SERIOUS

Other Vaccine
24-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 7916
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Apr-2008
Status Date

--
State

WAES0803USA00050
Mfr Report Id

Information has been received from a college health registered nurse concerning a female who was vaccinated with either a second or third dose of Gardasil
(lot #659962/1740U).  Subsequently the patient developed pain at the injection site.  It was reported that it was the worst shot she ever had.  The patient sought
medical attention in the office.  At the time of the report, the patient's outcome was unknown.  The register nurse is requesting a lot check.  Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

307910-1

14-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1740U Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Aug-2007
Vaccine Date

27-Aug-2007
Onset Date

0
Days

14-Apr-2008
Status Date

MI
State

WAES0803USA00053
Mfr Report Id

Information has been received from a health professional concerning a 15 year old female with a history of drug hypersensitivity to amoxicillin who on 27-AUG-
2007 was vaccinated with her first dose of Gardasil (lot 658222/0927U). Concomitant therapy included ORTHO TRI-CYCLEN, vitamins (unspecified) and
RETIN-A. On 29-Oct-2007 the patient was vaccinated with her second dose of Gardasil (lot 658558/1061U). On 27-AUG-2007 and 29-Oct-2007 the patient
experienced pruritus at the injection site. The patient sought unspecified medical treatment. Subsequently, the patient recovered from pruritus at injection site
after longer than a week. Additional information has been requested.

Symptom Text:

ORTHO TRI-CYCLEN; RETIN-A; vitamins (unspecified)Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Drug hypersensitivity

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

307911-1

17-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pruritus

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0927U 1 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Feb-2008
Vaccine Date

29-Feb-2008
Onset Date

0
Days

15-Apr-2008
Status Date

--
State

WAES0803USA00054
Mfr Report Id

Information has been received from a healthcare professional concerning a female who on an unspecified date was vaccinated with her second dose of
GARDASIL (lot number unspecified). On 29-FEB-2008 the patient was vaccinated with her third dose of GARDASIL (lot number unspecified). Subsequently
after the second dose the patient felt warm and sweaty, felt faint and felt like she needed air. The nurse reported that the patient did not wait 10 minutes after
receiving the dose because she had to leave. The nurse reported that the office did not hear about this event until patient came into the office on 29-Feb-2008
for her third dose. The nurse reported the patient sought unspecified medical treatment. No adverse experience was reported after receiving her third dose.
Subsequently, the patient recovered. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

307913-1

15-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Dyspnoea, Feeling hot, Hyperhidrosis

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jan-2007
Vaccine Date

01-Feb-2007
Onset Date

31
Days

14-Apr-2008
Status Date

--
State

WAES0803USA00071
Mfr Report Id

Information has been received from a 28 year old female health care professional and consumer with a history of wart on her hands (2001/2002) who on 15-
AUG-2006 was vaccinated with the first dose of Gardasil (lot # not reported). In October 2006 the patient was vaccinated with the second dose of Gardasil (lot #
not reported). In January 2007 the patient was vaccinated with the third dose of Gardasil (lot # not reported). Concomitant therapy included vitamins
(unspecified). In February 2007 "one month" after completion of the series the patient began experiencing warts on her hands. She had a history of warts on
her hands but her last "outbreak" was 5 years prior to receiving Gardasil around 2001/2002. It was reported that she has been developing these warts on
different spots on her hands from February 2007 to the present day. She also reported that she has to have these warts frozen and removed periodically. The
warts were never tested (no biopsy) or etiology unknown. The patient has not recovered. Additional information has been requested.

Symptom Text:

vitamins (unspecified)Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Wart

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
28.0

307915-1

15-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Condition aggravated, Inappropriate schedule of drug administration, Skin papilloma

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Apr-2008
Status Date

WI
State

WAES0803USA00103
Mfr Report Id

Information has been received from a Nurse concerning a female who on an unspecified date, was vaccinated with a dose of Gardasil (route, site and lot# not
provided).  It was reported that the patient fainted after administration of vaccine.  It was unknown whether medical attention was sought.  The patient's
outcome is unknown.  No product quality complaint was involved.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

307916-1

14-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Jan-2008
Vaccine Date

18-Jan-2008
Onset Date

8
Days

15-Apr-2008
Status Date

NJ
State

WAES0803USA00111
Mfr Report Id

Information has been received from a physician concerning a 21 year old female patient who on 10-JAN-2008 was vaccinated IM in the left arm with a 0.5 ml
dose of GARDASIL. Eight days after vaccination the patient experienced rash on the same arm which she received the vaccination. It was unknown whether
medical attention was sought. The patient's outcome is unknown.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

307918-1

15-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Sep-2007
Vaccine Date

01-Oct-2007
Onset Date

30
Days

15-Apr-2008
Status Date

--
State

WAES0803USA00112
Mfr Report Id

Information has been received from a health professional concerning a 17 year old female who in March 2007, was vaccinated with a dose of Gardasil. In
September 2007, the patient received the third dose. One month later in the patient experienced sudden onset of pain in the injection site arm, elbow and
shoulder. At the time of reporting the pain had persisted and it had worsened. The patient saw the nurse practitioner and was referred to orthopedist. The
patient's outcome is unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

allergy test
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

307923-1

15-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Musculoskeletal pain, Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Feb-2008
Vaccine Date

Unknown
Onset Date Days

15-Apr-2008
Status Date

--
State

WAES0803USA00151
Mfr Report Id

Information has been received from a nurse practitioner, concerning an 18 year old female who on 05-FEB-2008, was vaccinated with her first dose of
GARDASIL 0.5 ml (lot# 659437/1266U). The patient received the vaccination and experienced a rash all over her body particularly her upper chest, arm and
face. Unspecified medical attention was sought. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

307924-1

15-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash, Rash generalised

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1266U 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Feb-2008
Vaccine Date

27-Feb-2008
Onset Date

0
Days

15-Apr-2008
Status Date

--
State

WAES0803USA00154
Mfr Report Id

Information has been received from a registered nurse, concerning a female colleague who on the evening of 27-FEB-2008 was vaccinated with her third dose
of GARDASIL (lot# unspecified) in the left deltoid. The nurse reports that her colleague had a prickly looking rash on both forearms the next day. The nurse
confirms that her colleague was vaccinated at her primary care givers office, and only came to her for advice. Nurse states that she is not able to provide any
other information. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

307926-1

15-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-Apr-2008
Status Date

--
State

WAES0803USA00175
Mfr Report Id

Information has been received from a health professional concerning her 21 year old daughter who was recently vaccinated with the first two doses of
GARDASIL (dates and lot numbers not reported). After each dose the patient developed abdominal cramping, similar to menstrual cramps. Subsequently, the
patient recovered from abdominal cramping after each dose (dates not specified by reporter). The patient sought unspecified medical attention. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

307927-1

15-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7926
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-Apr-2008
Status Date

--
State

WAES0803USA00182
Mfr Report Id

Information has been received from a physician concerning a patient's daughter who on unspecified date was vaccinated with GARDDASIL (lot # unspecified).
The day after receiving GARDASIL the patient experienced depression. Unspecified medical attention was sought. At the time of this report, the patient has not
recovered from the depression. No further information was available. No additional information is expected or available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

307928-1

15-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Depression

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-Apr-2008
Status Date

--
State

WAES0803USA00369
Mfr Report Id

Information has been received from a physician concerning a patient who was vaccinated with a dose of GARDASIL (lot# not provided). It was reported that the
patient fainted after receiving the vaccination. It was unknown whether medical attention was sought. The patient's outcome is unknown. No product quality
complaint was involved. This is one of multiple reports from the same source (WAES# 0802USA05545). Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

307929-1

15-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Jan-2008
Vaccine Date

Unknown
Onset Date Days

15-Apr-2008
Status Date

NY
State

WAES0803USA01379
Mfr Report Id

Information has been received from a physician concerning a 19 year old single female who on 19-JUN-2007 was vaccinated with the first dose of GARDASIL
(Lot # "0389U"), on 23-Aug-2007 was vaccinated with the second dose of GARDASIL (Lot # 658488/0930U) and on 03-Jan-2008 was vaccinated with the third
dose of GARDASIL (Lot # 658558/1061U). The patient had an abnormal PAP test since receiving the vaccination. The patient needed a colposcopy. The
patient did not have a positive PAP test prior to receiving the vaccinations. Medical attention was sought in the office. Patient outcome was unknown. No
product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

colposcopy; Pap test abnormal
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

307930-1

15-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Smear cervix abnormal

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1061U 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7929
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Jan-2008
Vaccine Date

Unknown
Onset Date Days

15-Apr-2008
Status Date

NY
State

WAES0803USA01380
Mfr Report Id

Information has been received from a physician concerning a 21 year old single female who was vaccinated on 21-Jan-2008 with the first dose of GARDASIL
(Lot # 65855/1061U). The patient had an abnormal PAP test since receiving the vaccination and needed a colposcopy. The patient did not have positive PAP
test prior to receiving the vaccination. Medical attention was sought in the office. Patient outcome was unknown. No product quality was involved. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

colposcopy; Pap test abnormal
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

307931-1

15-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Smear cervix abnormal

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1061U 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Mar-2008
Vaccine Date

17-Mar-2008
Onset Date

10
Days

26-Mar-2008
Status Date

MI
State Mfr Report Id

(1) Raynaud Phenomenon left hand on 3-17-08 (2) Pain (L) elbow- 3-15-08 on 3-16-08 (3) Pain (L) shoulder 3-20-08Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

X-ray of shoulder and elbow; CRP; Sed rate; CBC with diffi; Urine analysis; ANA; RF; Anti-DNA and Antiribonucleo protein
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

307956-1

26-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Musculoskeletal pain, Raynauds phenomenon

 ER VISIT, NOT SERIOUS

Other Vaccine
24-Mar-2008

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

1757U
AHAVB211AA

2
0

Left arm
Left arm

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Mar-2008
Vaccine Date

16-Mar-2008
Onset Date

3
Days

27-Mar-2008
Status Date

MA
State Mfr Report Id

Dizzy constantly, feverish.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

307957-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
24-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Feb-2008
Vaccine Date

26-Feb-2008
Onset Date

1
Days

27-Mar-2008
Status Date

CA
State Mfr Report Id

Diarrhea started 1 day after getting Gardasil vaccine, associated with abdominal pain and possible bloody stool. Seen at urgent care on 2/29/08 (same address
as above)

Symptom Text:

Lo EstrinOther Meds:
Lab Data:
History:

NonePrex Illness:

Stool O and P negative; stool culture negative 2/29/08
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

307995-1

28-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Diarrhoea

 ER VISIT, NOT SERIOUS

Other Vaccine
24-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1446U 0 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Jul-2007

Vaccine Date
Unknown

Onset Date Days
15-Apr-2008
Status Date

NY
State

WAES0803USA01381
Mfr Report Id

Information has been received from a physician concerning an 18 year old single female who was vaccinated on 23-Jan-2007 with the first dose of GARDASIL
(Lot # 655165/1425F), on 23-Mar-2007 was vaccinated with the second dose of GARDASIL (Lot # 655165/1425F) and on 23-Jul-2007 was vaccinated with the
first dose of GARDASIL (Lot # "0389U"). The patient has an abnormal PAP test since receiving the vaccination and needed a colposcopy. The patient did not
have positive PAP test prior to receiving the vaccination. Medical attention was sought in the office. Patient outcome was unknown. No product quality
complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

colposcopy; Pap test abnormal
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

308022-1

15-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Smear cervix abnormal

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Apr-2007
Vaccine Date

24-Apr-2007
Onset Date

13
Days

26-Mar-2008
Status Date

FR
State

WAES0711USA04532
Mfr Report Id

Information has been received from a general physician concerning a 13 year old female patient who on was vaccinated with a first dose of Gardasil and on 31-
Jan-2007 and on 11-APR-2007 was vaccinated IM with the second dose of Gardasil (lot number not reported, site not reported).  On 24-APR-2007 she
developed cervical enlarged lymph nodes, growing pains, sleepiness and general discomfort.  She received a treatment with MEXALEN and KLACID.  About
one week later she recovered from all adverse experiences.  No previous medical history reported.  The reporter considered whether these adverse
experiences occurred due to vaccination or due to not specified viral infection.  Follow up information was received on 10-MAR-2008: It was reported that the
female patient developed on 24-APR-2007 general lymph nodes enlarged, sleepiness, abnormal fatigue with strong subjective feeling of illness.  An ambulant
examination in a local hospital was performed but no reason (such as malignoma, mononucleosis) for the symptoms were found.  As a result of the severe
symptoms the patient could not attend school for three weeks.  The outcome was not reported.  Upon internal review on 18-MAR-2008 this case was upgraded
to serious because it was medically significant.  The other business partner number included: E200708152.  No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

308071-1

26-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Activities of daily living impaired, Discomfort, Fatigue, Growing pains, Lymphadenopathy, Malaise, Somnolence

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
25-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7935
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Sep-2007
Vaccine Date

29-Sep-2007
Onset Date

2
Days

26-Mar-2008
Status Date

FR
State

WAES0803USA02563
Mfr Report Id

Initial and follow up information has been received from a physician concerning a 16 year old female with no reported medical history, who on 27-SEP-2007
was vaccinated with her first dose of Gardasil (Lot #655127/0575F; Batch #NF23310) intramuscularly into the left upper arm.  Concomitant therapy included
hormonal contraceptives (unspecified).  On 29-SEP-2007 the patient presented with generalised chronic urticaria.  Medication with cortisone (METHISOLONE)
was started.  At the time of reporting the patient's symptoms were still ongoing.  Chronic urticaria was considered to be an other important medical event
because of the long duration of the adverse event.  Other business partner numbers include E200801726.  No further information is available.

Symptom Text:

Hormonal contraceptives (unspecified)Other Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

308072-1

26-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria chronic

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
25-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0575F 0 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Mar-2008
Vaccine Date

Unknown
Onset Date Days

26-Mar-2008
Status Date

FR
State

WAES0803USA03242
Mfr Report Id

Information has been received from a health authority concerning a 22 year old female who is a smoker and has a family history of cancer (grandmother had
breast cancer and her mother died from melanoma) who on 03-MAR-2008, was vaccinated IM with a dose of Gardasil (Lot# 654884/0902F; Batch# NE24240).
On an unreported date but following the immunization, the patient experienced chest pain.  It was not known if the patient received any corrective treatment.  At
the time of this report, the patient had not yet recovered.  The reporter considered chest pain to be an other important medical event. Other business partners
numbers include: E2008-02478 and IMB 039549.  Additional information is not expected.  The file is closed.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

SmokerPrex Illness:

Unknown
Family history of cancer

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

308073-1

26-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Chest pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
25-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0902F Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7937
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Jan-2008
Vaccine Date

19-Jan-2008
Onset Date

3
Days

26-Mar-2008
Status Date

FR
State

WAES0803USA03247
Mfr Report Id

Information has been received from a physician concerning a 14 year old female patient with evidence of a defective position of the patient's jaw who on 16-
JAN-2008, was vaccinated IM into the deltoid muscle with a first dose of Gardasil (Lot# 1341F; Batch# NF13760).  On 19-JAN-2008, three days after the
vaccination, the patient complained of a severe headache, vertigo, balance disorder and collapsed once.  The patient was hospitalized for four days in the
neurological department.  All investigations including electroencephalography (EEG) and ears, nose, and throat examination (ENT) were without pathologies.
Migraine was ruled out also.  Further investigations are ongoing.  It was reported that there was evidence of a defective position of the patient's jaw.  At the time
of this report, the symptoms were improving.  Other business partners numbers include: E200802430.  No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Jaw malformationPrex Illness:

electroencephalography 19?Jan08 Comment: without pathologies, migraine ruled out; ears, nose, and throat examination 19?Jan08 Comment: without
pathologies

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

308074-1 (S)

26-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Balance disorder, Headache, Syncope, Vertigo

 HOSPITALIZED, SERIOUS

Other Vaccine
25-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1341F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7938
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Mar-2008
Vaccine Date

18-Mar-2008
Onset Date

0
Days

27-Mar-2008
Status Date

PA
State Mfr Report Id

Patient got dizzy and felt like legs numb.  Eyes closed and patient became syncopal.  Patient vs stable.  Drank juice and felt ok.  Patient ambulated out of
office.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
Vitiligo

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

308081-1

02-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Hypoaesthesia, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
25-Mar-2008

Received Date

Prex Vax Illns:

VARCEL
HPV4
HEPA

MNQ
TDAP

MERCK & CO. INC.
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
SANOFI PASTEUR
GLAXOSMITHKLINE
BIOLOGICALS

1797J
17570
AHAVB253AA

U2568AA
AC52B024AA

0
0
0

0
0

Left arm
Right arm
Right arm

Left arm
Left arm

Unknown
Unknown
Unknown

Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Mar-2008
Vaccine Date

11-Mar-2008
Onset Date

0
Days

27-Mar-2008
Status Date

CA
State Mfr Report Id

Patient stated onset began immediately after receiving vaccination - stated feeling light headed, weakness and feeling faint (she did not let staff know).  That
night she went to bed and her legs felt like 1/2 left leg went to sleep.  The next day after school, she took a nap and woke up feeling shortness of breath and
went to the urgent care.  She continued having symptoms as of 3/22/08.

Symptom Text:

Other Meds:
Lab Data:
History:

Patient deniedPrex Illness:

None performed - 2 hours patient stating she did not have money for tests.
Allergy to sulfur

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

308082-1

27-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Dizziness, Dyspnoea, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
25-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1287U 0 Right arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Mar-2008
Vaccine Date

18-Mar-2008
Onset Date

0
Days

27-Mar-2008
Status Date

PA
State Mfr Report Id

Sitting in chair after vaccines and said "I don't feel good."  Head drooped, patient's eyes rolled back and arms started shaking.  Patient became syncopal.  Laid
down, drank juice.  Patient states that she did not eat that day.  Ok to ambulance.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

308086-1

27-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Feeling abnormal, Gaze palsy, Syncope, Tremor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
25-Mar-2008

Received Date

Prex Vax Illns:

TDAP

HEPA

HPV4

GLAXOSMITHKLINE
BIOLOGICALS
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

AC52B124AA

AHAVB253AA

17570

0

0

0

Left arm

Left arm

Right arm

Unknown

Unknown

Unknown



10 JUN 2008 06:27Report run on: Page 7941
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Mar-2008
Vaccine Date

17-Mar-2008
Onset Date

0
Days

27-Mar-2008
Status Date

WA
State Mfr Report Id

Tenderness at injection site with some warmth.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Pertussis; Augmentin; Sulfa; PCN; Left sided weakness and CP

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

308087-1

27-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Feeling hot, Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
25-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1446U 1 Left arm Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Mar-2008
Vaccine Date

05-Mar-2008
Onset Date

0
Days

28-Mar-2008
Status Date

CA
State Mfr Report Id

2 hours after receiving vaccines stomach starting itching. Woke up next morning with whole body itching.Symptom Text:

Loestrin 24 FeOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

308089-1

31-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus, Pruritus generalised

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
25-Mar-2008

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

1062U
AHAVB216AA

1
1

Left leg
Right arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 7943
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Mar-2008
Vaccine Date

12-Mar-2008
Onset Date

1
Days

27-Mar-2008
Status Date

MI
State Mfr Report Id

Localized redness, pain, swelling and warmth within 24 hours.  Also low grade temperature and myalgia.  No regenerating symptoms or generalized urticaria.
Area of erythema increased and Keflex 250 qid for 7 days given to cover cellulitis (right arm).

Symptom Text:

AdderalOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

308096-1

27-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Body temperature increased, Cellulitis, Erythema, Feeling hot, Myalgia, Pain, Swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
25-Mar-2008

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

1491U
1448U

1
0

Right arm
Left arm

Subcutaneously
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Mar-2008
Vaccine Date

12-Mar-2008
Onset Date

0
Days

28-Mar-2008
Status Date

WV
State Mfr Report Id

03/25/2008 Client's grandmother telephoned to report client c/o left arm and hand discomfort since injection on 03/12/2008.  Referred to PCP.Symptom Text:

Other Meds:
Lab Data:
History:

None reported on screening questionnaire.Prex Illness:

N/A
None reported on screening questionnaire.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

308121-1

28-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Limb discomfort

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
25-Mar-2008

Received Date

Prex Vax Illns:

HPV4
HEP

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

0525U
AHBVB437BA

2
2

Left arm
Right arm

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-Apr-2008
Status Date

--
State

WAES0803USA01415
Mfr Report Id

Information has been received from a college health registered nurse concerning a female who was vaccinated with either a second or third dose of GARDASIL
(lot #659962/1740U). Subsequently the patient developed pain at the injection site. It was reported that it was the worst shot she ever had. The patient had to
lie down because "the shot hurt so bad." The patient was weak and "felt like fainting." The patient sought medical attention in the office. At the time of the
report, the patient's outcome was unknown. The registered nurse is requesting a lot check. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

308174-1

15-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Dizziness, Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1740U Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-Apr-2008
Status Date

--
State

WAES0803USA001416
Mfr Report Id

Information has been received from a college health registered nurse concerning a female who was vaccinated with either a second or third dose of GARDASIL
(lot # 6559962/1740U). Subsequently the patient developed pain at the injection site. It was reported that it was the worst shot she ever had. The patient had to
lie down because "the shot hurt so bad." The patient was weak and "felt like fainting." The patient sought medical attention in the office. At the time of the
report, the patient's outcome was unknown. The registered nurse is requesting a lot check. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

308175-1

15-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Dizziness, Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1740U Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Sep-2007
Vaccine Date

08-Nov-2007
Onset Date

63
Days

27-Mar-2008
Status Date

FR
State

WAES0803USA03411
Mfr Report Id

Information has been received from a physician concerning an 18 year old female patient who on 05-JUL-2007 and 06-SEP-2007 was vaccinated
intramuscularly with the first and second doses of GARDASIL. The first and second doses were well tolerated. Concomitant therapy included ibuprofen. On 08-
NOV-2007 the patient had a sports injury (bruise to his head) and recovered. On 13-NOV-2007 the patient complained of muscle pain in all limbs, improving
within the following days, but she had persisting symmetric pain in the lower leg muscles. The patient was hospitalized from 21-NOV-2007 until 28-NOV-2007.
Laboratory tests on admission showed normal results except the following values: increase of creatine kinase (CK) (1874 U/L (normal: 10-145), lactate
dehydrogenase (LDH) 327 U/L (normal: <248). Serum alanine aminotransferase (SGPT) 615 U/L (normal <34), serum alanine aminotransferase (SGOT) 200
U/L (normal: < 31), gamma-glutamyl transferase (y-GT) 258 U/L (normal <38), lymphopenia (22.6%, normal 25-50), monocytosis (12.7% (normal: 2.0-8.0). A
viral infection was suspected. Infectious serology for Borrelia, toxoplasmosis, Epstein Barr Virus (EBV), Cytomegalovirus (CMV), influenza parainfluenza,
Coxsackie B virus were negative. The reporter considered the clinical picture to be "rhabdomyolysis with hepatitis." Rheumatological and neurological
consultants ruled out rheumatologic disease, collagenosis, vasculitis and myositis. During hospitalization the patient had occasional treatment with VALORON,
and TRAMADOL. Lab parameters almost normalized within the following days and the patient recovered. The patient was again hospitalized from 10-DEC-
2007 until 13-DEC-2007 because of neuropathic pain in the lower extremities. Suspected diagnosis was polyneuropathy of unknown origin. This time, all lab
parameters were within normal range, except slightly elevated gamma-glutamyl transferase (47U/L). Antistreptolysin 0 was moderately elevated (265 IU/mL,
normal < 200, no previous value). Treatment with LYRICA 2 x 300 mg/day) was starte

Symptom Text:

ibuprofen  08Nov07-UnkOther Meds:
Lab Data:

History:
Prex Illness:

diagnostic laboratory test 21Nov07 Comment: Borrelia, toxoplasmosis, EBC, CMV, influenza parainfluenza, Coxsackie B virus were negative; electromyography
21Dec07 Comment: normal; nerve conduction study 21Dec07 Comment: velocity slightly red
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

308199-1 (S)

02-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hepatitis, Myalgia, Neuralgia, Pain in extremity, Polyneuropathy, Rhabdomyolysis, Sports injury

 HOSPITALIZED, SERIOUS

Other Vaccine
26-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
27-Mar-2008
Status Date

FR
State

WAES0803USA03251
Mfr Report Id

Information has been received from a Health Authority (Ref no PE12008002592) via a physician concerning a 15 year old female patient with a history of tick
bite two or three years ago who in September 2007, was vaccinated with a first dose of GARDASIL (route, injection site lot # not reported). On the same
evening of the vaccination the patient complained of dysaesthesia of skin on trunk, upper extremities and face. Additionally the patient experienced severe
sweating of both palms and face. Symptoms reoccurred about every fourth day mostly in the evening. On 16-JAN-2008 after sports the patient experienced
dizziness and numbness of whole body and was hospitalised on 17-JAN-2008. Laboratory parameters from 22-JAN-2008 were all within normal range. Cranial
magnetic resonance imaging (MRI) from 21-JAN-2008 was normal. Cerebral Spinal Fluids (CSF) showed no evidence for acute infection. Oligoclonal band
profile test was outstanding. Electroencephalography from 18-JAN-2008 showed a photo paroxysmal reaction of generalised irregular spike-wave discharged.
Audiotory evoked potential (AEP) and somatic evoked potential showed without pathological findings, as Median nerve SEP and AEP. Ophthalmological
examination was without pathological findings. During the hospitalisation the patient recovered and she was discharged on 24-JAN-2008 in good general
condition. According to hospital letter suspicion of seizure disorder was established. An EEG under sleep deprivation and fasting as a psychological testing was
planned. Dysaesthesia and sweating were ongoing at the time of this reporting. The reporter reported the events Dysaesthesia, sweating, numbness, seizure
cerebral and dizziness to be other important medical events. The other business partner number includes: E200802501. No other information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Prex Illness:

electroencephalography 18Jan08 Comment: photo paroxysmal reaction; magnetic resonance imaging 21Jan08 Normal Comment: Cranial; auditory evoked
potential Comment: No pathological findings; somatosensory evoked potential Comment: No pathologi
Tick bite

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

308200-1 (S)

27-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Dysaesthesia, Hyperhidrosis, Hypoaesthesia

 HOSPITALIZED, SERIOUS

Other Vaccine
26-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Feb-2008
Vaccine Date

Unknown
Onset Date Days

27-Mar-2008
Status Date

FR
State

WAES0803USA03250
Mfr Report Id

Information has been received from a health authority via a physician concerning a 17 year old female patient who on 09-AUG-2007 was vaccinated IM with a
first dose of GARDASIL (batch # NF23330) (lot #1518F). On 13-OCT-2007 she was vaccinated IM with a second dose of GARDASIL (batch # NF56480) (lot #
0233U) and on 19-FEB-2008 she received IM her third dose of GARDASIL (batch # NG01520) (lot # 1358F). In February 2008 the patient experienced
Basedow's disease. An autoimmune thyreoditis was ruled out. The patient was hospitalised on an unknown date. Laboratory tests serum thyroid-stimulating
hormone test (FT4), serum antithyroid antimicrosomal antibody test (MAK), serum antithyroglobulin antibody test (TRAK) and thyroid scan were carried out. No
values reported. At the time of this report the outcome was unknown. It was reported that patient tolerated the first injection well. This is one of several reports
from the same source. The other business partner number included: E200802490. No other information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Prex Illness:

thyroid radionuclear scan ??Feb08 Not reported: Comment: Result not reported; diagnostic laboratory test ??Feb08 Comment: Autoimmune thyreoditis ruled
out; serum antithyroglobulin antibody ??Feb08 Comment: "TRAK" test (no value reported); s
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

308201-1 (S)

02-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Basedows disease, Hyperthyroidism

 HOSPITALIZED, SERIOUS

Other Vaccine
26-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1358F 2 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Nov-2007
Vaccine Date

01-Feb-2008
Onset Date

75
Days

27-Mar-2008
Status Date

FR
State

WAES0803USA03249
Mfr Report Id

Information has been received from a health authority (Reference no. PE12008002456) concerning a 15 year old female patient who on 28-AUG-2007 was
vaccinated IM with a first dose of GARDASIL (batch # NE24240) (lot # 654884/0902F). On 18-NOV-2007 the she received IM her second dose of GARDASIL
(lot # not reported). In February 2008 the patient experienced Basedow's disease. An autoimmune thyreoditis was ruled out. The patient was hospitalised on an
unknown date. Laboratory tests serum thyroid-stimulating hormone test (FT4), serum thyroid-stimulating hormone test (TSH), serum antithyroid antimicrosomal
antibody test (MAX), serum antithyroglobulin antibody test (TRAK) and thyroid scan carried out. No values were reported for these tests. At the time of this
report the outcome was unknown by the reporter. It was reported that the patient tolerated the first injection well. This is one of several received from the same
source. The other business partner number included: E200802488. No other information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Prex Illness:

diagnostic laboratory test ??Feb08: Autoimmune thyreoditis ruled out; thyroid radionuclear scan ??Feb08: value not reported; TSH ??Feb08: value not
reported; serum antithyroglobulin antibody ??Feb08: "TRAK" (no value reported); serum antith
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

308202-1 (S)

02-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Basedows disease, Hyperthyroidism

 HOSPITALIZED, SERIOUS

Other Vaccine
26-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0902F 1 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Aug-2007
Vaccine Date

Unknown
Onset Date Days

27-Mar-2008
Status Date

FR
State

WAES0803USA03248
Mfr Report Id

Information has been received from a physician concerning a 17 year old female patient with goiter and pollinosis who on 15-JUN-2007 was vaccinated with a
first dose of GARDASIL and on 22-AUG-2007 she was vaccinated IM into arm with a second dose of GARDASIL (lot #, injection route and site not reported).
Concomitant therapy included hormonal contraceptives (unspecified) and unspecified therapy "JODID". In mid January 2008, the patient hit her leg and
experienced an increasing haematoma. On 18-JAN-2008 the reporting physician was informed about the haematoma while she was administered the third
dose of GARDASIL (lot #, injection route and site not reported). A blood count was taken promptly showed thrombocytopenia with 10000/mcl. The patient was
hospitalised on 22-JAN-2008. Suspicion of idiopathic thrombocytopenia was established. The patient showed multiple haematoma. A viral upper respiratory
tract infection with sinusitis and leukopenia was also established. The patient was treated with immunoglobulins. Abdominal sonography and x-ray of thorax
were without findings. Laboratory findings are indicated below in the lab section. The patient was discharged on 28-JAN-2008 in good general condition with
thrombocytes of 100,000/mcl. From 07-FEB-2008 to 11-FEB-2008 the patient was hospitalised again because of recurrent idiopathic thrombocytopenia with
11,000/mcl and upper respiratory tract infection since four days prior. she was treated again with immunoglobulins. Thrombocytes improved and were 121,000
at the time of discharge. It was reported that the patient tolerated the first injection well. The reporter considered idiopathic thrombocytopenia and upper
respiratory tract infection to be other medical events. The other business partner number includes: E200802443. Additional information is not available.

Symptom Text:

(therapy unspecified); hormonal contraceptives (unspecified)Other Meds:
Lab Data:

History:
Goitre; PollinosisPrex Illness:

abdominal ultrasound 22Jan08 Comment: no findings; X-ray 22Jan08 Comment: Thorax (no findings); platelet count 18Jan08 10000/mcl; WBC count 22Jan08
5.4/mcl Normal Range: 4.5 - 12.5/mcl; platelet count 22Jan08 10/mcl Normal Range: 140 - 350

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

308203-1 (S)

27-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Blood product transfusion, Haematoma, Idiopathic thrombocytopenic purpura, Leukopenia, Limb injury, Sinusitis, Viral upper respiratory tract infection

 HOSPITALIZED, SERIOUS

Other Vaccine
26-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7952
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Oct-2007
Vaccine Date

19-Dec-2007
Onset Date

75
Days

27-Mar-2008
Status Date

NY
State

WAES0803USA02981
Mfr Report Id

Information has been received from a certified nurse midwife concerning a 27 year old female with high risk human papilloma virus diagnosed in July 2007 as a
result of a cervical smear and no condyloma, who on 05-OCT-2007 at 15:30 was vaccinated in the left deltoid with a first dose of Gardasil. There were no
illnesses at the time of the vaccination. On 19-DEC-2007 the patient was diagnosed with one wart. On 21-DEC-2007 at 09:30 the patient was vaccinated in the
left deltoid with a second dose of Gardasil. Subsequently, in the next two months, the patient developed clusters of warts. At the time of the report, the patient
had not recovered. The reporter considered the cluster of warts to be an other important medical event. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Papilloma viral infectionPrex Illness:

cervical smear 07/??/07 - positive high risk HPV

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

308204-1

27-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Skin papilloma, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
26-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 7953
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
14-Mar-2008
Onset Date Days

27-Mar-2008
Status Date

TX
State

WAES0803USA02854
Mfr Report Id

Information has been received from a physician concerning a 16 year old female who on an unspecified date was vaccinated with the first dose of Gardasil (Lot
# 659653/1448U).  On approximately 14-MAR-2008 (also reported as "or 17-MAR-2008) the patient fainted and had a seizure after receiving her first dose.  It
was reported that the patient felt that her arm became heavy and numb before she fainted.  The patient sought unspecified medical attention.  At the time of
this report the patient was recovering on therapy.  No product quality complaint was involved.  Upon internal review, seizure was considered to be an other
important medical event.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

308205-1

27-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Hypoaesthesia, Sensation of heaviness, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
26-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1448U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7954
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
27-Mar-2008
Status Date

CA
State

WAES0803USA02810
Mfr Report Id

Information has been received from a licensed visiting nurse concerning a 16 female who in February 2008, was vaccinated IM with a 0.5mL dose of
GARDASIL. Concomitant suspect vaccination included VARIVAX. Other concomitant vaccinations included tetanus toxoid and diphtheria toxoid (+) pertussis
acellular vaccine (unspecified) (+) tetanus toxoid. In less than two minutes post vaccination the patient stopped breathing. The patient was treated with
ammonia salts but it took one minute for the patient to take a breath rather then immediately. The patient then urinated while in the waiting room. The patient
went to the emergency room for observation. No laboratory diagnostics were performed. The patient recovered on the same day that the vaccination was
administered. No product quality complaint was involved. This is one of two reports from the same source. The breathing difficulty and urinary incontinence
were considered to be other important medical events. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

308206-1

27-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Respiratory arrest, Urinary incontinence

 ER VISIT, NOT SERIOUS

Other Vaccine
26-Mar-2008

Received Date

Prex Vax Illns:

VARCEL
TTOX
HPV4
TDAP

MERCK & CO. INC.
UNKNOWN MANUFACTURER
MERCK & CO. INC.
UNKNOWN MANUFACTURER

NULL
NULL
NULL
NULL

Unknown
Unknown
Unknown
Unknown

Unknown
Unknown

Intramuscular
Unknown



10 JUN 2008 06:27Report run on: Page 7955
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Jul-2007

Vaccine Date
16-Oct-2007
Onset Date

85
Days

27-Mar-2008
Status Date

FR
State

WAES0803USA02583
Mfr Report Id

Information has been received from the Health Authority (HA reference number PEI2008001954) concerning a 19 year old female who on 23-JUL-2007 was
vaccinated with a first dose of Gardasil (lot# NF14740; 1341F) and was well tolerated.  On 16-OCT-2007 the patient was vaccinated with a second dose of
Gardasil (lot# NF27880; 1518F) injection route and site not reported.  On 16-OCT-2007 the same day the patient experienced fever up to 39.5 degrees C.  On
21-OCT-2007 the patient complained of nausea and vomited.  On 30-OCT-2007, the patient recovered from the fever.  The onset of nausea and vomiting were
about 5 months ago and were still ongoing at the time of reporting.  New information was received on 19-MAR-2008 by two hospital reports which were both
incomplete.  In the first hospital report it was reported that the patient was admitted to hospital on 25-OCT-2007 with the suspicion of bronchopulmonary
infection because she received cough, fever, diarrhoea and abdominal pain approximately ten days before admission.  All the symptoms started on 16-OCT-
2007 (on the same day as the vaccination).  Four days before admission a treatment of amoxicillin was started.  The diagnosis of pneumonia mycoplasmal and
the suspicion of catarrh of middle ear were established.  It was reported that the patient was discharged on 30-OCT-2007.  No further information was given.
Outcome was not reported.  In the second hospital report the patient was admitted to hospital on 21-NOV-2007 with nausea, vomiting, abdominal pain and
diarrhoea.  A colonoscopy on 21-NOV-2007 showed rectal lesions and signs of rectal mucosa inflammation.  The diagnosis of Colitis pseudomembranous,
Urinary tract infection were established.  A treatment with vancomycin 4 x (250 mg oral) and PERENTEROL 3x (100-200 mg) was carried out (start date not
reported).  It was mentioned that the patient had a drug caused mid-cycle bleeding.  The patient was discharged on 27-NOV-2007.  Outcome was not reported.
The reporter reported the events as other important medical even

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

colonoscopy, 21Nov07, rectal lesion; body temp, 16Oct07, 39.5 C
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

308207-1 (S)

27-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Cough, Diarrhoea, Metrorrhagia, Nausea, Otitis media, Pneumonia mycoplasmal, Pseudomembranous colitis, Pyrexia, Urinary tract infection,
Vomiting

 HOSPITALIZED, SERIOUS

Other Vaccine
26-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1341F 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7956
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Mar-2008
Vaccine Date

20-Mar-2008
Onset Date

3
Days

28-Mar-2008
Status Date

KY
State Mfr Report Id

Rash on upper chest and breast.  No itching.  Onset 3-20-08.Symptom Text:

LevlenOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

308217-1

28-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
26-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0181U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 7957
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Mar-2008
Vaccine Date

20-Mar-2008
Onset Date

1
Days

28-Mar-2008
Status Date

AZ
State Mfr Report Id

Edema with redness at Sub Q site.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

308218-1

28-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site oedema

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
26-Mar-2008

Received Date

Prex Vax Illns:

VARCEL
TDAP
MNQ
HPV4

MERCK & CO. INC.
SANOFI PASTEUR
SANOFI PASTEUR
MERCK & CO. INC.

1568U
C2889AA
U255AA
1978U

2
0
0
1

Left arm
Right arm
Right arm
Left arm

Subcutaneously
Unknown

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 7958
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Mar-2008
Vaccine Date

20-Mar-2008
Onset Date

0
Days

31-Mar-2008
Status Date

OR
State Mfr Report Id

(At site of injection of varicella) - onset of bright red approximately 4cm x 3cm with irregular edges, slight raised, white center approximately 0.5cm round.
Benadryl 25mg IM given at 950 AM

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
9.0

308223-1

31-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site discolouration, Injection site erythema, Injection site swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
26-Mar-2008

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

08324
1266U

1
0

Left arm
Left arm

Subcutaneously
Intramuscular



10 JUN 2008 06:27Report run on: Page 7959
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Mar-2008
Vaccine Date

26-Mar-2008
Onset Date

5
Days

04-Apr-2008
Status Date

GA
State Mfr Report Id

client received vaccine on 03/21/2008. This was her third dose of HPV. She reported soreness and skin at injection site,slightly red. denies edema. soreness
and reddness since time of injection 5 days ago. She denies edema or drainage. she says skin may be slightly warm but not hot.she also noticed and neck and
upper back around shoulders is a little sore but unsure if related to injection.

Symptom Text:

depoprovera 150mg given im in RGMOther Meds:
Lab Data:
History:

none reportedPrex Illness:

none reported

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.4

308272-1

04-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Back pain, Injection site erythema, Injection site pain, Musculoskeletal pain, Neck pain, Skin warm

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
26-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. MSD0522U 2 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 7960
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Mar-2008
Vaccine Date

11-Mar-2008
Onset Date

0
Days

04-Apr-2008
Status Date

IA
State Mfr Report Id

Achy muscles, stiff neck and back, extreme fatigue, nausea, migraines, diarrhea, ringing in ears, sharp stabbing pains in belly, severe abdominal cramping,
numbness and tingling in limbs, impaired thinking, aversions to foods, strong aversion/nausea upon smelling strong scents, trouble sleeping, fevers.  4/2/2008
MR received for OV 3/27/2008 and PMH back to 12/2006. Pt presented to office with c/o ? reaction to 3rd Gardasil vax. Pt reports migraines x 10 in the week
following vax, now with constant, throbbing pain in the R eye area with pressure.  Pt also reports diarrhea and abd cramping, 10 stools yesterday.  Legs go
numb during BM. Smells bother pt now. Pt reports fevers. Temp 99.8 at OV.  Pt reports paresthesias in the L leg which began 3/25/08. Pt also reports
weakness, fatigue and twitching.  PE WNL. Assessment:  R Frontal Headaches.  Abdominal Pain, cramping & diarrhea. Paresthesias of the legs. Tag2
received from PCP (308590 to be linked). 4/7/08 RN in PCP office reports pt's sx have improved with Medrol dose pack.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

Labs and Diagnostics:  CBC with WBCs 10K, Hgb 13.6, and platelets 125K.  CT brain shows no acute abnormality.
Allergic to Pertusis. Pt reports headaches starting with first Gardasil 6/21/2007. PMH:  breast lump

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

308288-1

08-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Abdominal pain upper, Asthenia, Diarrhoea, Fatigue, Food aversion, Frequent bowel movements, Hypoaesthesia, Insomnia, Migraine, Muscle
twitching, Musculoskeletal stiffness, Myalgia, Nausea, Pain, Paraesthesia, Parosmia, Pyrexia, Thinking abnormal, Tinnitus

 ER VISIT, NOT SERIOUS

Related reports:   308288-2

Other Vaccine
26-Mar-2008

Received Date

Tick in eye, headaches~Pertussis (no brand name)~1~1~In Patient|headaches, intense screaming~Pertussis (no brand name)~1~1~In SiPrex Vax Illns:

HPV4 MERCK & CO. INC. 1978U 2 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 7961
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Mar-2008
Vaccine Date

17-Mar-2008
Onset Date

6
Days

02-Apr-2008
Status Date

IA
State Mfr Report Id

Onset headaches since 1st dose given 6/21/07 not reported until 3/27/08 to physician.  Onset of HA with last dose given 3/11/08 was 3/17/08 persistent right
frontal headache, nausea, and pain, cramping - negative CBC, negative CT head - treated with Medrol dose pak.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

Normal CBC; Normal CT head
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

308288-2

18-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Muscle spasms, Nausea, Pain

 ER VISIT, NOT SERIOUS

Related reports:   308288-1

Other Vaccine
31-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1978U 2 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 7962
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Mar-2008
Vaccine Date

Unknown
Onset Date Days

28-Mar-2008
Status Date

IL
State Mfr Report Id

No reaction - patient did not know of pregnancy at time of vaccination.  Patient found out after ER visit 3 days later for persistent fever - patient was found
positive.

Symptom Text:

Motrin 200mg tabsOther Meds:
Lab Data:
History:

Influenza type A positivePrex Illness:

Urine HCG positive 3-7-08.
Eczema

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

308290-1

28-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 No adverse reaction, Pregnancy, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
26-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0927U 0 Left arm Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Mar-2008
Vaccine Date

Unknown
Onset Date Days

28-Mar-2008
Status Date

FR
State

WAES0803USA04030
Mfr Report Id

Information has been received from a gynaecologist concerning a 16 year old female, who on 04-MAR-2008 was vaccinated IM in the upper left arm with a third
dose of GARDASIL (Lot# 0466U; Batch# NG34880). Subsequently the patient complained about somnolence, asthenia, difficult swallowing, and peripheral
circulatory disorder. On 13-MAR-2008 the reporter was contacted by phone. The patient was diagnosed with angina tonsillaris on an unknown date. The patient
was treated with antibiotics and recovered on an unknown date. It was reported that the first two vaccinations with GARDASIL were well tolerated. The reporter
considered the angina tonsillaris to be an other important medical event. Other business partner numbers included: E2008-02154. Additional information is not
available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
No reaction on previous exposure to vaccine.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

308329-1

28-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Acute tonsillitis, Asthenia, Dysphagia, Peripheral vascular disorder, Somnolence

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
27-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0466U 2 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 7964
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Jan-2008
Vaccine Date

02-Feb-2008
Onset Date

7
Days

28-Mar-2008
Status Date

NJ
State

WAES0803USA03845
Mfr Report Id

Information has been received from a physician, concerning a white female student (age not reported), with no pertinent medical history, who on 23-NOV-2007
was vaccinated with the first dose, and on 26-JAN-2008 was vaccinated, IM, with the second dose of GARDASIL (lot #659653/1448U). The physician noted
that on 06-NOV-2007, the patient had been vaccinated with a dose of HAVRIX and a dose of MENACTRA. There was no illness at the time of vaccination. On
02-FEB-2008 the patient experienced paresthesias of both feet and up her legs, with some weakness, that continued through the month. On 26-FEB-2008 she
experienced "pins and needles" of her arms and shoulders. The patient visited the physician, and on an unknown date, diagnostic testing included a magnetic
resonance imaging (MRI) of the head and spine, a complete blood count (CBC), blood chemistries and a thyroid panel, all with normal results. At the time of
this report, the outcome of the events was not recovered. The physician considered the events to be serious as disabling or incapacitating. Additional
information has been requested. 6/3/08-records received-seen on 2/6/08 with C/O chronic back pain (pine and needles) both legs, hip and ankle. Trouble
sleeping. Began on Monday. Feels unbalanced when standing. Urinary incontinence. PE Babinski decreased on right. Unable to stand on tiptoes. Romberg
wobbly. Reflexes normal. Sensation in left toe dull. 4/30/08 symptoms continue but improving now intermittent. Neurologist: post viral syndrome. Flu vaccine
administered in November along with  Gardasil. Meningitis vaccine in November.

Symptom Text:

Other Meds:
Lab Data:

History:
Prex Illness:

magnetic resonance 02?/??/08 - head and spine normal; complete blood cell 02?/??/08 - normal; blood chemistry 02?/??/08 - normal; thyroid function test
02?/??/08 - normal 6/3/08-records received-MRI thoracic spine, mild degenerative disc c
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

308330-1 (S)

04-Jun-2008
VAX Detail:

Last Edit Date

Seriousness:

 Back pain, Balance disorder, Extensor plantar response, Insomnia, Muscular weakness, Neurological examination abnormal, Paraesthesia, Positive
Rombergism, Urinary incontinence, Viral infection

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Related reports:   308330-2

Other Vaccine
27-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1448U 1 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Nov-2007
Vaccine Date

06-Feb-2008
Onset Date

75
Days

15-May-2008
Status Date

NJ
State

WAES0803USA01938
Mfr Report Id

Information has been received from a physician concerning a 17 year old female who on 23-NOV-2007 was vaccinated with her first dose of GARDASIL (lot
number unspecified). On 06-FEB-2008 the patient experienced tingly pins and needles on both legs and weakness in legs. The patient sought unspecified
medical treatment. The patient had an MRI performed on an unspecified date. No additional information was provided. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Magnetic resonance
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

308330-2

03-Jun-2008
VAX Detail:

Last Edit Date

Seriousness:

 Muscular weakness, Paraesthesia

 ER VISIT, NOT SERIOUS

Related reports:   308330-1

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Oct-2007
Vaccine Date

01-Nov-2007
Onset Date

31
Days

28-Mar-2008
Status Date

RI
State

WAES0803USA03854
Mfr Report Id

Information has been received from a physician, concerning a 17 year old female patient with an allergic reaction to CECLOR and no other pertinent medical
history, who in August 2007, was vaccinated with the first dose and in October 2007 was vaccinated with the second dose of GARDASIL (lot #'s not reported).
After the second dose, in November 2007, the patient's mother noticed early lesions. In February 2008, the patient was administered the third dose of
GARDASIL (lot # not reported). Concomitant therapy also possibly initiated in February 2008 ("a few weeks ago") included CELEBREX. Following the third
vaccination of GARDASIL, the lesions worsened. Diagnostic studies included liver functions tests, elevated; renal function test, normal, a skin biopsy, medium
vesicle vasculitis. The physician indicated the patient had polyarteritis nodosa, which he described as "another name" for medium vesicle vasculitis. The patient
was a runner, and was uncomfortable and had difficulty running due to the symptoms. The patient's polyarteritis nodosa persisted. The physician considered
the event to be disabling/incapacitating. Additional information has been requested.

Symptom Text:

CELEBREXOther Meds:
Lab Data:
History:

Allergic reaction to antibioticsPrex Illness:

renal function study elevated; skin biopsy medium vesicle vasculitis; hepatic function tests elevated

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

308331-1 (S)

28-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Activities of daily living impaired, Polyarteritis nodosa, Skin lesion, Vaccine positive rechallenge

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Other Vaccine
27-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Nov-2007
Vaccine Date

Unknown
Onset Date Days

28-Mar-2008
Status Date

MI
State

WAES0803USA03311
Mfr Report Id

Information has been received from a physician concerning a 17 year old female patient who on 05-OCT-2007 and 29-NOV-2007 was vaccinated with the first
and second doses of GARDASIL, respectively. It was reported that post vaccination the patient complained of severe bruising on her arm and leg, without
impact. It is unknown exactly where on the arm or leg bruising occurred. The patient was hospitalized and "lots of tests were performed" leading to a diagnosis
of immune thrombocytopenia. The patient was treated with "Immunoglobulin Intravenous," and was discharged from the hospital. At the time of this report the
patient's outcome was unknown. No product quality complaint was involved. Immune thrombocytopenia was considered to be an other medically important
event. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory - unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

308332-1 (S)

28-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Blood product transfusion, Contusion, Thrombocytopenia

 ER VISIT, HOSPITALIZED, SERIOUS

Other Vaccine
27-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 7968
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Feb-2008
Vaccine Date

04-Feb-2008
Onset Date

2
Days

28-Mar-2008
Status Date

FR
State

WAES0803USA03412
Mfr Report Id

Information has been received from a physician concerning an 18 year old female patient with effusive psychological behavior leading to history, who on 02-
FEB-2008 was vaccinated with the first dose of Gardasil. On 04-FEB-2008 (reported as 48-hours post vaccination), the patient developed severe breathing
difficulties, thoracic pain, pharynx edema and urticaria reaction leading to hospitalization. The reporting physician received this information through the patient's
mother. At the time of this report the patient recovered. It was reported that the patient received "past vaccinations that were well tolerated." Other business
partner numbers include: E200802665. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Psychological disorder NOSPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

308333-1 (S)

28-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Chest pain, Dyspnoea, No reaction on previous exposure to drug, Pharyngeal oedema, Urticaria

 HOSPITALIZED, SERIOUS

Other Vaccine
27-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Feb-2008
Vaccine Date

02-Mar-2008
Onset Date

3
Days

28-Mar-2008
Status Date

MD
State Mfr Report Id

Pt had N/V, fever, nasal congestion, sore throat, decreased sleep, facial rash, HA, myalgia. No relieve w/ OTC Benadryl. Exam at ED found neck pain w/ flexion
consistent with meningismus and RUA tenderness, (+) Murphy sign. Admitted to hospital, IV fluids and IV antibiotics. Discharged home in improving condition.
03/28/2008 MR received with VAERS report for DOS 3/2-4/2008 with D/C DX:  Acute sinusitis/viral syndrome (respiratory syncytial virus) and myalgias possibly
due to immunizations that she received last week.  Gastritis. Pt presented to ER with fever, sore throat, vomiting and facial rash.  Pt with c/o stiff neck and h/a.
PE (+) for facial petechiae, neck pain c/w meningismus and RUQ tenderness. Txd with abx and IVF and d/c improved 3/4/08.

Symptom Text:

Imitrex; OCPOther Meds:
Lab Data:

History:
chronic diarrhea/IBSPrex Illness:

WBC 29.1; RSV (+), LFT's - nl, CSF nl, CSF CX (-); Monospot (-); Strep CX (-); Flu (-); HIV (-); abdominal u/s - nl; head CT - nl except pansinusitis; UA nl; UCX
(-); Preg (-); EBV IgM (-); EBV IgG (+). Labs and Diagnostics: CBC with WBCs
asthma; migraine headaches; Irritable Bowel Syndrome. PMH: asthma, pneumonia, migraine h/a, IBS, alcohol use.  NKDA.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

308368-1 (S)

31-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Acute sinusitis, Gastritis, Headache, Insomnia, Meningism, Murphys sign positive, Musculoskeletal stiffness, Myalgia, Nasal congestion,
Nausea, Neck pain, Petechiae, Pharyngolaryngeal pain, Pyrexia, Rash, Respiratory syncytial virus infection, Tenderness, Viral infection, Vomiting

 HOSPITALIZED, SERIOUS

Other Vaccine
27-Mar-2008

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

1740U
AHAVB200BA

0
0

Right arm
Right arm

Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Mar-2008
Vaccine Date

06-Mar-2008
Onset Date

0
Days

31-Mar-2008
Status Date

WV
State Mfr Report Id

Arm pain x 16 days. Unable to abduct arm. Treated with Naprosyn follow up in 5 days.Symptom Text:

Effexor 75 mg 1 tab PO dailyOther Meds:
Lab Data:
History:

None reportedPrex Illness:

None
Allergy Amoxicillin

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

308394-1

31-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injected limb mobility decreased, Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
27-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0523U 2 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
24-Mar-2008
Vaccine Date

24-Mar-2008
Onset Date

0
Days

31-Mar-2008
Status Date

OH
State Mfr Report Id

Patient developed a fever of 103 degrees Monday evening. Patient also complained of upper respiratory symptoms; Injection site is fine. Patient also
complained of chills. This was patient's 3rd injection.

Symptom Text:

Other Meds:
Lab Data:
History:

NoPrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

308400-1

31-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Chills, Pyrexia, Upper respiratory tract infection

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
27-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1459U 2 Left arm Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Dec-2007
Vaccine Date

20-Dec-2007
Onset Date

0
Days

31-Mar-2008
Status Date

NY
State Mfr Report Id

Patient reports local erythema with peeling skin at vaccination site when received #1 HPV on 8/1/07. Patient reports dose #2 HPV on 12/20/07 presented with
more involved local reaction. She had "burn type" local reaction - erythema 3" diameter with blistering and peeling that lasted 2 weeks. She reports it was
similar to her latex reactions.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None done
latex, Augmentin, Penicillin, Amoxicillin, Prednisone

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

308401-1

31-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Blister, Erythema, Injection site erythema, Local reaction, Skin exfoliation

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
27-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1264U 1 Right arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Mar-2008
Vaccine Date

26-Mar-2008
Onset Date

0
Days

04-Apr-2008
Status Date

MI
State Mfr Report Id

pt pale,complains of being flushed,dizzy,wretching and nausea.Symptom Text:

N/AOther Meds:
Lab Data:
History:

N/APrex Illness:

N/A

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

308415-1

04-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Flushing, Nausea, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
27-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0052X 0 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Mar-2008
Vaccine Date

27-Mar-2008
Onset Date

0
Days

04-Apr-2008
Status Date

MI
State Mfr Report Id

WITHIN SECONDS OF RECEIVING THE HPV VACCINE CHILD GOT LIGHTHEADED AND NEEDED TO LIE DOWNSymptom Text:

N/AOther Meds:
Lab Data:
History:

N/APrex Illness:

N/A

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

308417-1

05-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Immediate post-injection reaction

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
27-Mar-2008

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

1493U
0052X

1
2

Left arm
Left arm

Subcutaneously
Intramuscular



10 JUN 2008 06:27Report run on: Page 7975
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Mar-2008
Vaccine Date

20-Mar-2008
Onset Date

2
Days

07-Apr-2008
Status Date

TX
State Mfr Report Id

Numbness, tingling, heaviness in right arm from the shoulder down to the hand & fingers.Symptom Text:

Birth Control pill TrinessaOther Meds:
Lab Data:
History:

nonePrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

308418-1

07-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Paraesthesia, Sensation of heaviness

 NO CONDITIONS, NOT SERIOUS

Related reports:   308418-2

Other Vaccine
27-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. UNKNOWN 1 Left arm Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Mar-2008
Vaccine Date

20-Mar-2008
Onset Date

2
Days

15-May-2008
Status Date

--
State

WAES0803USA04617
Mfr Report Id

Information has been received from a 24 year old female with no known drug allergies and no past medical history who sometime in January 2008, was
vaccinated in the deltoid at her OBGYN's office with her first dose of Gardasil (lot# unspecified). The consumer reported that she received her second dose of
Gardasil (lot# unspecified). Subsequently, two days later on 20-MAR-2008 the patient had a tingling/numbing feeling in her arm that felt like she slept on her
arm and it "fell asleep". The consumer also stated that the tingling/numbing feeling gradually got worse to the point where her touch sensation is different from
left arm; it feels heavy and like her hand is swollen. The consumer also stated that the feeling she has goes from her shoulder on her right arm to her fingertips.
She indicated that she received the second dose of Gardasil in her left arm around the triceps area of the arm. The consumer reported that her arm still does
not feel better, she spoke to her primary care physician even though she did not receive the vaccination there, who has done blood work and is requesting her
to do a EMG. The patient had sought medical attention at her doctors office. The patient's outcome is reported as not recovered. No further AE information is
available. Additional information has been requested.

Symptom Text:

TRINESSAOther Meds:
Lab Data:
History:
Prex Illness:

electromyography; diagnostic laboratory
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

308418-2

30-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Oedema peripheral, Paraesthesia, Sensation of heaviness

 ER VISIT, NOT SERIOUS

Related reports:   308418-1

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Oct-2007
Vaccine Date

17-Oct-2007
Onset Date

0
Days

01-Apr-2008
Status Date

KS
State Mfr Report Id

Cardiac arrest, no pulse, clinically dead, fro several minutes until EMT arrived and used defibrillator paddles to re start heart.  Ambulance to Hospital for about
4 to 5 hours.  Transported by ambulance to facility.  Unconscious for 2 days sedated.  After she awoke she was unresponsive to family and friends, impaired
speech, memory loss and no ability to walk for about 10 days.  The first night the many test were run and continued through 29 day stay at the hospital.
Treatment included pills, physical therapy, strees testing, 24 hour monitoring of heart and atendent care.  EKG, Biopsey of heart, injection of dye to heart, MRI
of Brain and Heart.  A permanent defibrillator connecting to the heart. 05/05/08-DC summary received for DOS 10/18/11/13/07-DC DX: Ventricular fibrillation,
cardiac Arrest. Placement of cardiac defibrillator (internal), pacemaker generator and lead system.  4/24/08-records received-10/18/07-presented to ED with
cardiac arrest, ventricular fibrillation. Playing basketball, suddenly had shaking of right arm and deep breaths. Fell down. CPR began, cardioversion successful.
Never fully regained consciousness. Respiratory failure. Intubated on ventilator. Extubated. Fentanyl drip. Hypertension since arrival.

Symptom Text:

NONEOther Meds:
Lab Data:

History:
NONEPrex Illness:

list is too extensive, will need to send separetly. 4/24/08-records received-CT negative. Drug screen positive for benzoidiazepines and phencyclidine. EKG
inversion T waves, QTc prolongation. Premature ventricular contraction. CPK elevatio
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

308429-1 (S)

08-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abasia, Amnesia, Cardiac arrest, Cardioversion, Endotracheal intubation, Extubation, Implantable defibrillator insertion, Intensive care, Loss of consciousness,
Pulse absent, Respiratory failure, Speech disorder, Unresponsive to stimuli, Ventricular fibrillation

 ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, LIFE THREATENING, PERMANENT DISABILITY, SERIOUS

Other Vaccine
27-Mar-2008

Received Date

headache and dizziness~HPV (Gardasil)~1~16~In PatientPrex Vax Illns:

HPV4 MERCK & CO. INC. 1265U 1 Gluteous maxima Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Mar-2008
Vaccine Date

27-Mar-2008
Onset Date

0
Days

31-Mar-2008
Status Date

MN
State Mfr Report Id

Approximately 20-30 minutes after vaccine given pt c/o dizziness, throat swelling, hard to breath. Had hives/rash on head, neck and upper chest.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
Allergies: sulfa

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

308438-1

31-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Dyspnoea, Pharyngeal oedema, Rash, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
27-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1978U 0 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Feb-2008
Vaccine Date

15-Feb-2008
Onset Date

7
Days

04-Apr-2008
Status Date

MO
State Mfr Report Id

Stomach problems, loss of appetite, upset stomach progressed to pain in stomach, ankle stiffer, nausea, diarrhea, allergies more prominent.  3/20 visited
doctor for stomach problems, given Sucralsate and another over the counter medicine.  Today took medicine.

Symptom Text:

Singulair; Flonase; Xopenix (take as needed)Other Meds:
Lab Data:
History:

Dealing with allergy to moldPrex Illness:

Allergy to Benadryl; ankle pain due to repetitive exercise will wear leg brace.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

308441-1

05-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain upper, Anorexia, Condition aggravated, Diarrhoea, Hypersensitivity, Joint stiffness, Nausea, Stomach discomfort

 ER VISIT, NOT SERIOUS

Other Vaccine
27-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Left arm Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Aug-2007
Vaccine Date

21-Aug-2007
Onset Date

0
Days

31-Mar-2008
Status Date

CT
State

WAES0708USA04373
Mfr Report Id

Information has been received from the Merck Pregnancy Registry via a mother concerning her 17 year old daughter with no pertinent medical history who on
21-AUG-2007 was vaccinated with a 0.5ml second dose of GARDASIL. There was no concomitant medication. Subsequently the patient "came to know she
was pregnant". A blood test was performed, results unspecified. Unspecified medical attention was sought. At the time of the report the patient's outcome was
unknown. Follow up information received from a healthcare professional from an OB/GYN office, indicated that the patient was a 17 year old female with no
prior pregnancies, allergic rhinitis, and a past history of depression, obesity and occasional smoking, who on 06-MAR-2007 was vaccinated with the first dose,
and on 21-AUG-2007 was vaccinated with the second dose, 0.5ml, of GARDASIL (lot # for both doses: 654510/0962F). The patient's date of LMP was stated
as "31-DEC-2007," with an estimated delivery date stated as "29-NOV-2008." On 06-NOV-2007, a vaccination of influenza virus vaccine (FLULAVAL) was
administered. During delivery, "fetal intolerance with non-reassuring fetal tracings, brady x 2 - 30's, multiple bradys into 60's" were detected, as well as a
"nuchal cord x 1." Active range of motion was monitored for 6 1/2 hours with "NEC." On 03-DEC-2007, at 40 weeks gestation, a Cesarean section was
performed due to the symptoms of fetal intolerance, non reassuring fetal tracings and bradycardia. The mother gave birth to a normal female infant (no
congenital anomalies or abnormalities), birth weight, 6 lb 15.202 ounces, length 19," head circumference 33cm, and Apgar score of 6 - 9/9. Upon internal
review, "fetal intolerance with non reassuring fetal tracings, brady x 2 - 30's" was considered to be serious as an other important medical event (resulted in
Cesarean section). Additional information is not expected.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP=Unknown); Rhinitis allergicPrex Illness:

diagnostic laboratory unspecified type; cesarean section 12/03/07; total heartbeat count 12/03/07 30's; total heartbeat count 12/03/07 60's
Depression; Tobacco user; Obesity

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

308459-1

31-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Foetal disorder

 ER VISIT, NOT SERIOUS

Other Vaccine
28-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0962F 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-May-2007
Vaccine Date

24-May-2007
Onset Date

16
Days

31-Mar-2008
Status Date

FR
State

WAES0803USA03241
Mfr Report Id

Information has been received from health authority ( PE12008002472) concerning a 15 year old female patient who on 08-MAY-2007 was vaccinated IM into
her left upper arm with a first dose of GARDASIL (lot # 655671/1024F) (batch # NE51780) and on 19-JUl-2007 she received IM into her left upper arm her
second dose of GARDASIL (lot # 655127/0575F) (batch # NF23310). On 18-OCT-2007 at 12:45 PM, when patient was at school, she experienced a tonic
clonic convulsion. She was administered 2.5 mg Lorazepam by a teacher and seizure stopped. During the seizure, the patient experienced a tongue bite, no
urination, no defecation. The emergency doctor administered 10 mg Diazepam and transferred the patient to pediatric hospital where she was admitted for
check-up. Electroencephalograpy (EEG) was normal, sleep deprivation EEG however showed unspecified alterations. Laboratory parameters showed
increased values for Uric acid with 8.8 mg/dL, serum creatine kinase (CK) with 218 u/l and serum lactate dehydrogenas (LDH) with 288 U/L. The patient had
experienced a similar episode on 24-MAY-2007 which was sixteen days after the first dose of GARDASIL. At that time all examination were normal too except
hyperuricaema which was 8.7 mg/dL; At no time after both events was the patient was put on permanent antiepileptic medication but she was told to have
Lorazepam with her in case of need. It was discussed as differential diagnosis that the events might also have been syncope with myoclonias. The patient
recovered from the events. The other business partner number included E200802503. Additional information is not available.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Prex Illness:

electroencephalography 18Oct07 Normal; electroencephalography 18Oct07 sleep deprivation EEG showed unspecifiic alterations; serum uric acid 24May07
8.7 mg/dl Hyperuricaemia; serum LDH 18Oct07 288 U/L 130-271 U/l; serum creatine kianse 218 U
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

308460-1 (S)

31-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Grand mal convulsion, Hyperuricaemia, Similar reaction on previous exposure to drug, Tongue biting

 HOSPITALIZED, SERIOUS

Other Vaccine
28-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0575F 1 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Sep-2007
Vaccine Date

22-Dec-2007
Onset Date

108
Days

31-Mar-2008
Status Date

FR
State

WAES0802USA03403
Mfr Report Id

Information has been received from a physician concerning a 15 year old female patient who on 05-SEP-2007 and 07-NOV-2007 was vaccinated with the first
dose and second doses of GARDASIL, respectively. Other suspect concomitant therapy given on 05-SEP-2007 included the second dose of GENHEVAC B.
Despite 2 measles, mumps and rubella vaccines (ROR) in her childhood she had antirubella antibodies <10. On 22-DEC-2007 the patient experienced a
pruritic cutaneous eruption and telangiectosia. An allergological work up was normal. A rheumatologist work up revealed positive autoantibodies. The diagnosis
established was an erythematous lupus. The patient was treated with antihistaminic treatment. At the time of this report the patient had not recovered, the
eruption was fluctuant. It was also reported that despite three doses of GENHEVAC B the patient's sister had no antibodies. Lupus erythematosus and
autoantibody positive were considered to be other important medical events. Other business partner numbers include: E200802626. No further information is
available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Antibody test; ImmunisationPrex Illness:

allergy test: normal; diagnostic laboratory test: Rheumatologist work up revealed positive autoantibodies

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

308461-1

31-Mar-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash pruritic, Systemic lupus erythematosus, Telangiectasia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
28-Mar-2008

Received Date

Prex Vax Illns:

HPV4
HEP

MERCK & CO. INC.
SANOFI PASTEUR

NULL
NULL

1
1

Unknown
Unknown

Unknown
Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Aug-2007
Vaccine Date

20-Feb-2008
Onset Date

177
Days

01-Apr-2008
Status Date

IN
State Mfr Report Id

1st shot - 8/27/2007 - felt like nurse put needle in bone, light headed, turned white, pain at injection site for 3 days.  2nd shot - 10/31/2007 - sore at injection
site.  3rd shot - 2/20/2008 - site severe pain in muscles, joints, arm hurt for 3 days.4/10/08-office records received- 5/2/08-records received for DOS 3/11/08-
Chief complaint: abnormal Positive ANA, high sed rate, after shots, achy joints, pain has increased since fall 2007, put on Prednisone 3/18/2008. Presented
with recurring stress fractures, four since high school.  Chronic pain increasing since last fall.

Symptom Text:

Ritalin LA; Loestrin 24; HCTZ 25mgOther Meds:
Lab Data:

History:
NonePrex Illness:

5/2/08-records received-ANA 1:1280 and leg pain. WBC 3.27. Sedimentation rate elevated 27.MRI anterior vertebral column mass. Unilateral right L5 pars
defect with subtle anterolisthesis, low grade left pedicle stress reaction and shallow ri
Osteopenia; Hypercalciuria 4/10/08-records received-PMH:ADHD. stress fracture. Osteopenia. Hypercalcuria.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

308474-1

07-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Injection site pain, Pain, Pallor

 NO CONDITIONS, NOT SERIOUS

Related reports:   308474-2

Other Vaccine
28-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
01-Dec-2007
Onset Date Days

15-Apr-2008
Status Date

IN
State Mfr Report Id

increased pain bilat hips, legs, shins, knees from 12-07, much worse in February '08. ANA= 1:1280Symptom Text:

Loestrin Fe; HCTZ; Oscal; Citrical; UltramOther Meds:
Lab Data:
History:
Prex Illness:

Sed Rate-8, Anti-dsDNA-1, ANA=1:1280, U/A nml, Lyme Ab + IgG (-), Thyroid-nml, solid and speckled
ADHD, stress fractures x 4

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

308474-2

15-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Related reports:   308474-1

Other Vaccine
08-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Feb-2008
Vaccine Date

27-Feb-2008
Onset Date

0
Days

01-Apr-2008
Status Date

CA
State Mfr Report Id

Patient received Gardasil in left deltoid.  Upon standing, patient collapsed, hit back of head on stool to exam table.  Patient loss consciousness for 30-40
seconds.  Patient was treated by nurse (RN) and sent to hospital for staples for scalp laceration.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

Wound care, staples (2)
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

308475-1

01-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness, Skin laceration, Suture insertion, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
28-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0755U 1 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 7986
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Mar-2008
Vaccine Date

27-Mar-2008
Onset Date

0
Days

04-Apr-2008
Status Date

CA
State Mfr Report Id

Nurse noted few minutes after shot - Pallor, Shaking, LOC for 40 seconds - syncope. Called doctor and had patient lay down. Given oxygen by mask. BP
normal, no bronchospasm or respiratory distress on examination. Responsive to name and able to answer questions. Felt better with improved color and able
to ambulate on own w/in minutes. F/U call in few hours, patient had low grade fever, soreness in arm where other shot given, but felt well w/o dizziness.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

BP 116/74 TIME OF VACCINE ADMIN IN 10 IS APPROXIMATE
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

308497-1

04-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Injection site pain, Loss of consciousness, Pallor, Pyrexia, Syncope, Tremor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
28-Mar-2008

Received Date

Prex Vax Illns:

TDAP
HPV4
HEPA

MNQ

SANOFI PASTEUR
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
SANOFI PASTEUR

C277700AA
028U
AHAVB216AA

U2419AA

0
0
1

0

Right arm
Left arm

Right arm

Left arm

Intramuscular
Intramuscular
Intramuscular

Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Mar-2008
Vaccine Date

24-Mar-2008
Onset Date

0
Days

04-Apr-2008
Status Date

OH
State Mfr Report Id

Child had Tdap vaccine in RD and HPV vaccine in LD on 3/24/08 between 3pm and 5pm. By bedtime that evening, GMA reported to me that a red and itching
rash developed over left arm above and below injection site and that rash spread to front and back torso by 3/25/08. Gma reports that rash is still present today
3/28/08.

Symptom Text:

None reportedOther Meds:
Lab Data:
History:

None reportedPrex Illness:

None
None reported

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

308512-1

04-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Rash pruritic

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
28-Mar-2008

Received Date

Prex Vax Illns:

TDAP
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

C2844AA
1427F

0
0

Right arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 7988
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Mar-2008
Vaccine Date

26-Mar-2008
Onset Date

0
Days

04-Apr-2008
Status Date

NC
State Mfr Report Id

patient's lips, toes and fingers turned white in color and had tonic-clonic seizure lasting approximately 20-30 seconds.Symptom Text:

Minocin and Benzaclin GelOther Meds:
Lab Data:
History:

NonePrex Illness:

Blood Pressure 102/52
Acne

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

308519-1

04-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pallor, Tonic clonic movements

 ER VISIT, NOT SERIOUS

Other Vaccine
28-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1486U 1 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 7989
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Mar-2008
Vaccine Date

11-Mar-2008
Onset Date

1
Days

04-Apr-2008
Status Date

TX
State Mfr Report Id

Immunizations provided 03/10/08; client with father into clinic on 3/14/08 reporting symptoms occurred on 03/11/08 of redness, itching, rough, dry rash,
worsening each day.  Referred to PMD. Contacted client's mother on Monday, 3/17/08 who reports client seen by PMD on 3/17/08 who prescribed topical
cream.Says dr dx poison oak.

Symptom Text:

noneOther Meds:
Lab Data:
History:

noPrex Illness:

unknown
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

308520-1

04-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dermatitis contact, Dry skin, Erythema, Pruritus, Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
28-Mar-2008

Received Date

Prex Vax Illns:

TDAP
HPV4
HEPA

SANOFI PASTEUR
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

245AA
1446U
AHAVB214AA

0
0
0

Left arm
Right arm
Left arm

Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 7990
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Mar-2008
Vaccine Date

29-Mar-2008
Onset Date

0
Days

07-Apr-2008
Status Date

IL
State Mfr Report Id

The Patient was sittin on a chair when Vaccine Gardasil was Administered. Then imediatly her eyes rolled back, she lost conciousness and her body fell
forward. After which the patients upper body started to shake and her arms were jerking. This lasted for 45 seconds- 1 min and then she regained
conciousness. She complained of a headache, weakness and dizziness. I checked her pulse which was 76 bpm. We had her lay down for 30 min and drink
some water after which she felt better.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

She has been sent for an EEG.
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

308528-1

07-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Dizziness, Dyskinesia, Fall, Gaze palsy, Headache, Immediate post-injection reaction, Loss of consciousness, Tremor

 ER VISIT, NOT SERIOUS

Other Vaccine
29-Mar-2008

Received Date

Prex Vax Illns:

TDAP

HPV4
MNQ

GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
SANOFI PASTEUR

AC52B019AA

0927U
U2409AA

0

1
0

Right arm

Left arm
Right arm

Intramuscular

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 7991
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Oct-2007
Vaccine Date

Unknown
Onset Date Days

02-Apr-2008
Status Date

FL
State Mfr Report Id

MMRV given to 17 year old.  Client reported no adverse reaction.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

308586-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 No adverse reaction

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
31-Mar-2008

Received Date

Prex Vax Illns:

TDAP
MMRV
HPV4
HEP
HEPA

SANOFI PASTEUR
MERCK & CO. INC.
MERCK & CO. INC.
UNKNOWN MANUFACTURER
GLAXOSMITHKLINE
BIOLOGICALS

C2609AA
0347U
0188U
1246F
AHAVB175AA

0
0
0
1
0

Right arm
Left arm
Left arm

Right arm
Left arm

Intramuscular
Subcutaneously
Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 7992
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Oct-2007
Vaccine Date

08-Oct-2007
Onset Date

3
Days

01-Apr-2008
Status Date

FR
State

WAES0801MYS00007
Mfr Report Id

Information has been received from a pharmacist concerning a 44 year old female who on 05-OCT-2007 was vaccinated with Gardasil. On 08-OCT-2007 the
patient experienced serious vaginal haemorrhage for more than 14 days. Therapy with Gardasil was discontinued and the patient was treated with prescription
medicine. Subsequently, the patient recovered from serious vaginal haemorrhage. The treating physician felt that serious vaginal haemorrhage could be due to
hormonal imbalance. Serious vaginal haemorrhage was considered to be immediately life-threatening. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

gynecological examination uterus hypertrophy; gynecological examination Pap smear normal. No cyst.
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
44.0

308596-1 (S)

01-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, Vaginal haemorrhage

 LIFE THREATENING, SERIOUS

Other Vaccine
31-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 7993
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Jul-2007

Vaccine Date
04-Sep-2007
Onset Date

43
Days

01-Apr-2008
Status Date

MD
State

WAES0803USA01553
Mfr Report Id

Initial and follow up information has been received from a physician concerning a 15 year old female patient with a seizure disorder of petit mal convulsions,
who was vaccinated on 23-JUL-2007, with her first dose of Gardasil (lot# 655620/0171U).  Concomitant therapy included LAMICTAL.  On 04-SEP-2007, at
10:10 am, the patient experienced flu-like symptoms and myalgia.  The patient sought medical treatment, and a lumbar puncture was performed (results not
specified).  Treatment included MOTRIN, 800mg, STAT, diazepam and LORTAB.  On 18-OCT-2007, the events resolved.  Physician decided to discontinue the
series with Gardasil.  The physician considered the events serious as persistent/significant disability or incapacity.  Additional information is not expected.
Additional information has been requested.

Symptom Text:

LAMICTALOther Meds:
Lab Data:
History:

Convulsion disorder; Petit malPrex Illness:

spinal tap, 09/04?/07

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

308597-1 (S)

01-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Influenza like illness, Myalgia

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Other Vaccine
31-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0171U 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Feb-2008
Vaccine Date

15-Feb-2008
Onset Date

0
Days

01-Apr-2008
Status Date

ID
State

WAES0803USA03696
Mfr Report Id

Information has been received from a physician concerning a 12 year old female, who on 15-FEB-2008 was vaccinated IM with a third dose of GARDASIL.
Concomitant suspect vaccination included the second dose of hepatitis A vaccine (inactive) (manufacturer unknown). On 15-FEB-2008 the patient passed out
and had a seizure after administration of the vaccine. The patient was given a cold wash cloth, which was placed on her head. No laboratory diagnostics were
performed. It was reported that the patient was fine before she left the office. The patient recovered on 15-FEB-2008. No product quality complaint was
involved. Upon internal review the seizure was considered to be an other important medical event. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

308598-1

01-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Loss of consciousness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
31-Mar-2008

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
MERCK & CO. INC.

NULL
NULL

2
1

Unknown
Unknown

Intramuscular
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Jan-2008
Vaccine Date

Unknown
Onset Date Days

01-Apr-2008
Status Date

FR
State

WAES0803USA04189
Mfr Report Id

Information has been received from the Health Authority (reference # IMB 039639) concerning a 14 year old female patient with no details of medical history or
concomitant medication reported who on 11-JAN-2008 was vaccinated with a dose of GARDASIL (batch number and site not reported) IM. On an unreported
date, but following the immunisation, the patient experienced one episode of vomiting and peripheral oedema. The patient has not yet recovered at the time of
reporting. Both the reporter and the IMB considered this to be a serious reaction. No more information is available. Other business partners included are:
E2008-02712.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

308600-1

01-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Oedema peripheral, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
31-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Jan-2008
Vaccine Date

22-Feb-2008
Onset Date

24
Days

01-Apr-2008
Status Date

--
State

WAES0803USA03386
Mfr Report Id

Information has been received from a cardiologist concerning a 15 year old female with no reported medical history who on 15-NOV-2007 was vaccinated with
her first dose GARDASIL (lot number, route and site of administration not reported) and tolerated it well. On 29-JAN-2008 she received her second dose of
GARDASIL intramuscularly into the upper arm (lot number not reported). Concomitant suspect therapy included REVAXIS intramuscularly on the same (lot
number and site of administration not reported), and a third dose of ENGERIX-B (lot number, route and site of administration not reported) 29-JAN-2008. Other
concomitant therapy included cortisone. On 29-JAN-2008 the patient experienced a memory disturbance shortly after the vaccination which lasted a short time.
On 22-FEB-2008 the patient developed a rash at the site of injection. On 25-FEB-2008 the patient complained of arthritis with hot a swollen joints. The
symptoms improved with treatment of cortisone. Rheumatism and mononucleosis and sarcoidosis were excluded. On 25-FEB-2008 the patient's serum C-
reactive proteins were increased to 28 mg/dl (normal range is <0, 6 mg/dl). Under treatment with cortisone the patient developed generalised exanthema. At
the time of reporting the symptoms were still ongoing. Arthritis, injection site rash, generalised exanthema, and memory disturbance were considered to be an
other important medical events. This case has been upgraded to serious. Other business partner numbers included E200802351. No further information is
available.

Symptom Text:

cortisoneOther Meds:
Lab Data:
History:
Prex Illness:

serum C-reactive 02/25/08 28 mg/d <0 - 6
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

308616-1

01-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthritis, Injection site rash, Joint swelling, Memory impairment, Rash generalised

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
31-Mar-2008

Received Date

Prex Vax Illns:

HPV4
HEP

DTIPV

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
UNKNOWN MANUFACTURER

NULL
NULL

NULL

1
2

Unknown
Unknown

Unknown

Intramuscular
Intramuscular

Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Feb-2008
Vaccine Date

22-Feb-2008
Onset Date

0
Days

07-Apr-2008
Status Date

PA
State Mfr Report Id

Hives on left arm between wrist and elbow, 1 hive on upper arm and 1 hive on neck within few hours of receiving HPV vaccine (Gardasil).  Treated with
Benadryl PO.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

CostochondritisPrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

308643-1

07-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
31-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1967U 0 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Feb-2008
Vaccine Date

25-Feb-2008
Onset Date

0
Days

07-Apr-2008
Status Date

OR
State Mfr Report Id

Extreme joint pain, sore muscles, headache, stomach ache, fever, throat tightness.Symptom Text:

Levaza 28; Iron; MacrodatinOther Meds:
Lab Data:
History:

NonePrex Illness:

CBC, CMP, CRP, ESR, UA Dip
Penicillin; Recurrent UTI; Anemia - Iron def

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

308648-1

16-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain upper, Arthralgia, Headache, Myalgia, Pyrexia, Throat tightness

 ER VISIT, NOT SERIOUS

Other Vaccine
31-Mar-2008

Received Date

Prex Vax Illns:

TDAP
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

C2863AA
0525U 0

Right arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 7999
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Mar-2008
Vaccine Date

26-Mar-2008
Onset Date

0
Days

07-Apr-2008
Status Date

CA
State Mfr Report Id

"Wheals" at injection site immediately after given, resolved in approximately 3 hours.  Woke 3/27/08 with red lump, 5x6cm mildly indurated red patch - right arm
on 3/27.  Slight itch, no pain + color at 10AM.  RX - Bactrim DSI BID x 7 days, Benadryl 25mg q 6 hours prn.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
Amoxicillin

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

308649-1

07-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Injection site erythema, Injection site induration, Injection site mass, Injection site pruritus, Injection site urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
31-Mar-2008

Received Date

Prex Vax Illns:

VARCEL
HPV4
MNQ
TDAP

MERCK & CO. INC.
MERCK & CO. INC.
SANOFI PASTEUR
SANOFI PASTEUR

1502U
1978U
U2375BA
C2771AA

Right arm
Left arm
Left arm

Right arm

Subcutaneously
Unknown
Unknown
Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Feb-2008
Vaccine Date

04-Feb-2008
Onset Date

0
Days

07-Apr-2008
Status Date

MD
State Mfr Report Id

Patient rearrived in office x 20 minutes after vaccines - no reaction.  Approximately 20-40 minutes later complained of tingling in lips - tongue.  No breathing
difficulty.  Lips became puffy x 24 hours.  Complained of pain in left arm at injection site with 4.5cm raised red area lasting 3-4 days.  Instructed by phone to
administer Benadryl tablet every 4 hours for 24 hours.  Motrin PRN for pain and oral (Topical for swelling at site of injection).

Symptom Text:

PrevacidOther Meds:
Lab Data:
History:

Resolving GI issues/ Healthy O.V.Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

308650-1

07-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site pain, Injection site swelling, Lip swelling, Paraesthesia oral

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
31-Mar-2008

Received Date

Prex Vax Illns:

TD
MNQ
HPV4

SANOFI PASTEUR
SANOFI PASTEUR
MERCK & CO. INC.

U1959AA
U2541AA
1487U

0
0

Right arm
Right arm
Left arm

Intramuscular
Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Mar-2008
Vaccine Date

19-Mar-2008
Onset Date

0
Days

01-Apr-2008
Status Date

AZ
State

WAES0803USA03577
Mfr Report Id

Information has been received from a certified medical assistant concerning a 15 year old female with no medical history and no drug allergies, who on 19-
MAR-2008 was vaccinated IM with a 0.5mL first dose of GARDASIL (Lot# 659180/1758U).  Concomitant therapy included hormonal contraceptives
(unspecified).  On 19-MAR-2008 a few seconds post vaccination the patient fainted and experienced convulsions of her arms and legs that lasted for a few
seconds.  The patient had a blood pressure reading of 60/42 mmHg after she fainted.  The patient remained at the physician's office until she recovered.  The
patient left with her mother.  No laboratory diagnostics were performed.  No product quality complaint was involved.  Upon internal review convulsions were
considered to be an other important medical event.  Additional information has been requested.

Symptom Text:

Hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

Blood pressure 60/42 mmHg
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

308660-1

01-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure decreased, Convulsion, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
31-Mar-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1758U 0 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Jan-2007
Vaccine Date

22-Jan-2007
Onset Date

0
Days

02-Apr-2008
Status Date

RI
State

WAES0702USA02808
Mfr Report Id

Information has been received from the Merck pregnancy registry via a certified medical assistant, concerning a 32 year old female with herniated disc,
sulfonamide allergy and drug hypersensitivity to doxycycline and ZITHROMAX and a history of Papanicolaou smear abnormal who on 14-NOV-2006 was
vaccinated intramuscularly with a 0.5 ml first dose of Gardasil (lot #653938/0954F).  On 22-JAN-2007, the patient was vaccinated with a second dose of
Gardasil (lot #654702/0011U).  There was no concomitant medication.  Subsequently, the patient became pregnant.  Total serum human chorionic
gonadotropin test on 02-FEB-2007 was 606 and on 05-FEB-2007 was 3255.  The patient's last menstrual period was 31-DEC-2006 and the estimated date of
delivery was 06-OCT-2007.  Unspecified medical attention was sought.  There was no adverse experience.  Follow-up information from the certified medical
assistant indicated that the patient has an obstetric history of 5 previous pregnancies, 2 full term deliveries and 2 spontaneous abortions.  An ultrasound was
performed on 15-FEB-2007.  The result of the ultrasound was 6 weeks, 1 day.  Follow up information from the physician indicated that the patient, who also had
a history of Von Willebrand's disease, took prenatal vitamins (unspecified) throughout her pregnancy.  On 28-APR-2007, a maternal serum alpha feto-protein
screen was negative.  From 04-SEP-2007 through 10-SEP-2007, slow release iron, and from 10-SEP-2007 through 15-SEP-2007, "Replura" was prescribed for
anemia.  On 15-SEP-2007, 3 weeks prior to the estimated date of delivery, the patient gave birth to a normal (no abnormalities and no congenital anomalies),
male infant, birth weight 5 lb 15 oz, Apgar score 8/9.  On an unspecified date, however, the infant was diagnosed with necrotizing enterocolitis.  The outcome of
anemia and necrotizing enterocolitis was not specified.  Upon internal review necrotizing enterocolitis was considered to be serious as an other important
medical event. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 12/31/2006); Herniated disc; Sulfonamide allergy; Von Willebrand's disease; Drug hypersensitivityPrex Illness:

ultrasound, 02/15/07, 6 weeks, 1 day; total serum human, 02/02/07, 606; serum alpha-fetoprotein, 04/28/07, screen -; total serum human, 02/05/07, 3255
Papanicolaou smear abnormal

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
32.0

308666-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anaemia, Drug exposure during pregnancy, Necrotising enterocolitis neonatal

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
01-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0011U 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8003
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Feb-2008
Vaccine Date

Unknown
Onset Date Days

02-Apr-2008
Status Date

NY
State

WAES0803USA04427
Mfr Report Id

Information has been received from a physician concerning a 17 year old female patient with a penicillin allergy, who on 20-FEB-2008 ("five weeks ago"), was
vaccinated with the first dose of GARDASIL (lot # not reported).  In March 2008, 3 to 4 weeks after the vaccination, the patient developed a rash.  The rash was
very painful and was confirmed by biopsy as erythema nodosum.  At the time of this report, the patient had not recovered.  The physician felt that erythema
nodosum which was very painful, was considered to be disabling.  Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:

Penicillin allergyPrex Illness:

biopsy, 03/??/08, erythema nodosum

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

308667-1 (S)

02-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema nodosum, Pain, Rash

 PERMANENT DISABILITY, SERIOUS

Other Vaccine
01-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8004
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Feb-2008
Vaccine Date

07-Feb-2008
Onset Date

0
Days

02-Apr-2008
Status Date

NC
State

WAES0803USA01849
Mfr Report Id

Initial and follow-up information has been received from a health professional concerning a 17 year old white female student who on 07-FEB-2008 was
vaccinated IM in the right deltoid with her second dose of GARDASIL (Lot# 659653/1448U).  There were no illnesses at the time of the vaccination.  On 07-
FEB-2008 the patient experienced syncope with questionable seizure activity in the office.  The symptoms lasted less then 30 seconds.  The patient recovered
in the office and was sent to the emergency room for evaluation.  Upon internal review the questionable seizure activity was considered to be an other
important medical event.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

308668-1

02-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
01-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1448U 1 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8005
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Jul-2007

Vaccine Date
06-Jul-2007
Onset Date

1
Days

02-Apr-2008
Status Date

FR
State

WAES0803USA04475
Mfr Report Id

Information has been received from a health authority concerning a 17 year old female patient with a surgical history of adenotomie (1995) and cystoscopy
(1998), who on 05-JUL-2007 was vaccinated intramuscularly with the first dose of Gardasil (Lot# 1339F) (Batch # NF23310).  On 06-JUL-2007 the patient
developed swelling of right knee joint after physical exercise.  An MRI (date not reported) was performed and a synovitis with extensive inflammatory processes
was diagnosed.  A therapy with antiphlogistics and orthopedic treatments were not successful.  Diagnostic laboratory studies performed on 07-SEP-2007
included serology of rheumatoid factor, HLA-B 27 and anti-CCP antibodies were without pathologies.  Anti- nuclear antibodies were 1:160 (normal range <1:8).
On 16-JAN-2008 the patient had a knee joint operation with partial synovectomy and a resection of a particle in patella floating bearing was performed.  On 30-
JAN-2008 an examination during ambulant consultation showed an ongoing swelling of the right knee joint, all other joints were without pathologies.  The
diagnosis of juvenile chronic polyarthritis (oligoarticular) was established.  A treatment of sulfasalazine, cryo- and physical therapy occurred.  At the time of this
report the patient's symptoms were still ongoing.  Synovitis, synovectomy and juvenile chronic polyarthritis were considered to be other important medical
events.  Other business partner numbers include: PEI2008002374 and E200802606.  No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Prex Illness:

magnetic resonance imaging, 06?Jul07, synovitis with extensive inflammatory process; serum ANA, 07Sep07, 1:160, <1:8; serum cyclic citrulline peptide IgG
Ab, 07Sep07, without pathologies; serum rheumatoid factor, 07Sep07, without pathologie
Adenoidectomy; Cystoscopy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

308669-1

02-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Inflammation, Joint swelling, Juvenile arthritis, Knee operation, Synovectomy, Synovitis

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
01-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1339F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8006
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Dec-2007
Vaccine Date

01-Jan-2008
Onset Date

25
Days

07-Apr-2008
Status Date

PA
State Mfr Report Id

Plantar warts after one month of injection.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

308676-1

07-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Skin papilloma

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
01-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8007
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Mar-2008
Vaccine Date

25-Mar-2008
Onset Date

1
Days

07-Apr-2008
Status Date

DE
State Mfr Report Id

Redness, swollen.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

308688-1

07-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
01-Apr-2008

Received Date

Prex Vax Illns:

VARCEL
HPV4
HEPA

MERCK & CO. INC.
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

1781U
1487U
AHAVB253AA

1
0
1

Left arm
Right arm
Right arm

Subcutaneously
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 8008
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Mar-2008
Vaccine Date

25-Mar-2008
Onset Date

1
Days

07-Apr-2008
Status Date

VA
State Mfr Report Id

Patient received vaccine 3/24/08 - felt "funny" on 3/25/08.  Stated she was nervous and anxious.  Seen on 3/28/08 with diarrhea which started 3/27/08 in the
evening - had nausea - no vomiting, temperature not checked.  Afebrile at visit with stable vital signs - P82 - R16 - B/P - 130/80 - urine indicates some
dehydration - and positive hematoria - SG - 1.030, kit +.  Treated clear liquid then Zyrte 10mg x 1.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

CBC, CMP, Urine UA and C&S
Allergy - PCN

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

308690-1

07-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anxiety, Dehydration, Diarrhoea, Haematuria, Nausea, Nervousness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
01-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1740U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8009
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Mar-2008
Vaccine Date

27-Mar-2008
Onset Date

0
Days

07-Apr-2008
Status Date

MO
State Mfr Report Id

Pt was given Gardasil injection. About 5 min after getting vac, pt got light headed and passed out, falling to the floor. Pt lost consciousness for less than 30
seconds. Pt's BP after the fainting spell was 92/50. Pt was given water and crackers and was moved to recliner located in office. 15 minutes after event, pt's BP
had returned to normal 100/64. Lot # 1487U, exp 05AUG10. This was the pt's second Gardasil. Pt had no problems with 1st. Pt reports that she had not ate
anything yet when Gardasil given at 10:00 a.m.

Symptom Text:

Pt was taking Multivitamins and SeasoniqueOther Meds:
Lab Data:
History:
Prex Illness:

No testing done.
Pt is allergic to PCN.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

308691-1

07-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure decreased, Dizziness, Fall, Loss of consciousness, No reaction on previous exposure to drug

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
01-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1487U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8010
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Aug-2007
Vaccine Date

Unknown
Onset Date Days

02-Apr-2008
Status Date

FR
State

WAES0803USA04927
Mfr Report Id

Information has been received from a physician concerning a 15 year old female who on 10-JUL-2007 was vaccinated with her first dose of GARDASIL (Lot
#655101/0513F;Batch #NE35170) (route and site of administration not reported) and it was well tolerated. On 28-AUG-2007 she was vaccinated with her
second dose of GARDASIL (Lot #655671/1024F;Batch #NE51790) in the left upper arm (route not reported). On an unspecified date beginning in 2007, cervix
cell alteration Papanicolaou III D was diagnosed and the patient underwent laser surgery on 12-FEB-2008. She recovered within an unspecified time on an
unspecified date. The event was considered a vaccination failure by the reporter ("Human Papilloma Virus (HPV) infection despite vaccination"). On 26-FEB-
2008 she was vaccinated with her third dose of GARDASIL (route not reported) and it was well tolerated. This case is closed. The reporter considered
vaccination failure, HPV infection and papanicolaou smear abnormal, class III D to be other important medical events. Other business partner numbers include
E200802530. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Pap test ??Jan07 Comment: cervix cell alteration-PAP III D diagnosed
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

308716-1

02-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Cervical dysplasia, Cervical laser therapy, Papilloma viral infection, Vaccination failure

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
01-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0513F 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8011
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Mar-2008
Vaccine Date

01-Apr-2008
Onset Date

1
Days

07-Apr-2008
Status Date

CA
State Mfr Report Id

65mm x 65mm erythema area around left deltoid.  Painful to touch.  Occurred today, 4-1-08.  Mother applied cold compresses.  Informed mom to continue with
compresses and give Tylenol for pain.  Return to clinic if worsens.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

308718-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Hyperaesthesia, Pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
01-Apr-2008

Received Date

Prex Vax Illns:

VARCEL
TDAP
HPV4
MNQ

MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.
SANOFI PASTEUR

1793U
C2864AA
1758U
U2537AA

2
0
0
0

Right arm
Left arm
Left arm

Right arm

Subcutaneously
Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 8012
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Mar-2008
Vaccine Date

28-Mar-2008
Onset Date

0
Days

07-Apr-2008
Status Date

PA
State Mfr Report Id

Syncopal episode x 2, red hand/forearm same side as injection.  Seen in ER, diagnosed varovagal reaction, no evidence allergic reaction.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

308720-1

07-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Syncope, Syncope vasovagal

 ER VISIT, NOT SERIOUS

Other Vaccine
01-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0927U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8013
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Mar-2008
Vaccine Date

Unknown
Onset Date Days

07-Apr-2008
Status Date

MI
State Mfr Report Id

Varicella from rash diffusely on trunk and face #30.  Sudden onset as seen 1 day prior and no symptoms.  Had received Varivax on 3/6/08.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

308722-1

07-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash, Rash vesicular

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
01-Apr-2008

Received Date

Prex Vax Illns:

VARCEL
HPV4
HEP
MNQ
TDAP

MERCK & CO. INC.
MERCK & CO. INC.
MERCK & CO. INC.
SANOFI PASTEUR
SANOFI PASTEUR

1507U
1446U
1097R
U2484AA
C2844AA

0 Left leg
Left arm
Left arm
Right leg
Right leg

Subcutaneously
Intramuscular
Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 8014
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Mar-2008
Vaccine Date

20-Mar-2008
Onset Date

0
Days

07-Apr-2008
Status Date

NE
State Mfr Report Id

Vertigo within 5 min of inj subsided in 15 min. Feeling not quite right all afternoon. 1:00 am fever - 2 Motrin given. 2:30 am too to ER, T 102, N&V. Blood work
up and CXR - WNL. Fever ended by evening. Normal activity.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

N/APrex Illness:

None noted

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

308723-1

07-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Feeling abnormal, Nausea, Pyrexia, Vertigo, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
01-Apr-2008

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
UNKNOWN MANUFACTURER

NULL
NULL

2
1

Right arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 8015
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Mar-2008
Vaccine Date

27-Mar-2008
Onset Date

0
Days

07-Apr-2008
Status Date

MA
State Mfr Report Id

ten minutes after received vaccines. pt felt dizziness, diaphoric and extremely cold. BP 64/40, pulse 55. Pt felt better after OJ given. Pt has vagus reaction. At
4:30 pm, BP 88/59 p 60. Pt is feeling better. A&Ox3. D/C pt home.

Symptom Text:

PPDOther Meds:
Lab Data:
History:
Prex Illness:

finger stick for sugar, 104.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

308757-1

07-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure decreased, Dizziness, Feeling cold, Heart rate decreased, Hyperhidrosis, Syncope vasovagal

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
02-Apr-2008

Received Date

Prex Vax Illns:

TDAP

HPV4

GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

AC52B0

1266U

0

0

Left arm

Right arm

Unknown

Unknown



10 JUN 2008 06:27Report run on: Page 8016
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Mar-2008
Vaccine Date

27-Mar-2008
Onset Date

0
Days

04-Apr-2008
Status Date

IN
State Mfr Report Id

Mother called the next day 3-28-08, stating that after daughter received the HPV vaccine that she was up all night throwing up.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

308763-1

05-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
02-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0928U 2 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8017
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Mar-2008
Vaccine Date

02-Apr-2008
Onset Date

13
Days

07-Apr-2008
Status Date

MA
State Mfr Report Id

with both 1st and 2nd injection pt experienced muscle stiffness, Back pain that limited ROM and throbbing pain at inj site that lasted 2-3 weeks. Initial tx was to
treat with KEFLEX x10days and had 10 days doses for injection site infection. The very same sx's occurred with 2nd injection. Pt given KEFLEX x10days,
MOTRIN, told to take BENADRYL

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

ordered ANA, CBC with diff-ESR-Rheumatoid factor on 4-2-08

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

308798-1

07-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Back pain, Injection site infection, Injection site pain, Joint range of motion decreased, Musculoskeletal stiffness, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
02-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0052X 1 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 8018
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Jan-2008
Vaccine Date

04-Jan-2008
Onset Date

0
Days

04-Apr-2008
Status Date

FR
State

WAES0802USA06416
Mfr Report Id

Information has been received from a physician concerning a 16 year old female with a history of adenoidectomy, tonsillectomy and immunization (up to date)
who on 04-JAN-2008 was vaccinated SC into the left arm with a first dose of Gardasil (Lot# 0311U; Batch#NG14100). On 02-FEB-2008 the patient experienced
myalgia in the arms, with a slight decrease in muscular strength. The physician also noticed the presence of a nodule at the site of injection. Work-up was
performed and the results were completely normal. Follow-up information from the physician indicated that on 02-FEB-2008, the patient experienced muscle
pain and decrease in muscular strength that was considered moderate and not serious. The patient first experienced the troublesome myalgia in the biceps of
the left arm and pain was subsequently felt in the right arm, with a decrease in muscular strength without a clear motor deficit. Complete blood and platelet
counts were normal, with no leukocytosis. No inflammation was found and sedimentation rate was 5 mm in the first hour; CRP was less than 5. The level of
muscular enzymes was normal, as well as creatine kinase and transaminases. As of 29-FEB-2008, muscular discomfort of lower limbs persisted in an alternate
manner and also in one of the hips. The patient received unspecified symptomatic treatment. On 25-MAR-2008, it was reported that the patient had been
hospitalized from 02-MAR-2008 to 08-MAR-2008 due to muscle pain in the left upper limb, significant asthenia and an episode of malaise (previously reported
that patient was not hospitalized and there were no serious criteria). The patient was reported to have fallen from her height while she was walking in her
bedroom, with tremor but without loss of consciousness; described by the patient's parent as a fit of spasmophilia. The fit lasted a few seconds and
subsequently the patient was very tired, thus inducing hospitalization. On arrival, her general condition was more or less maintained and hemodynamic
constants were steady. Neurological examination

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Prex Illness:

physical examination ??Feb08 normal Comment: "work-up performed"; neurological examination ??Mar08 Comment: "very slight nystagmus on the left side,
very intermittent and changing"; tilt test ??Mar08 positive; neurological examination ??Mar
Adenoidectomy; Tonsillectomy; Immunisation

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

308817-1 (S)

07-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Chest pain, Ear discomfort, Fall, Fatigue, Hyperhidrosis, Hypotension, Injection site nodule, Malaise, Muscle spasms, Muscular weakness, Myalgia,
Nystagmus, Pain, Tremor

 HOSPITALIZED, SERIOUS

Other Vaccine
03-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0311U 0 Left arm Subcutaneously



10 JUN 2008 06:27Report run on: Page 8019
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Nov-2006
Vaccine Date

Unknown
Onset Date Days

07-Apr-2008
Status Date

NJ
State Mfr Report Id

Developed tingling/numbness of hands/feet-peripheral neuropathy - dx by Dr neurology group; Dr at university.  Saw also Dr at clinic.  Received VitBiz; IV
methylprednisone. 4/10/08-office records received- 3/7/07-C/O numbness and tingling hands/feet.  Now C/O discoloration of toes. 6/8/07-peripheral
neuropathy.  8/13/07-received serial doses of solu medrol. for idosyncratic reaction to gardasil per rheumatologist. 10/7/88-now on INH for positive PPD. C/O
chest pain rapid heart beat. Did not complete the course of INH. 4/14/08-complete medical records received-DX: Small fiber sensory neuropathy, mild. Pain.
history of human papilloma virus positivity. tachycardia felt to be paroxysmal supraventricular tachycardia in the setting of treatment with Solu-Medrol. Three
months after received frist HPV vaccine C/O tingling, pins and needles sensations in fingertips  or right hand. Over next few months progressed to left and and
toes of both feet. Some difficulties with balance. 1/8/08-C/O right hand feels entirely numb after an episode of pain and burning in wrist area. Burning, throbbing
and tingling in left hand. Numbness in both feet. Lost balance, unsteady on feet. Orthostatic light-headedness.

Symptom Text:

Adderall XR 60mg daily; Strattera 40mg dailyOther Meds:
Lab Data:

History:

NonePrex Illness:

EMG; lumbar puncture; bloodwork 4/10/08-records received-Spinal tap negative. Positive PPD. CXR negative. MRI negative. EMG negative. 5/2/07-MRI brain
negative. Blood work negative. 4/14/08-records received-EMG 3/07 peripheral neuropathy.
Attention deficit disorder, HPV+, venous angioma 4/10/08-records received-PMH ADHD. 4/14/08-records received-PMH: migraine headaches, HPV of cervix.
ADHD, Positive PPD with negative chest x-ray 7/07.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

308818-1

16-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Balance disorder, CSF test normal, Chest pain, Dizziness, Electromyogram abnormal, Gait disturbance, Haemangioma, Heart rate increased, Human
papilloma virus test positive, Hypoaesthesia, Idiosyncratic drug reaction, Neuropathy peripheral, Pain in extremity, Paraesthesia, Skin discolouration,
Somatosensory evoked potentials, Supraventricular tachycardia, Tuberculin test positive

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
03-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0955F 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8020
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
01-Feb-2008
Onset Date Days

04-Apr-2008
Status Date

--
State

WAES0803USA04326
Mfr Report Id

Information has been received from a consumer concerning her 18 year old daughter with no medical history and no drug allergies, who, on an unspecified
date, was vaccinated with a third dose of GARDASIL. Concomitant therapy included hormonal contraceptives (unspecified). The patient had a miscarriage "a
month and a half ago" in approximately February 2008. The patient sought unspecified medical attention. No laboratory diagnostics were performed. At the
time of the report, the outcome of the patient was unknown. Upon internal review miscarriage was considered to be an other important medical event.
Additional information is not available.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = Unknown)Prex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

308819-1

07-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
03-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Jul-2007

Vaccine Date
01-Aug-2007
Onset Date

2
Days

04-Apr-2008
Status Date

CO
State

WAES0803USA03690
Mfr Report Id

Information has been received from a physician concerning a 21 year old female with no pertinent medical history or drug reactions/allergies who on 30-JUL-
2007 was vaccinated with GARDASIL (lot # 655849/0263U). There was no concomitant medication. The physician reported that the patient developed adverse
reactions following vaccination with GARDASIL that started 2 to 3 weeks after the first vaccination. In August 2007, the patient developed body aches, general
malaise, vomiting, weakness, bladder infection and arthralgias. The patient had no energy and was so weak that they could not get out of bed. The patient was
examined at the clinic and unspecified tests were performed and the results were all negative. The symptoms persisted through the second dose of GARDASIL
(lot# 657736/0389U) given on 27-SEP-2007. The patient was symptom free 4 weeks to 2 months prior to receiving the third dose of GARDASIL on 20-MAR-
2008. The symptoms of malaise and weakness are returning after the third dose of GARDASIL. At the time of reporting the patient had not recovered from
malaise and weakness. There was no other information to report. The reporter felt that the events were disabling. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory - unspecified tests and results were negative
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

308833-1 (S)

07-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Asthenia, Cystitis, Malaise, Pain, Vaccine positive rechallenge, Vomiting

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Other Vaccine
03-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0263U 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Mar-2008
Vaccine Date

25-Mar-2008
Onset Date

0
Days

04-Apr-2008
Status Date

FL
State

WAES0803USA04303
Mfr Report Id

Information has been received from a physician concerning a 15 year old female who on 25-MAR-2008 was vaccinated with a third dose of Gardasil (lot #
659182/1757U) IM. There was no concomitant medication. On 25-MAR-2008 the patient experienced a seizure and fainted 15 seconds after receiving the third
dose of Gardasil. The patient recovered immediately. The patient was evaluated in the emergency room, but unspecified if she was admitted to the hospital. It
was noted that the patient had an unspecified blood test. No other information was available. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory - unspecified blood test
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

308834-1

07-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
03-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1757U 2 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Apr-2008
Vaccine Date

03-Apr-2008
Onset Date

0
Days

04-Apr-2008
Status Date

CA
State Mfr Report Id

Teen suffered Loss of Consciousness that occurred less than ten minutes after vaccination, while teen was talking with front office staff.  She fell and was
unconscious on floor for less than one minute.  Afterwards she regained consciousness, walked to exam room and recovered fully.

Symptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

none
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

308860-1

05-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Loss of consciousness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
03-Apr-2008

Received Date

Prex Vax Illns:

HPV4HPV4 MERCK & CO. INC. 0930U 1 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Mar-2008
Vaccine Date

17-Mar-2008
Onset Date

0
Days

04-Apr-2008
Status Date

MA
State Mfr Report Id

vaccine administered to 17 yo female w/o parent consent.  on day vaccine was given, pt had vaginal staph/fungal infection.  pt also diagnosed with lupus in
2005. after vaccine given, pt had a severe flare of joints, muscles etc (approx 3 - 4 hrs). pt pedi rheumatologist called about events that happened. pt was given
mediation for infection and was monitored at home for 3 days due to painfull joints and muscles. pt was presently on bactrim DS, methotrexate, and plaquenil.

Symptom Text:

methotrexate, plaquenil, folic acid, bactrim dsOther Meds:
Lab Data:
History:

lupus since 2005 and vaginal staph and fungal infectionPrex Illness:

lupus - mixed tissue disease affects both lungs, kideny's and joints

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

308861-1

04-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Condition aggravated, Myalgia, Vaginal candidiasis, Vaginal infection

 ER VISIT, NOT SERIOUS

Other Vaccine
03-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 000-00-000 0 Right arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Jul-2007

Vaccine Date
12-Mar-2008
Onset Date

230
Days

04-Apr-2008
Status Date

FR
State

WAES0804USA00529
Mfr Report Id

Information has been received from a gynaecologist and a health authority (PEI2008002870) concerning a 14 year old female, who on 26-JUL-2007 was
vaccinated with a first dose of Gardasil (Lot# 1341F; Batch# NF12410). On 20-OCT-2007 the patient was vaccinated with a second dose of Gardasil (Lot#
1537F; Batch # NF37110). The first two doses were well tolerated. On 26-FEB-2008 the patient was vaccinated IM in the left upper arm with a third dose of
Gardasil (Lot# 0466U; Batch# NG34890). Two weeks later the patient was at school, she "collapsed" for 1 to 2 minutes, had eyes rolling, fell down and had a
tongue bite. The reporter was not sure whether this was an epileptic fit as the patient recovered quickly and was not hospitalized after the event. An
electroencephalography (EEG) was performed on 13-MAR-2008 and showed epilepsy typical potentials so that retrospectively the event was considered as
serious. The reporter considered the epileptic fit to be an other important medical event. Other business partner numbers included: E2008-02472. Additional
information is not available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

electroencephalography 13Mar08 epilepsy typical potentials
No reaction on previous exposure to vaccine

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

308870-1

07-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Epilepsy, Fall, Gaze palsy, Syncope, Tongue biting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
03-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0466U 2 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Jan-2008
Vaccine Date

18-Jan-2008
Onset Date

7
Days

04-Apr-2008
Status Date

FR
State

WAES0804USA00530
Mfr Report Id

Information has been received from a general practitioner concerning a 14 year old female, who on 11-JAN-2008 was vaccinated IM in the upper arm with a
third dose of GARDASIL (Lot# 0352U; Batch# NG00320). On 18-JAN-2008 the patient experienced idiopathic peripheral facial paresis. The patient was
admitted to a children's hospital from 19-JAN-2008. Routine blood tests in serum including CRP and CSF values were within normal range. No information
regarding infectious serology. The diagnosis was "idiopathic peripheral facial paresis right." The patient was treated with CORNEREGEL on her right eye and
was discharged the next day. The outcome of the patient was reported as "recovered." The overall duration of the symptoms was not reported. The first dose of
GARDASIL (Lot# 1341F; Batch# NF12410) administered on 20-APR-2007 was well tolerated. After the second dose of GARDASIL (Lot# 655101/0513F;
Batch# NE35170) administered on 15-JUN-2007 the patient experienced malaise and fever. Other business partner numbers included: E2008-02603.
Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory test 19Jan08: blood test in serum CRP and CSF within normal range
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

308871-1 (S)

07-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Facial paresis, Malaise, No reaction on previous exposure to drug, Pyrexia

 HOSPITALIZED, SERIOUS

Other Vaccine
03-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0352U 2 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Aug-2007
Vaccine Date

16-Oct-2007
Onset Date

50
Days

04-Apr-2008
Status Date

FR
State

WAES0804USA00532
Mfr Report Id

Information has been received from a health authority concerning a 17 year old female patient who on 27-AUG-2007 was vaccinated intramuscularly with the
first dose of Gardasil (Lot # 1537F; Batch# NP37110). On 16-OCT-2007 and on 18-OCT-2007 the patient experienced rhythmic myoclonias lasting for about
three hours. The patient was successfully treated with RIVOTRIL. The patient was hospitalized for check up on 18-OCT-2007. Electroencephalography and
sleep deprivation electroencephalography were without pathologies. Subsequently, the patient recovered. It was reported that the patient received the second
(and probably also the third) dose of Gardasil, no adverse effect was observed. The patient had well tolerated previous vaccinations in infancy and childhood.
Other business partner numbers include: E200802619 and PEI2008002767. Additional information is not expected. This case is closed.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

electroencephalography ??Oct07 Comment: without pathologies; sleep study ??Oct07 Comment: without pathologies
Immunisation

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

308872-1 (S)

05-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Myoclonus

 HOSPITALIZED, SERIOUS

Other Vaccine
03-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1537F 0 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Apr-2008
Vaccine Date

02-Apr-2008
Onset Date

1
Days

08-Apr-2008
Status Date

MD
State Mfr Report Id

Urticaria occurring 24 hours after vaccine administration.  Treated with Benadryl.Symptom Text:

Depo-ProveraOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

308878-1

08-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
03-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1758U Right arm Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Jan-2008
Vaccine Date

14-Feb-2008
Onset Date

23
Days

07-Apr-2008
Status Date

PA
State

WAES0803USA03514
Mfr Report Id

Initial and follow-up information has been received from a physician concerning a 20 year old female student with allergies to amoxicillin, nickel, silver, and
gold, who, on 22-JAN-2008 was vaccinated in the left deltoid with her first dose of Gardasil (lot# 659657/1487U). There were no illnesses at the time of the
vaccination. Subsequently the patient experienced neurological symptoms and numbness down her arm 2 weeks after receiving the vaccine. On 14-FEB-2008
the patient experienced a sudden onset of decreased vision in her right eye that persisted. The patient was referred to a neurologist. An magnetic resonance
imaging (MRI) was performed and was consistent with demyelinating disease. A lumbar puncture was performed and was consistent with inflammation. A
computed axial tomography scan (CT) showed white spots on her brain, indicative of an autoimmune reaction. The patient was diagnosed with acute central
nervous system demyelinating type inflammatory disease, three weeks after her first dose of Gardasil (Lot# 659657/1487U). At the time of the report, the
patient had not recovered. The physician considered the acute central nervous system demyelinating type inflammatory disease, and decreased vision in the
right eye to be disabling. This is one of two reports from the same source. Additional information is not expected.   4/28/2008 Neuro eval of 4/21/2008 received.
Pt reports onset of decreased vision in the R eye which worsened over the following few days. Some pain reported when looking to extreme right or left. Seen
for ophth consult 3/25/08 with DX: Acute viral keratoconjunctivitis. Seen in F/U by Neuro 4/2/08 with c/o tingling in the R upper and lower extremities and gait
disturbance affecting the R lower extremity. Improvement noted with medrol dose pack.  DX:  Demyelinating disease NOS, either due to recent Gardasil vax or
MS

Symptom Text:

MOBIC, 15 mgOther Meds:
Lab Data:

History:
Penicillin allergy; Nickel sensitivity; HypersensitivityPrex Illness:

computed axial 02/08/08 - white spots on brain; magnetic resonance 02/08/08 - brain-consistent with demyelinating disease; spinal tap 02/08/08 - consistent
with inflammation; diagnostic laboratory 02/08/08. Labs and Diagnostics: Brain MRI
PMH:  migraine headaches.  MVA 9/30/07. dysmenorrhea, kidney stone 12/2007.  Allergy to Amoxicillin.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

308886-1 (S)

05-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Autoimmune disorder, Demyelination, Eye pain, Gait disturbance, Hypoaesthesia, Inflammation, Keratitis, Neurological symptom, Paraesthesia, Visual acuity
reduced

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Other Vaccine
04-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1487U 0 Left arm Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Dec-2007
Vaccine Date

18-Dec-2007
Onset Date

0
Days

07-Apr-2008
Status Date

WI
State

WAES0803USA04374
Mfr Report Id

Information has been received for the Merck Pregnancy Registry for GARDASIL from a 22 year old female consumer with no pertinent medical history or drug
reactions/allergies who on 18-DEC-2007 was vaccinated with a first dose of GARDASIL injection. Concomitant therapy included diphtheria toxoid (+) pertussis
acellular vaccine (unspecified) (+) tetanus toxoid. The consumer reported that she received the first dose of GARDASIL while she was pregnant. The
consumers LMP was 13-NOV-2007. The caller was admitted to the hospital overnight for 1 day for the flu. Medical attention was sought. There was no side
effects reported as a result of her getting the dose of GARDASIL. On an unspecified date the patient had a diagnostic laboratory test and an ultrasound
performed. Results were not given. The estimated date of delivery is 19-AUG-2008. No additional information was given. Additional information has been
requested.

Symptom Text:

Other Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 11/13/2007)Prex Illness:

diagnostic laboratory; ultrasound

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

308887-1 (S)

07-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Influenza

 ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, SERIOUS

Other Vaccine
04-Apr-2008

Received Date

Prex Vax Illns:

TDAP
HPV4

UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL 0

Unknown
Unknown

Unknown
Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Nov-2007
Vaccine Date

31-Jan-2008
Onset Date

62
Days

07-Apr-2008
Status Date

FR
State

WAES0803USA04706
Mfr Report Id

Information has been received from a physician concerning a 20 year old female who on 30-NOV-2007 was vaccinated with her first dose of GARDASIL (Lot
#1358F; Batch #NG01510) in the right arm.  It is noteworthy that the patient had not experienced any adverse effects after receiving the first dose of
GARDASIL in the right arm.  On 29-JAN-2008 the patient was vaccinated with her second dose of GARDASIL (Lot #0484U; Batch #NG29160) intramuscularly
in the left arm.  Concomitant therapy included drospirenone (+) ethinyl estradiol (JASMINELLE).  On 31-JAN-2008, 48 hours after her vaccination, the patient
experienced discreet erythema at the site of the injection and functional impairment of the whole arm associated with myalgia and paraesthesia.  An ultrasound
and an electromyogram (on an unspecified date) of the upper left arm did not reveal anything.  The patient fully recovered 6 days later.  Follow up information
was received on 19-MAR-2008 through the pharmocovigilance form from the physician.  This case was upgraded to serious (events considered serious by the
reporter).  Concomitant therapy of drospirenone (+) ethinyl estradiol (JASMINELLE) was considered not suspect by the reporter.  Complete functional
impairment of the left upper arm limb was associated with paresis and paraesthesia of the same arm.  The three adverse events resolved on 07-FEB-2008.
Functional impairment was reported a severe, paresis and paresthesia were reported as moderate.  Laboratory diagnostic test on an unspecified date were as
follows: an electromyogram of the left upper limb did not reveal anything, an ultrasound of the soft tissues of the left upper deltoid did not find any visible
anomalies in the deltoid area, no haematomas and no subcutaneous anomalies were found, a neurological exam was normal, there were no sensory or motor
deficits, and tendon reflexes were normal.  Myositosis was suggested by the reporter as a possible diagnosis, however creatine kinase was not tested.  The
patient received corrective treatment with Ibuprofe

Symptom Text:

JASMINE (DROSPIRENONE (+) ETHINYL ESTRAD unk - unkOther Meds:
Lab Data:

History:
Prex Illness:

Neurological examination normal - no sensory or motor deficit; diagnostic laboratory test tendon reflexes normal; electromyography normal; ultrasound soft
tissue of left deltoid area - no haematoma or subcutaneous anomalies.
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

308888-1

07-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injected limb mobility decreased, Injection site erythema, Myalgia, Myositis, No reaction on previous exposure to drug, Paraesthesia, Paresis

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
04-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1358F 1 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Oct-2007
Vaccine Date

Unknown
Onset Date Days

07-Apr-2008
Status Date

FR
State

WAES0803USA04715
Mfr Report Id

Information has been received from a Health Authority Agency (Mfr. #PRI2008002778) concerning a 15 year old female with hypothyroidism who on 22-OCT-
2007 was vaccinated with her third dose of Gardasil (lot number, route and site of administration not reported).  Previous vaccinations on unspecified dates with
Gardasil were tolerated well.  Concomitant therapy included MICROGYNON (hormonal contraceptive).  According to the patient's parent's (not medically
confirmed) around the end of October 2007/beginning of November 2007 (exact date not specified) the daughter experienced a headache and in the course
loss of strength, ambition, and concentration and was extremely tired.  Her symptoms worsened in the following weeks.  On 16-JAN-2008 the patient came
home from school with a severe headache, dizziness, balance difficulties and speech disorder ("washy speech").  An electroencephalography (EEG) was
carried out and showed no pathological findings.  A cranial magnetic resonance imaging (MRI) showed cerebellar lesions on both sides.  She was admitted to
the hospital on 22-JAN-2008.  Laboratory diagnostics were as follows: on 23-JAN-2008 cerebral spinal fluid (CSF) cells were 15/3, positive oligoclonal bands,
IgG index was 0.93, and herpes simplex virus (HSV), Epstein Barr virus (EBV), Cytomegalovirus (CMV), tick borne virus, Borrelia and Treponema pallidum
were negative.  Same germs, additionally, Influenza A/B, human immunodeficiency virus (HIV), Treponema pallidum hemagglutination (TPHA), adeno virus,
and mumps were all negative in blood serology.  Autoimmunoserology was also negative.  A diagnosis of cerebellitis was established, "most likely
parainfectious".  Differential diagnosis of acute disseminating encephalomyelitis (ADEM) was taken into consideration.  In the epicrisis of the hospital report a
common cold with headache about 3 weeks before admission was described.  A causal relationship to the vaccine was not discussed.  Treatment was carried
out with prednisolone, pantoprazol and ZOFRAN.  Symptoms improved

Symptom Text:

MICROGYNON, Unk - UnkOther Meds:
Lab Data:

History:
HypothyroidismPrex Illness:

electroencephalography ??Jan08 Comment: no pathological findings; magnetic resonance imaging ??Jan08 Comment: cranial - cerebellar lesions on both
sides; diagnostic laboratory test 23Jan08 Comment: Epstein Barr - negative; diagnostic labora

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

308889-1 (S)

07-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Apathy, Asthenia, Balance disorder, Central nervous system lesion, Disturbance in attention, Dizziness, Dysphagia, Encephalitis, Fatigue, Headache,
Nasopharyngitis, No reaction on previous exposure to drug, Speech disorder, Tremor

 HOSPITALIZED, SERIOUS

Other Vaccine
04-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Jan-2008
Vaccine Date

24-Mar-2008
Onset Date

61
Days

07-Apr-2008
Status Date

FR
State

WAES0803USA04717
Mfr Report Id

Information has been received from a gynaecologist concerning a 17 year old female with no relevant medical history who on 23-JAN-2008 was vaccinated with
a first dose of Gardasil (batch number, route and site was not reported). On 24-MAR-2008 i.e. 2 months after vaccination the patient developed haemorrhagic
ovarian cyst and was hospitalized for 2 days. The patient was discharged without any specific measure. Subsequently, the patient recovered from
haemorrhagic ovarian cyst a few days later and returned to school. No further information was available. Other business partners included are: E2008-02856.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

308890-1 (S)

07-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Haemorrhagic ovarian cyst

 HOSPITALIZED, SERIOUS

Other Vaccine
04-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Aug-2007
Vaccine Date

19-Oct-2007
Onset Date

60
Days

07-Apr-2008
Status Date

FR
State

WAES0804USA00348
Mfr Report Id

Information has been received from a health authority (PEI2008002303) concerning a 24 year old female, who on 20-AUG-2007 was vaccinated with a first
dose of GARDASIL (Lot# 1536F; Batch# NF35190).  The first dose was well tolerated.  On 10-OCT-2007 the patient was vaccinated with a second dose of
GARDASIL (Lot# 0251U; Batch# NF56480).  The route and injection site were not reported.  On 19-OCT-2007 the patient developed "suspicion of multiple
sclerosis."  No symptoms were described.  It was mentioned that a cranial MRI and CT scan of the cervical and thoracical spine were performed, but the results
were not reported.  The patient was not hospitalized.  At the time of the report, the patient had not recovered.  The health authority considered the "multiple
sclerosis like syndrome" to be an other important medical event.  Other business partner numbers included: E200802614.  Additional information is not
expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Magnetic resonance imaging cranial MRI - results not reported; Computed axial tomography cervical and thoracical - results were not reported.
No reaction on previous exposure to vaccine.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

308891-1

07-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Multiple sclerosis

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
04-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1536F 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Feb-2008
Vaccine Date

20-Feb-2008
Onset Date

13
Days

07-Apr-2008
Status Date

FR
State

WAES0804USA00349
Mfr Report Id

Information has been received from a general practitioner concerning an 18 year old female with a history of relapsing upper respiratory tract infection since 2
years old, who on 07-FEB-2008 was vaccinated SC in the left upper arm with a third dose of Gardasil (Lot# 0352U; Batch# NG00320).  Concomitant therapy
included hormonal contraceptives (unspecified) "for systemic use."  On 20-FEB-2008 the patient experienced retrobulbar neuritis.  On 23-FEB-2008 the patient
was diagnosed with multiple sclerosis.  On 28-FEB-2008 the patient developed herpes zoster from which she recovered on an unknown date.  The patient was
hospitalized on an unknown date and was treated with cortisone.  The duration and outcome of multiple sclerosis with retrobulbar neuritis were unknown.  It
was reported that the previous two vaccinations with Gardasil on 04-MAY-2007 (Lot# 1340F; Batch#NF14740) and on 10-AUG-2007 (Lot# 1475F; NF37120),
administered SC into the left upper arm were well tolerated.  The general practitioner considered the multiple sclerosis with retrobulbar neuritis, and herpes
zoster to be other important medical events.  Other business partner numbers included: E2008-02646.  Additional information is not expected.

Symptom Text:

hormonal contraceptive (unspecified), Unk - UnkOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
No reaction on previous exposure to vaccine; Upper respiratory tract infection

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

308892-1 (S)

07-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Herpes zoster, Incorrect route of drug administration, Multiple sclerosis, Optic neuritis retrobulbar

 HOSPITALIZED, SERIOUS

Other Vaccine
04-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0352U 2 Left arm Subcutaneously



10 JUN 2008 06:27Report run on: Page 8036
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Nov-2007
Vaccine Date

01-Jan-2008
Onset Date

35
Days

07-Apr-2008
Status Date

FR
State

WAES0804USA00535
Mfr Report Id

Information has been received from a health authority concerning a 16 year old female who on 27-NOV-2007 was vaccinated IM with a first dose of GARDASIL.
On 01-JAN-2008 the patient experienced encephalopathy with myoclonus opsoclonus syndrome. It was reported that the clinical picture was described as
encephalopathy with myoclonus, opsoclonus, ataxia and organic brain syndrome. The patient was hospitalized. A cerebrospinal fluid examination showed
pleocytosis, oligoclonal bands positive. At the time of this report, the patient has no recovered. Encephalopathy and myoclonus opsoclonus were considered to
be immediately life-threatening. Other business partner numbers include: E200802621 and PEI2008002769. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

cerebrospinal fluid culture 01Jan08 Comment: pleocytosis, oligoclonal bands positive
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

308895-1 (S)

07-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Ataxia, Encephalopathy, Mental disorder due to a general medical condition, Myoclonus, Pleocytosis

 HOSPITALIZED, LIFE THREATENING, SERIOUS

Other Vaccine
04-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8037
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Apr-2008
Vaccine Date

04-Apr-2008
Onset Date

0
Days

04-Apr-2008
Status Date

GA
State Mfr Report Id

c/o nausea and lightheadedness after injection given. Was fine after about 20 minutes.Symptom Text:

YasminOther Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

308901-1

05-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
04-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1978U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8038
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Mar-2008
Vaccine Date

06-Mar-2008
Onset Date

2
Days

08-Apr-2008
Status Date

VA
State Mfr Report Id

2x1 cm area of erythema and dimpling of skin noted on R arm at site of vaccine injection.  Local skin atrophy.  This appeared 2-3 day of vaccines were given,
no pain, no treatment given, observation done.

Symptom Text:

Other Meds:
Lab Data:
History:

ConstipationPrex Illness:

None
Obstructive sleep apnea

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

308926-1

08-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site atrophy, Injection site erythema, Injection site induration

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
04-Apr-2008

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

0388U
AHAVB216AA

1
1

Right arm
Right arm

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 8039
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Mar-2008
Vaccine Date

25-Mar-2008
Onset Date

1
Days

08-Apr-2008
Status Date

NY
State Mfr Report Id

Redness & swelling both injection sites, shortness of breath.  Difficulty taking deep breath.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

Seen at hospital ER
hx allergy to insect bites bees, wasps, yellow jackets

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

308927-1

08-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dyspnoea, Injection site erythema, Injection site swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
04-Apr-2008

Received Date

Prex Vax Illns:

HPV4
HEP

MERCK & CO. INC.
UNKNOWN MANUFACTURER

07550
AHBVB521AA

2
2

Right arm
Left arm

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 8040
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Feb-2008
Vaccine Date

26-Mar-2008
Onset Date

36
Days

08-Apr-2008
Status Date

WA
State Mfr Report Id

Firm subcutaneous swelling, 1 cm. >one month after immunizationSymptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

308930-1

08-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
04-Apr-2008

Received Date

Prex Vax Illns:

HPV4
FLUN

MERCK & CO. INC.
MEDIMMUNE VACCINES, INC.

NULL
NULL

2
0

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 8041
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Mar-2008
Vaccine Date

24-Mar-2008
Onset Date

4
Days

08-Apr-2008
Status Date

AZ
State Mfr Report Id

Hives, minimal swelling and redness at site. Tylenol/or Ibuprofen ice 20 min max prn. pt's mom administered Benadryl to counter reaction.Symptom Text:

Other Meds:
Lab Data:
History:

NoPrex Illness:

No

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

308935-1

08-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site swelling, Injection site urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
04-Apr-2008

Received Date

Prex Vax Illns:

TDAP

HPV4
HEPA

MNQ

GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
SANOFI PASTEUR

AC52B024

0928U
AHAVB256AA

U2604AA

0

0
0

0

Left arm

Right arm
Right arm

Left arm

Unknown

Unknown
Unknown

Unknown



10 JUN 2008 06:27Report run on: Page 8042
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Apr-2008
Vaccine Date

02-Apr-2008
Onset Date

0
Days

08-Apr-2008
Status Date

MA
State Mfr Report Id

04-02-08 MA administered GARDASIL vaccine.  Patient lost consciousness.  She was lowered to the floor and immediately regained consciousness.  SBP112.
She was retained at the office for 15 minutes.  Then released to home with grandmother.  (Seizure type reaction with LOC).

Symptom Text:

Albuterol inhaler; Fluvent HFA; Aleese 28 (OCP)Other Meds:
Lab Data:
History:

NonePrex Illness:

None
Depression

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

308937-1

08-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Loss of consciousness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
04-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1487U 2 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8043
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Apr-2008
Vaccine Date

Unknown
Onset Date Days

08-Apr-2008
Status Date

IN
State Mfr Report Id

Given past 4 month intervalSymptom Text:

Albuterol prnOther Meds:
Lab Data:
History:

NonePrex Illness:

Asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

308938-1

08-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
04-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1967U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8044
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Apr-2008
Vaccine Date

01-Apr-2008
Onset Date

0
Days

07-Apr-2008
Status Date

--
State Mfr Report Id

LOCAL REACTION R ARM W/REDNESS,ICHYNESSERYTHENA/EDEMA AROUND SITE PATIENT LOOKS WEEL NO FEVER NO CHILLS,DYSPIRGIA.Symptom Text:

N/AOther Meds:
Lab Data:
History:

NOPrex Illness:

N/A
N/A

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

308945-1

08-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Local reaction, Oedema, Pruritus

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
04-Apr-2008

Received Date

Prex Vax Illns:

VARCEL

HPV4

GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

1497U

1758U

0

0

Right arm

Left arm

Subcutaneously

Intramuscular



10 JUN 2008 06:27Report run on: Page 8045
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Mar-2008
Vaccine Date

29-Mar-2008
Onset Date

3
Days

07-Apr-2008
Status Date

CA
State Mfr Report Id

VACCINES GIVEN ON 3/26/2008. (MENACTRA, VARIVAX, ADACEL, GARDASIL.  Patient Presented with Bells Palsy to ED on 3-29-08.  Treated with
Acyclovir and Prednisone  4/22/08 Reviewed ER medical records from PCP of 3/29/08. FINAL DX: Bell's Palsy Records reveal patient experienced left facial
droop & numbness, HA, & unable to wrinkle forehead x 1 day.  Tx w/antiviral, steroids, eye ointment & taping.

Symptom Text:

Other Meds:
Lab Data:
History:

nonePrex Illness:

none  PMH: cold s/s week before Family Hx: stroke, epilepsy, diabetes

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

308948-1

23-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Facial palsy, Headache, Paraesthesia

 ER VISIT, NOT SERIOUS

Other Vaccine
04-Apr-2008

Received Date

Prex Vax Illns:

VARCEL
TDAP
MNQ
HPV4

MERCK & CO. INC.
SANOFI PASTEUR
SANOFI PASTEUR
MERCK & CO. INC.

1793U
C2767AA
U2553AA
C2767AA

1
0
0
0

Left arm
Left arm

Right arm
Right arm

Subcutaneously
Intramuscular
Intramuscular

Unknown



10 JUN 2008 06:27Report run on: Page 8046
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Apr-2008
Vaccine Date

04-Apr-2008
Onset Date

0
Days

08-Apr-2008
Status Date

MA
State Mfr Report Id

Within 5 minutes of vaccine administration, patient felt lightheaded, went pale and suffered low BP.  Within 15 minutes she recovered after ice pack to head,
salty fluid and lying down. Recheck BP improved.  2 hours later-she got flushed & lightheaded again at school, bluish, reseen by MD-fine now with N BP.
Fatigued only.

Symptom Text:

Concerta 54 mg every AMOther Meds:
Lab Data:
History:

NonePrex Illness:

Hgb 15.8; BP 88/52 -> 100/70
ADD, EIA-mild (none recent)

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

308960-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Cyanosis, Dizziness, Fatigue, Flushing, Hypotension, Immediate post-injection reaction, Pallor

 ER VISIT, NOT SERIOUS

Other Vaccine
04-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 17570 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 8047
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Mar-2008
Vaccine Date

08-Mar-2008
Onset Date

3
Days

09-Apr-2008
Status Date

NC
State Mfr Report Id

11 y/o WF dependent daughter developed fine erythemic pruritic papular rash on neck, chest and abdomen 72 hours after receipt of primary Gardasil vaccine
and Tdap both given in right deltoid on afternoon of 03/05/08. Denies fever or malaise in temporal association with receipt of vaccines.

Symptom Text:

Has been applying OCT 1% hydrocortisone cream to affected areas twice a day with mild relief of pruritus.Other Meds:
Lab Data:
History:

NonePrex Illness:

N/A
NKDA, no food or environmental allergies. Has hx of eczema/patches of dry skin which appear when weather to cold. Denies seasonal allergic rhinitis. Hx of
asthma as child - no longer uses any inhalers or meds.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

308964-1

09-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash erythematous, Rash papular, Rash pruritic

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
04-Apr-2008

Received Date

Developed submental lymph node enlargement and pain 72 hours after receipt of Gardasil on 3/18/05~HPV (Gardasil)~1~17~In SiblingPrex Vax Illns:

TDAP
HPV4

UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL

0
0

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 8048
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Jan-2007
Vaccine Date

10-Jan-2007
Onset Date

0
Days

08-Apr-2008
Status Date

NE
State

WAES0702USA00089
Mfr Report Id

Information has been received through the Merck pregnancy registry from a 21 year old female with seasonal allergies and a history of ureteric reimplantation
(1996).  On 10-JAN-2007, the patient was vaccinated with the first 0.5 mL dose of Gardasil (Lot# not reported).  Concomitant medications included Augmentin,
ibuprofen and unspecified prenatal vitamins.  It was reported that the patient later found out that she was six weeks pregnant.  The patient underwent a
pregnancy test (date unknown).  It was reported that the patient has had no ill effects from this.  The patient sought unspecified medical attention.  At the time
of this report, the outcome of the event was unknown.  Follow-up information was received from the patient who reported that she gave birth to a healthy baby
boy on 03-OCT-2007.  The patient reported that labor and delivery went smooth and the baby was healthy and normal.  Additional follow up information was
received from the physician.  Laboratory results included quad screen from 26-APR-2007 which was normal and ultrasounds results from 25-APR-2007 which
were normal.  An ultrasound from 25-JUL-2007 revealed a low lying placenta which the physician considered to be within normal limits and on an unspecified
date was considered to have resolved.  The physician reported that on 03-OCT-2007 the baby was delivered by a cesarean section due to cephalo pelvic
disproportion.  Upon internal review this was determined to be a serious other medical event.  Additional information has been requested.

Symptom Text:

AUGEMENTIN; ibuprofen; vitamins (unspecified)Other Meds:
Lab Data:

History:
Pregnancy NOS (LMP = 12/19/2006); Seasonal allergyPrex Illness:

ultrasound, 04/25/07, screening low lying placenta; ultrasound, 07/25/07, resol, screening low lying placenta; beta-human chorionic; serum alpha-fetoprotein,
04/26/07; serum beta-human, 04/26/07; total serum estriol, 04/26/07
Ureteric reimplantation

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

308996-1

08-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Caesarean section, Drug exposure during pregnancy, Foetal disorder, Placental disorder

 ER VISIT, NOT SERIOUS

Other Vaccine
07-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8049
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Jul-2007

Vaccine Date
01-Sep-2007
Onset Date

40
Days

08-Apr-2008
Status Date

MD
State

WAES0803USA04957
Mfr Report Id

Information has been received from a nurse concerning an 18 year old female patient who on 23-JUL-2007 was vaccinated with a first dose of GARDASIL.
Concomitant therapy included ABILIFY. The nurse reported that the patient developed a benign brain tumor in the fall of 2007 after receiving GARDASIL. She
required surgery and was hospitalized. She recovered on an unspecified day. The nurse felt that patient having benign brain neoplasm and requiring surgery
was to prevent serious criteria and reported event as Other Medical Event (OME). Additional information has been requested.

Symptom Text:

ABILIFYOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

308997-1 (S)

08-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Brain neoplasm benign, Surgery

 ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, SERIOUS

Other Vaccine
07-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8050
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
08-Apr-2008
Status Date

WV
State

WAES0803USA04544
Mfr Report Id

Information has been received from a physician concerning a 17 year old female patient who was vaccinated with a dose of GARDASIL (unknown dose by
caller) at another office. The physician reported that the patient developed seizure-like activities after receiving the GARDASIL. The physician consulted with
specialists at the University and they concluded that it was from the GARDASIL. He also reported that the information relayed by the patient's mother who
stated that her daughter had been evaluated by a pediatric cardiologist and pediatric neurologist for syncopal episodes/seizure like episodes following the
vaccination but not associated with receipt of GARDASIL. The outcome was unknown. Upon internal review "seizure-like activities" was determined to be an
other important medical event. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

308998-1

08-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion

 ER VISIT, NOT SERIOUS

Other Vaccine
07-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8051
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Jan-2008
Vaccine Date

02-Mar-2008
Onset Date

34
Days

08-Apr-2008
Status Date

FR
State

WAES0804USA00996
Mfr Report Id

Information has been received from a gynecologist concerning a 16 year old female with no reported medical history who on 28-JAN-2008 was vaccinated with
her first dose of Gardasil (Lot #0482U;Batch #NG09910) intramuscularly in the left deltoid.  Concomitant therapy included hormonal contraceptives
(unspecified) for systemic use.  On 02-MAR-2008 the patient developed a pulmonary embolism and was hospitalized on an unknown date.  No cause of origin
was found.  Medication with MACUMAR was started.  A hospital report is expected.  At the time of reporting the patient's outcome was unknown.  Other
business partner numbers include E200802640.  Additional information has been requested.

Symptom Text:

hormonal contraceptives (unspecified), Unk - UnkOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

308999-1 (S)

08-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pulmonary embolism

 HOSPITALIZED, SERIOUS

Other Vaccine
07-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0482U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8052
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Mar-2008
Vaccine Date

27-Mar-2008
Onset Date

0
Days

15-Apr-2008
Status Date

WI
State Mfr Report Id

Approx. 15 min after receiving the vaccine, the client experienced numbness in her fingertips and her two fingers on the outer side of her rt hand.  The mother
was contacted the next day and she stated that this lasted all night; in the morning the client was fine.  The client received her 1st dose of HPV on Jan 15,
2008, the mother stated that after that dose her left hand was numb for several hrs but then resolved itself.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

nka

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

309010-1

15-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
07-Apr-2008

Received Date

~HPV (no brand name)~1~16~In PatientPrex Vax Illns:

HPV4 MERCK & CO. INC. 1740U 1 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8053
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Mar-2008
Vaccine Date

17-Mar-2008
Onset Date

0
Days

15-Apr-2008
Status Date

WI
State Mfr Report Id

Pt received imm inj per protocol, bandage was applied + clothing covered arm.  Pt was sitting on exam table and talking after injection.  Mother was in the
room.  Pt touched left deltoid approx 1 1/2 minutes, nurse disposing sharps when pt fainted & fell striking nose.  Xray revealed nasal Fx, ENT consulted with
splint.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Nasal Xray Dx: nasal fracture
ADHD

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

309011-1

15-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Fall, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
07-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1487U 2 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8054
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Mar-2008
Vaccine Date

07-Mar-2008
Onset Date

1
Days

15-Apr-2008
Status Date

OR
State

OR200804
Mfr Report Id

Mom reports patient became ill during noc with 100 degree temp.  Stomach, emesis with yellow bile & yellow skin, loose stool.  Continues with above c/o this
morning.  Referred to MD.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

UnknownPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

309014-1

15-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Body temperature, Diarrhoea, Vomiting, Yellow skin

 ER VISIT, NOT SERIOUS

Other Vaccine
07-Apr-2008

Received Date

None~ ()~~0~In PatientPrex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

08024
AHAVB21AA

0
1

Left arm
Right arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 8055
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Apr-2008
Vaccine Date

05-Apr-2008
Onset Date

0
Days

08-Apr-2008
Status Date

PA
State Mfr Report Id

Pt fainted after receiving second dose of Gardasil.  This also occured after the first dose given with Menactra 11/16/07.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

309023-1

08-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
07-Apr-2008

Received Date

fainting~HPV (Gardasil)~1~16~In PatientPrex Vax Illns:

HPV4 MERCK & CO. INC. 1978U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8056
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Apr-2008
Vaccine Date

03-Apr-2008
Onset Date

0
Days

08-Apr-2008
Status Date

OK
State Mfr Report Id

Client was given 3 vaccines (Hep A, Varicella and Gardasil)and within 10 minutes of administration , the client began complaining of chest pain . Assisted to a
supine position. BP was 78/20 and pulse was erratic and nurse not able to count.  EMS was called.  Client remained conscious. BP was 128/90, HR 100 when
she left with EMS.

Symptom Text:

Other Meds:
Lab Data:
History:

Client's mother stated that the client is under the care of Dr. A. Burson MD for chest pains.  Diagnostic exams had been done inPrex Illness:

None
Chest pains of unknown origin

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

309024-1

09-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Chest pain, Heart rate irregular, Hypotension

 ER VISIT, NOT SERIOUS

Other Vaccine
07-Apr-2008

Received Date

Prex Vax Illns:

VARCEL
HPV4
HEPA

MERCK & CO. INC.
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

1660U
1486U
AHAVB222AA

0
1

Right arm
Left arm
Left arm

Subcutaneously
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 8057
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Apr-2008
Vaccine Date

03-Apr-2008
Onset Date

0
Days

08-Apr-2008
Status Date

CO
State Mfr Report Id

Pt developed redness, swelling and pain at site of varicella vaccine same day.  Morning after vaccines given pt had headache, fever and vomiting and later
developed runny/stuffy nose and cough.  Mother took patient to Urgent Care and told Staph infection and started on Bactrim DS.  Follow up dx 4 days later with
me, vaccine administering provider:  No redness, mild swelling and mild pain at Var injection site, pt with cold symptoms and not yet fully recovered as of
4/7/08.  It is my professional opinion that this was not a Staph infection but a combination of a new onset upper respiratory infection and localized reaction to
Var vaccine.

Symptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

cephalexin

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

309029-1

09-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Cough, Headache, Injection site erythema, Injection site pain, Injection site swelling, Local reaction, Nasal congestion, Pyrexia, Rhinorrhoea, Staphylococcal
infection, Upper respiratory tract infection, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
07-Apr-2008

Received Date

Prex Vax Illns:

VARCEL
HEPA

HPV4
MNQ

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
SANOFI PASTEUR

1463U
AHAVB214AA

1487U
U2428AA

Right arm
Right arm

Left arm
Left arm

Subcutaneously
Intramuscular

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 8058
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
02-Apr-2008
Vaccine Date

Unknown
Onset Date Days

15-Apr-2008
Status Date

VT
State Mfr Report Id

After HPV and Hep A were administered patient fainted and had a brief seizure lasting approx. 30 seconds.  Patient recovered and left with mom.  HPV isn't
listed under vaccines: Merck, lot # 1740U, right arm, IM.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

309052-1

15-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
07-Apr-2008

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

1740U
AHAVB216AA

Right arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 8059
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Feb-2008
Vaccine Date

07-Feb-2008
Onset Date

2
Days

15-Apr-2008
Status Date

KY
State Mfr Report Id

Stated - she had "welts"/rash on abdomen/chest/back - occurred x2 days after vaccine administered.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NoPrex Illness:

Pending per MD
No

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

309053-1

15-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
07-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0263U 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 8060
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Nov-2007
Vaccine Date

20-Nov-2007
Onset Date

0
Days

09-Apr-2008
Status Date

IA
State

WAES0803USA00461
Mfr Report Id

Initial and follow-up information has been received through the Merck pregnancy registry for Gardasil from a Registered Nurse concerning a 15 year old female
who on 20-NOV-2007 was vaccinated with the first dose of Gardasil.  Subsequently the patient received the second dose of Gardasil (Lot #658490/0802U) on
24-JAN-2008 and became pregnant.  The patient's estimated LMP is 07-NOV-2007.  Follow-up indicated that the patient had an elective termination six to eight
weeks after her last menstrual period.  It was unknown if the products of conception were examined and it was unknown if the fetus was normal.  Upon internal
review elective termination was considered to be an other important medical event.  Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 11/7/2007)Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

309073-1

09-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abortion induced, Drug exposure during pregnancy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
08-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8061
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
09-Apr-2008
Status Date

--
State

WAES0803USA03928
Mfr Report Id

Information has been received from a pharmacist concerning a female (age not reported) who was vaccinated with Gardasil.  Concomitant therapy included
chemotherapy (ABVD) ADRIAMYCIN PFS, bleomycin, vinblastine and dacarbazine.  It was reported that the patient is in the middle of her Gardasil series.  The
type of cancer and the date that the cancer was diagnosed was unknown.  Unspecified medical attention was sought.  Additional information has been
requested.  Upon internal review cancer is considered to be an other important medical event.

Symptom Text:

BLEOMYCIN; DARCARBINE; ADRIAMYCIN PFS; VINBLASTINE SULFATEOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

309074-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Neoplasm malignant

 ER VISIT, NOT SERIOUS

Other Vaccine
08-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8062
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Dec-2007
Vaccine Date

Unknown
Onset Date Days

09-Apr-2008
Status Date

MA
State

WAES0804USA00107
Mfr Report Id

Information has been received from a dentist concerning his 18 year old daughter with soft sound sensitivity syndrome (Hyperacusis), who, on an unspecified
date was vaccinated with a first and second dose of Gardasil (Lot# 656050/0245U).  Subsequently the patient experienced a decline in her energy levels.  On
19-DEC-2007 the patient was vaccinated IM with a third 0.5mL dose of Gardasil (Lot# 656050/0245U).  Concomitant therapy included LEXAPRO and
ROZEREM.  Subsequently, in the beginning of January, one to two weeks post vaccination the patient became experienced lethargy characterized by falling
asleep in class and sleeping through meals.  It was reported that the patient "could not lift her head off the pillow some days."  The patient was examined by a
physician.  A thyroid function test, mononucleosis serology test, complete blood cell count, and Lyme disease enzyme-linked immunosorbent assay were
performed and were negative.  A "full blood work-up" was performed.  A sleep study was performed and was negative.  It was reported that the patient has not
received any new medications.  At the time of the report the patient had not recovered.  No product quality complaint was involved.  The decreased energy
levels and the patient becoming extremely lethargic were considered to be disabling.  Additional information has been requested.

Symptom Text:

LEXAPRO 20 mg; LEXAPRO 15 mg; ROZEREMOther Meds:
Lab Data:

History:
HyperacusisPrex Illness:

diagnostic laboratory - full blood work-up; sleep study - negative; thyroid function test - negative; serum Epstein-Barr - negative; complete blood cell - negative;
Lyme disease assay - negative

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

309075-1 (S)

09-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Activities of daily living impaired, Asthenia, Lethargy, Somnolence

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Other Vaccine
08-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0245U 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8063
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jan-2008
Vaccine Date

01-Mar-2008
Onset Date

60
Days

09-Apr-2008
Status Date

FR
State

WAES0804USA00446
Mfr Report Id

Information has been received from  Health Authority agency (reference number PEI2008002877) concerning a 24 year old female with who on an unspecified
day in November 2007 was vaccinated with her first dose of Gardasil (lot number, route and site of administration not reported) and tolerated it well.  On an
unspecified date in January 2008 the patient received her second dose of Gardasil (lot number, route and site of administration not reported).  There was no
concomitant medication.  On an unspecified date in March 2008 the patient experienced a left-sided hypaesthesia.  The patient was hospitalized on an
unspecified date.  Labs were performed on an unspecified date and a magnetic resonance imaging and "liquor" were without findings, and serum antinuclear
antibodies test was 1:1024.  At the time of reporting symptoms were slightly improving.  Other business partner numbers include E200802771.  Additional
information is not expected.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

magnetic resonance imaging Comment: without findings; diagnostic laboratory test Comment: "liquor" - without findings; serum ANA 1:1024
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

309076-1 (S)

09-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia

 HOSPITALIZED, SERIOUS

Other Vaccine
08-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8064
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Feb-2007
Vaccine Date

13-Mar-2007
Onset Date

15
Days

09-Apr-2008
Status Date

FR
State

WAES0804USA00462
Mfr Report Id

Information has been received from a gynecologist concerning an 18 year old female with no reported medical history who on an unspecified date was
vaccinated with her first dose of Gardasil (lot number, route and site of administration not reported) and tolerated it well.  On 26-FEB-2007 she was vaccinated
with her second dose of Gardasil (lot number, route and site of administration not reported), and on 17-SEP-2007 she was vaccinated with her third dose (lot
number, route and site of administration not reported) and tolerated it well.  Concomitant therapy included LEIOS for systemic use.  The mother of the patient
reported to the physician that on 13-MAR-2007 the patient developed not specified neurological symptoms with paralysis and was hospitalized for 3 days.  A
cerebrospinal puncture was carried out.  The results were not reported.  A relation to the vaccine was supposed retrospectively.  The patient's outcome was not
reported.  Other business partner numbers include E2008027689.  Additional information has been requested.

Symptom Text:

LEIOS, Unk - UnkOther Meds:
Lab Data:
History:
Prex Illness:

spinal tap Comment: result not reported
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

309077-1 (S)

09-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Neurological symptom, Paralysis

 HOSPITALIZED, SERIOUS

Other Vaccine
08-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8065
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
09-Apr-2008
Status Date

--
State

WAES0804USA00977
Mfr Report Id

Information has been received, via the Merck pregnancy registry, from an approximately 20 year old female consumer (date of birth given, but onset of events
and vaccination/gestation dates not specified), who was vaccinated with the first and second dose of GRADASIL (dates and lot # not reported). Subsequently,
"between my second and third dose I was pregnant and ultimately miscarried." The patient sought medical attention, and was seen in an office visit (details not
specified). The consumer questioned if miscarriage was a possible side effect of GARDASIL. The date of the third dose was not clarified as before or after
miscarriage. The outcome of miscarriage was not specified. Upon internal review, ultimately miscarried was considered to be serious as an other important
medical event. No further information was available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = Unknown)Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

309078-1

09-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
08-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8066
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Mar-2008
Vaccine Date

20-Mar-2008
Onset Date

0
Days

09-Apr-2008
Status Date

FR
State

WAES0804USA00982
Mfr Report Id

Information has been received from a gynaecologist concerning a 16 year old female, who on 20-MAR-2008 was vaccinated IM in the left deltoid (also reported
as left upper arm) with a first dose of GARDASIL.  Immediately post vaccination the patient experienced a clonic convulsion.  The patient spontaneously
recovered after about 30 seconds.  The patient's blood pressure and blood glucose were normal.  A neurological check-up was planned.  It was reported that
previous vaccinations were well tolerated.  The gynaecologist considered the clonic convulsion to be an other important medical event.  Other business partner
numbers included: E200802703.  Additional information is not available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

blood pressure measurement 20Mar08 Comment: normal; blood glucose 20Mar08 Comment: normal
No reaction on previous exposure to vaccine

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

309079-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Clonic convulsion

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
08-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8067
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Oct-2007
Vaccine Date

10-Oct-2007
Onset Date

0
Days

09-Apr-2008
Status Date

FR
State

WAES0804USA00983
Mfr Report Id

Information has been received from a gynaecologist concerning a 29 year old female, who on 30-JUL-2007 was vaccinated with a first dose of GARDASIL. On
10-OCT-2007 was vaccinated IM in the upper arm with a second dose of GARDASIL (Lot# 1518F; Batch# NF23330). About 2 to 3 days post vaccination the
patient experienced "rheumatic discomfort" with joint pain and joint swelling. The patient was hospitalized for a few days (exact dates not reported). The patient
recovered after a few days. No information was given regarding the results of examination or therapy. Other business partner numbers included: E2008-02842.
Additional information is not available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
29.0

309080-1 (S)

09-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Inappropriate schedule of drug administration, Joint swelling

 HOSPITALIZED, SERIOUS

Other Vaccine
08-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8068
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Apr-2008
Vaccine Date

08-Apr-2008
Onset Date

0
Days

10-Apr-2008
Status Date

MI
State Mfr Report Id

FRONTAL HEADACHE AFTER 15 MINUTES. FELT BETTER WITH SUPINE.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

309088-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Headache

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
08-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1757U 3 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8069
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Feb-2008
Vaccine Date

Unknown
Onset Date Days

09-Apr-2008
Status Date

MN
State

WAES0802USA02572
Mfr Report Id

Initial and follow-up information has been received for the Merck Pregnancy Registry for GARDASIL from a nurse concerning a 22 year old black female with
food allergies to sunflower oil, eggs and mayo, no illnesses at the time of the vaccination and a history of irregular menstruation related to the past use of
medroxyprogesterone acetate (DEPO PROVERA) who on 08-FEB-2008 was vaccinated IM with the first dose of GARDASIL (Lot# 644322/1211U) in the left
deltoid.  Concomitant therapy included a first dose of ENGERIX-B (lot# AHBVB367AA) IM in the right deltoid and a first dose of DECAVAC (U1923HA) IM in the
left deltoid.  On 08-FEB-2008 a urine pregnancy test was performed.  The test was positive for pregnancy (>.25mlu/mol).  Medical attention was sought in the
office.  The nurse also reported that this patient might elect to terminate this pregnancy (unrelated to vaccines received).  The patient's outcome is unknown.
No product quality complaint was involved.  On an unspecified date the patient had an elective abortion which was reported as having "nothing to do with
receiving the vaccine".  The patient's outcome was unknown.  Upon internal review elective abortion is considered to be an other medical event.  Additional
information is requested.

Symptom Text:

Other Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 9/13/2007); Food allergyPrex Illness:

urine beta-human 02/08/08 >.25 mlu/ - positive;
Menstruation irregular

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

309108-1

09-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abortion induced, Drug exposure during pregnancy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
08-Apr-2008

Received Date

Prex Vax Illns:

TD
HEP

HPV4

SANOFI PASTEUR
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

U1923HA
AHBVB367AA

1211U

0
0

0

Left arm
Right arm

Left arm

Intramuscular
Intramuscular

Intramuscular



10 JUN 2008 06:27Report run on: Page 8070
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Nov-2007
Vaccine Date

21-Nov-2007
Onset Date

20
Days

09-Apr-2008
Status Date

OH
State Mfr Report Id

Syncope following injection. Rash began 11/21/07. ER visit diagnosed as erythema multiforme on 11/22/07. Symptoms worsened and was admitted 11/23/07
(night). Follow up with family doctor. Lasted approx. 2 weeks.  04/09/2008 MR received for ER visit 11/22/2007 with DX: Erythema multiforme minor.  Pt
presented with 2 day hx of rash which began on the hands and spread to the body. Pt also reports painful swelling of the hands.  PE (+) for diffuse, asymmetric
, maculopapular rash.  Target lesions noted on palms, soles and extremities. Tx with benadryl and prednisone./pc 4/16/08 Additional records recd for admit
11/23-24/08 with D/C DX Erythema Multiforme.  Dehydration 2' to vomiting, resolved.  Pt presented with worsening rash,persistant vomiting, and significant
swelling and pain in extremities. Pt had swelling of the lips. Temp 101. Presumed allergy to Minocin. Started on Z-pak for URI sx. D/C 11/24/08 and returned
again 11/24/08 with worsening sx. Now developing mouth sores. PE (+) for lesions c/w Erytema Multiforme. PE (+) for shotty anterior cervical adenopathy and
trace DTRs.  Admitted again for IVF and meds. Additional DX: of probable drug eruption 2' Minocin.

Symptom Text:

None at time of vaccine.  On tetracycline x2 weeks at time of rash onset.Other Meds:
Lab Data:
History:

NonePrex Illness:

Labs and Diagnsotics:  CBC with WBCs 23,000. down to 19,000. CXR WNL. Electrolytes and LFTs WNL. BS increased 2' IVF.
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

309113-1 (S)

21-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Body temperature increased, Dehydration, Drug hypersensitivity, Erythema multiforme, Hyporeflexia, Lip swelling, Lymphadenopathy, Mouth ulceration,
Oedema peripheral, Pain in extremity, Rash, Rash maculo-papular, Syncope, Upper respiratory tract congestion, Vomiting

 ER VISIT, HOSPITALIZED, SERIOUS

Other Vaccine
08-Apr-2008

Received Date

Prolonged crying~DTP (no brand name)~1~0~In PatientPrex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8071
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Mar-2008
Vaccine Date

26-Mar-2008
Onset Date

0
Days

16-Apr-2008
Status Date

MO
State Mfr Report Id

Per mother rec'd imm 3-26-08 3:30 pm.  Around 6pm taken to ER with continued N, HA, low grade fever, stomach pain, chest pain.  Dr said side effect from
Tdap.  On 3-28-08 2pm back to ER with fever, severe HA (headache).  Tx with migraine pain medicine.  Dr said could be Tdap or HPV.  3-31-08 still with some
HA, fever.

Symptom Text:

BCPOther Meds:
Lab Data:
History:

NoPrex Illness:

Blood work, X Rays, Cat scan, EKG done.  Few slightly abn-not significant per mom.
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

309120-1

16-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain upper, Chest pain, Headache, Nausea, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
08-Apr-2008

Received Date

Prex Vax Illns:

TDAP
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

C290AA
1758U

0
2

Left arm
Right arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 8072
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Mar-2008
Vaccine Date

Unknown
Onset Date Days

16-Apr-2008
Status Date

KY
State Mfr Report Id

Pt. received Gardasil on March 24, 2008 at the Health Center.  Pt. had a positive preg. test 03-27-08 at school health care.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None known

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

309122-1

16-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Pregnancy test positive

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
08-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0525U 2 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 8073
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Mar-2008
Vaccine Date

25-Mar-2008
Onset Date

1
Days

16-Apr-2008
Status Date

PA
State Mfr Report Id

Head jerking to left <24 hours after administration of vaccines. 4/18/08-records received-visit  1/22/08-C/O sore throat DX: pharyngitis with headache nausea
posterior adenopathy. 2/8/0/-C/O very tired. 3/24/08-left ear pain aftrer swimming. 3/25/08-shaking at school, first head started to jerk then body shaking. Left
frontal head tenderness. Mild jerking motion noted negative on sensory or strength differences.  3/27/08-no further twitching.

Symptom Text:

Wellbutrin, clonidine, CelexaOther Meds:
Lab Data:
History:

nonePrex Illness:

EEG ordered; CT ordered, normal 4/18/08-records received-CT normal
depression 4/18/08-records received-PMH:4/27/07-hospitalized for passive suicidial thoughts and scratching herself. 5/4/07-Outpatient psychiatric evaluation:
major depressive disorder, recurrent. Impulse control disorder.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

309130-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dyskinesia, Ear pain, Fatigue, Headache, Lymphadenopathy, Nausea, Pharyngitis, Pharyngolaryngeal pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
08-Apr-2008

Received Date

Prex Vax Illns:

VARCEL
MNQ
HEPA

HPV4

MERCK & CO. INC.
SANOFI PASTEUR
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

1367U
U2404AA
AHAVB253BA

1487U

1
0
0

1

Right arm
Left arm
Left arm

Right arm

Subcutaneously
Unknown
Unknown

Unknown



10 JUN 2008 06:27Report run on: Page 8074
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Jan-2008
Vaccine Date

03-Jan-2008
Onset Date

0
Days

16-Apr-2008
Status Date

CA
State Mfr Report Id

Had hives at arms & chest 2 hrs. after 3rd Gardasil vaccine on 1/3/08.Symptom Text:

generic Ortho TricyclenOther Meds:
Lab Data:
History:

NoPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

309132-1

16-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
08-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1211U 2 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 8075
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Dec-2007
Vaccine Date

09-Dec-2007
Onset Date

2
Days

16-Apr-2008
Status Date

TX
State Mfr Report Id

Severe H/A's on 1st & 2nd vaccine.  Rash on back ~8 spots on middle/left side of back on 12/9/07 - extremely painful/blisters/itchy.Symptom Text:

birth controlOther Meds:
Lab Data:
History:

NonePrex Illness:

allergic to PCN

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

309134-1

16-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Blister, Headache, Pain, Rash, Rash pruritic

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
08-Apr-2008

Received Date

~HPV (Gardasil)~3~17~In PatientPrex Vax Illns:

HPV4 MERCK & CO. INC. 1061U 2 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 8076
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Mar-2008
Vaccine Date

30-Mar-2008
Onset Date

2
Days

16-Apr-2008
Status Date

WI
State Mfr Report Id

Allergic reaction - itchy, swelling all over body, fever, rash lasting longer than 1 week.  Treatment - Benadryl every 6 hours, steroids in ER.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

309139-1

16-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hypersensitivity, Pruritus, Pyrexia, Rash, Swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
08-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1757U 1 Right arm Unknown



10 JUN 2008 06:27Report run on: Page 8077
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Oct-2007
Vaccine Date

30-Oct-2007
Onset Date

0
Days

10-Apr-2008
Status Date

PA
State

WAES0803USA04168
Mfr Report Id

Information has been received from a physician concerning a 26 year old female with an allergy to DEMEROL who was vaccinated in December 2007 with her
first dose of Gardasil (lot# not reported). The patient had severe headaches after receiving this vaccine. In February 2008 the patient was vaccinated with her
second dose of Gardasil (lot# not reported). Subsequently the patient experienced neurological symptoms within the first couple of weeks after receiving the
vaccine. The patient was referred to a neurologist and she had either a cat scan or MRI. The test was positive for inflammation. The patient's outcome was not
reported. Follow-up information was received from a physician. The patient had no pertinent medical history or no family history of adverse reactions in siblings.
There was no illness at the time of vaccination. The patient was vaccinated with her first dose of Gardasil on approximately 30-OCT-2007. On 30-OCT-2007 the
patient developed severe headaches "right after the vaccination". On 14-JAN-2008 the patient was vaccinated with a second dose of Gardasil (lot#
659653/1448U) in the deltoid. There was no concomitant medications at the time of the vaccine. On 08-MAR-2008 the patient developed progressive
dysesthesias and numbness of limbs and trunk, clumsiness of hands and gait and was hospitalized. On an unspecified date magnetic resonance imaging of c-
spine showed an inflammatory lesion and MRI of the brain revealed one other inflammed spot. A lumbar puncture was abnormal. The physician reported that
this is all consistent with an acute central nervous system inflammatory condition which occurred about 2 to 3 weeks after the second Gardasil. At the time of
reporting the patient had not recovered from the CNS inflammation. The reporter felt that central nervous system inflammation was disabling. Additional
information is not expected. 4/28/08-records received for DOS 3/9-3/15/08- DC DX: Transverse myelitis. Admitted with paresthesia in limbs. Symptoms
gradually getting worse and moved over to trunk.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Drug hypersensitivityPrex Illness:

computed axial positive for inflammation; magnetic resonance c-spine-with inflammatory lesion; magnetic resonance brain-with inflammatory lesion; spinal tap
abnormal 4/28/08-records received-MRI brain no evidence of significant demyelinati
records received 4/28/08-asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

309167-1 (S)

30-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Central nervous system inflammation, Clumsiness, Dysaesthesia, Gait disturbance, Headache, Hypoaesthesia, Myelitis transverse, Paraesthesia, Vaccine
positive rechallenge

 EXTENDED HOSPITAL STAY, HOSPITALIZED, PERMANENT DISABILITY, SERIOUS

Other Vaccine
09-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1448U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8078
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Mar-2008
Vaccine Date

21-Mar-2008
Onset Date

0
Days

10-Apr-2008
Status Date

--
State

WAES0803USA04969
Mfr Report Id

Information has been received from a a registered pharmacist concerning a 21 year old female who with no pertinent medical history who "7-8 days ago" on
approximately 21-MAR-2008 was vaccinated with a dose of GARDASIL (lot number, route and site of administration not specified). There was no concomitant
medications. On an unspecified date the patient presented with bacterial meningitis and the only medication she was given was GARDASIL before this
occurred. The patient was hospitalized on an unspecified date for an unspecified amount of time. At the time of reporting the patient was recovering. The
reporter felt that bacterial meningitis was life threatening. Additional information has been requested. 4/24/08-records received for DOS 3/25-3/31/08-DC DX:
meningitis, resolved. Presented with frontal headache. Progressive headache and at ER lethargic and obtunded. ICU- One episode ventricular tachycardia.
Temperature 100.4.

Symptom Text:

NoneOther Meds:
Lab Data:

History:
Prex Illness:

None 4/24/08-records received-Lumbar puncture analysis showed strep pneumonia bacteria in cerebrospinal fluid, protein 140, wbc 4831, segs, bands, lymph
and monocytes of CSF elevated. . Blood culture strep pneumo bacteremia. EEG showing mo
None 4/24/08-records received-PMH: several strep pneumonia manifested as upper respiratory tract infections throughout childhood.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

309168-1 (S)

24-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Body temperature increased, Depressed level of consciousness, Headache, Intensive care, Lethargy, Meningitis, Ventricular tachycardia

 HOSPITALIZED, LIFE THREATENING, SERIOUS

Other Vaccine
09-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8079
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
10-Apr-2008
Status Date

WV
State

WAES0804USA00878
Mfr Report Id

Information has been received from a consumer about Gardasil therapy. The reporter was told by a pediatric neurologist who examined her daughter for
syncopal episodes/seizure-like episodes (reported in WAES # 0803USA04544) that he had seen similar episodes related to Gardasil. The outcome was
unknown. Upon internal review "seizure-like activities" was determined to be other important medical events. Attempts are being made to obtain additional
identifying information to distinguish the individual patients mentioned in this report. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

309169-1

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8080
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Mar-2008
Vaccine Date

12-Mar-2008
Onset Date

1
Days

10-Apr-2008
Status Date

FR
State

WAES0804USA00987
Mfr Report Id

Information has been received from a general practitioner concerning a 15 year old female patient with a family history of hypertension and renal insufficiency
for older sister who on 11-MAR-2008 was vaccinated with a second dose of GARDASIL (route and site not reported). On 12-MAR-2008 the patient complained
of sleeplessness, abdominal and stomach pain. She experienced "palpitations" (heart rate 90/minute, blood pressure of 140/80 mm/Hg). An inpatient
cardiological examination, magnetic resonance imaging (MRI) and laboratory parameters showed no pathologies. On 18-MAR-2008, the patient experienced
torticollis and complained of eye pain. The patient was in a critical family situation (parents divorcing). She was treated with TAVOR, ZOPICLOEN and
tetrazepam. Psychotherapy was started. At the time of this report symptoms were still ongoing. The other business partner number included: E2008-02902.
Additional information is not available.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Prex Illness:

blood pressure measurement 12Mar08 140/80 mm/Hg; magnetic resonance imaging 12Mar08 Comment: No pathologies; diagnostic laboratory test 12Mar08
Comment: Cardiological examination showed no pathologies; total heartbeat count 12Mar08 90/minut
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

309170-1 (S)

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Abdominal pain upper, Eye pain, Insomnia, Palpitations, Torticollis

 HOSPITALIZED, SERIOUS

Other Vaccine
09-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8081
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Jan-2008
Vaccine Date

24-Jan-2008
Onset Date

0
Days

10-Apr-2008
Status Date

FR
State

WAES0804USA00990
Mfr Report Id

Information has been received from a consumer and was confirmed by a gynaecologist concerning an 18 year old female patient with a family history of
headache who on 24-JAN-2008 was vaccinated into left upper arm with a first dose of Gardasil (batch # NG00020) (lot # 0277U).  The same day the patient
complained of headache and nausea.  On an unspecified date in March 2008 blood sample was taken and showed increased serum C-reactive protein (up to
240 mg/l) and increased blood sedimentation (value not reported).  The patient was hospitalized from 20-MAR-2008 till 25-MAR-2008.  Haemorrhagic cystitis
with fever and chills was diagnosed.  She was treated with penicillin (unspecified).  At the time of reporting the patient had recovered except for back pain in
kidney area, which started on an unknown date.  The other business partner number included: E2008-02928.  Additional information is not available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

serum C-reactive protein ??Mar08 240 mg/l; erythrocyte sedimentation rate ??Mar08 Increased
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

309171-1 (S)

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Back pain, Chills, Cystitis haemorrhagic, Headache, Nausea, Pyrexia

 HOSPITALIZED, SERIOUS

Other Vaccine
09-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0277U 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 8082
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Apr-2008
Vaccine Date

03-Apr-2008
Onset Date

0
Days

10-Apr-2008
Status Date

--
State

WAES0804USA01368
Mfr Report Id

Information has been received from a nurse practitioner concerning a 20 year old female with no pertinent medical history and no history of drug
reactions/allergies who on 03-APR-2008 was vaccinated with a first dose of GARDASIL (lot # 658219/0755U) 0.5 ml IM. There was no concomitant medication.
On 03-APR-2008, within seconds of receiving the vaccination, the patient had a seizure and lost consciousness for 30 seconds. The patient was treated with
oxygen. Her blood pressure was 95/56 and pulse 131. The patient was transported to a local emergency room via ambulance. The outcome of the events was
not reported. The reporter felt that the seizure and loss of consciousness were immediately life-threatening and required intervention (Other Important Medical
Events). Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

blood pressure 04/03/08 95/56; total heartbeat count 04/03/08 131
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

309172-1 (S)

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Loss of consciousness, Oxygen supplementation

 ER VISIT, LIFE THREATENING, SERIOUS

Other Vaccine
09-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0755U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8083
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Apr-2008
Vaccine Date

03-Apr-2008
Onset Date

0
Days

18-Apr-2008
Status Date

VA
State Mfr Report Id

Rash on upper chest, neck & cheeks.  No SOD, edema.  Took Benadryl 25 mg at workplace.  Rash resolved by 4 pm.Symptom Text:

Prozac, LamictalOther Meds:
Lab Data:
History:

NonePrex Illness:

BP 140/84 -> 124/82; temp 98.5; P 88 at 115 pm
No allergies, Hx of anxiety, mood swings

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

309190-1

18-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1757U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8084
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Apr-2007
Vaccine Date

18-Apr-2007
Onset Date

0
Days

10-Apr-2008
Status Date

MO
State

WAES0706USA03110
Mfr Report Id

Initial and follow-up information has been received from the Merck Pregnancy Registry via a health professional concerning a 23 year old female with
migraines, seasonal allergies, sulfonamide allergy and penicillin allergy who on 18-APR-2007 was vaccinated intramuscularly with the first 0.5 ml dose of
GARDASIL (lot # 657617/0384U). Concomitant therapy included ALLEGRA and birth control (therapy unspecified). The reporter indicated that the patient was
pregnant, but she did not know if the patient was pregnant at the time of the vaccination. The date of the patient's last menstrual period was 26-APR-2007. The
estimated conception date was 11-MAY-2007. The estimated date of delivery is 31-JAN-2008. The patient sought unspecified medical attention. There was no
laboratory or diagnostic tests performed. Other medications used during this pregnancy included prenatal vitamins and ZOFRAN for vomiting. Follow up
information was received on 24-MAR-2008. Labor was non-progressing and a C-section was performed at 41 weeks from LMP. On 04-FEB-2008, the mother
delivered a live born male infant, 8 pounds seven ounces, 20.5 inches long, head circumference was 14 inches. The infant's apgar score was 9/9. The infant
was normal with no congenital anomalies. There were no infections or illnesses during pregnancy and no concurrent medical conditions. Upon internal review,
the non-progressing labor was considered to be an Other Important Medical Event. No further information is expected.

Symptom Text:

ALLEGRA; hormonal contraceptives; ZOFRANOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 4/26/2007); Seasonal allergy; Sulfonamide allergy; Penicillin allergy; Migraine; VomitingPrex Illness:

ultrasound 09/05/07 - no results given; Apgar score 02/04/08 9/9

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

309219-1

10-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Caesarean section, Drug exposure during pregnancy, Labour onset delayed

 ER VISIT, NOT SERIOUS

Other Vaccine
09-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0384U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8085
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Mar-2008
Vaccine Date

Unknown
Onset Date Days

21-Apr-2008
Status Date

FL
State Mfr Report Id

Large red indurated local reaction to (R) arm at Varivax site (SQ) painful, warm.Symptom Text:

YazOther Meds:
Lab Data:
History:
Prex Illness:

Biciilin

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

309224-1

21-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site induration, Injection site pain, Injection site warmth, Local reaction

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-Apr-2008

Received Date

Prex Vax Illns:

VARCEL
HPV4
HEPA

MERCK & CO. INC.
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

1806U
1757U
NULL

1
0
0

Right arm
Left arm

Right arm

Subcutaneously
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 8086
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Apr-2008
Vaccine Date

08-Apr-2008
Onset Date

0
Days

18-Apr-2008
Status Date

CA
State Mfr Report Id

Pt received a Gardasil shot #1 in (Lt) delt on 4-8-08 at 3:00 pm-she got a "vasovagal reaction." She recovered within a few minutes.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

309225-1

18-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope vasovagal

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1446U 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 8087
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Apr-2007
Vaccine Date

22-Jun-2007
Onset Date

56
Days

11-Apr-2008
Status Date

--
State

WAES0804USA00429
Mfr Report Id

Information has been received from a consumer concerning her 12 year old daughter with a history of seizures and heart arrhythmias, who on 25-JAN-2007
was vaccinated with a first dose of Gardasil. On 27-APRIL-2007 the patient was vaccinated with a second dose of Gardasil. Concomitant therapy included
LAMICTAL, vitamins (unspecified) and KEPPRA. Subsequently, the patient began to have seizures, developed a rash on her arm, and was complaining about
headaches. On 22-JUN-2007 the patient experienced a heart arrhythmia and was hospitalized. Due to the arrhythmia the patient was placed on life support and
died on 29-JUN-2007. The patient's mother reported that the patient had an electrocardiogram (EKG) about 5 years ago to test for prolonged QT syndrome.
The test came back normal. It was reported that at that time the patient was in and out of the emergency room due to having seizures periodically. The patient
had been seeing a neurologist and had not had any seizures for about two years until she received the second dose of Gardasil. The patient's mother reported
after her daughter's death and burial she had received copies of her daughter's medical records. Throughout the reports it showed that for the past five years
the patient had prolonged QT syndrome, and proguda syndrome "which causes seizures and heart arrythmias." The patient's cause of death was prolonged QT
syndrome, brain death, and proguda syndrome. No product quality complaint was involved. The seizures, rash, headaches, heart arrythmias, prolonged QT
syndrome, brain death, and proguda syndrome were considered to be other important medical events. Additional information is not available.

Symptom Text:

LAMICTAL; KEPPRA; vitamins (unspecified)Other Meds:
Lab Data:
History:
Prex Illness:

electrocardiogram
Convulsion; Arrhythmia

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

309233-1 (D)

27-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arrhythmia, Brain death, Brugada syndrome, Convulsion, Death, Electrocardiogram QT prolonged, Headache, Life support, Rash

 DIED, HOSPITALIZED, SERIOUS

Other Vaccine
10-Apr-2008

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
MERCK & CO. INC.

0384U
0250U

1
1

Left arm
Left arm

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 8088
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Jan-2008
Vaccine Date

11-Jan-2008
Onset Date

0
Days

11-Apr-2008
Status Date

CA
State

WAES0803USA05021
Mfr Report Id

Information has been received from a physician concerning a 22 year old female with no medical history and no concurrent conditions, who on 11-JAN-2008
was vaccinated with a second dose of Gardasil (Lot# 659653/1448U).  Concomitant therapy included prenatal vitamins (unspecified).  Subsequently, the patient
was pregnant.  The estimated conception date was 12-DEC-2007, the patient's last menstrual period was 28-NOV-2007, and the estimated delivery date was
03-SEP-2008.  On 11-JAN-2008 an ultrasound was performed and showed one gestational sac, and was positive for yolksac fetal pole.  On 31-JAN-2008 and
01-FEB-2008 repeat ultrasounds were performed and showed a single intrauterine pregnancy, crown-rump length (CRL) was approximately 7.9 weeks, there
was no fetal heart tones with embryonic demise.  The patient did not have any previous pregnancies and no full-term deliveries.  On 08-FEB-2008 the patient
experienced a spontaneous abortion nine weeks and one day from her last menstrual period.  The products of conception were examined and were normal
appearing. The fetus was not normal due to chromosomes 69XXY.  At the time of the report, the outcome of the patient was unknown.  Upon internal review
spontaneous intrauterine embryonic demise was considered to be an other important medical event.  Additional information has been requested.

Symptom Text:

vitamins (unspecified)Other Meds:
Lab Data:

History:
Pregnancy NOS (LMP = 11/28/2007)Prex Illness:

ultrasound, 01/11/08, reason-early pregnancy ultrasound results-1 gestational sac, positive yolk sac fetal pole; ultrasound, 01/31/08; ultrasound, 02/01/2008,
single, CRL approximately 7.9 weeks, no fetal heart tones with embryonic demise

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

309234-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy, Foetal disorder

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
10-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1448U 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8089
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
11-Apr-2008
Status Date

FR
State

WAES0804AUS00050
Mfr Report Id

Information has been received from a physician as part of a business agreement (Manufacturer control # GARD 2008 04 02 001) concerning a female in her
early 20's who was vaccinated with GARDASIL. The patient was noted to be very nervous about the vaccination and requested that she be vaccinated with
GARDASIL whilst lying down. Subsequently the patient experienced tonic-clonic seizure immediately after administration of GARDASIL. The patient recovered
from tonic-clonic seizure. Upon internal medical review, the tonic-clonic seizure was considered to be an other important medical event. Additional information
is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

NervousnessPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

309235-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Grand mal convulsion

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
10-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8090
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Nov-2007
Vaccine Date

01-Nov-2007
Onset Date

0
Days

11-Apr-2008
Status Date

HI
State

WAES0804USA01226
Mfr Report Id

Information has been received from a licensed practical nurse concerning her 17 year old daughter with a history of grand mal seizures as a child aged 10
months to the age of 7 years who in November 2007 was vaccinated with a first dose of Gardasil.  There was no concomitant medication.  The nurse reported
her daughter was experiencing severe neurological adverse events after receiving Gardasil.  On an unspecified date two weeks later the patient began
experiencing daily severe headaches.  The patient sought medical attention. The patient then began experiencing what was described as "brain shaking".  An
EEG showed signs of seizure activity and a repeat EEG is scheduled to confirm these results as the patient is changing neurologists.  MRI, lab values, eyes
and cardiac tests were normal.  Despite the headaches the patient received a second dose of Gardasil on an unspecified date with the headaches and "brain
shakes" continuing and possible intensifying after the second dose.  The patient was prescribed LAMICTAL and RELPAK but has not had any relief from the
headaches.  The headaches were currently reported to be getting worse instead of better.  At the time of reporting the patient has not recovered.  The mother
considers the event to be disabling because the debilitating headaches interferes with her classes (where she was a straight A student) and her cheerleading
(where she was one of the top cheerleaders in the state).  No further information was available.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:

History:
Prex Illness:

magnetic resonance - negative; diagnostic laboratory - normal; ophthalmological exam - normal; diagnostic laboratory - cardiac tests - normal;
electroencephalography - showed signs of seizure activity
Grand mal convulsion

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

309236-1 (S)

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Activities of daily living impaired, Convulsion, Headache, Neurological symptom

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Other Vaccine
10-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8091
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jan-2008
Vaccine Date

01-Jan-2008
Onset Date

0
Days

11-Apr-2008
Status Date

FR
State

WAES0804USA01491
Mfr Report Id

Information has been received from a consumer concerning her 12 year old daughter, who in January 2008, was vaccinated with a first dose of Gardasil. The
batch number was not reported. Four days post vaccination the patient became ill with a severe sore throat developing into stiff joints and swelling which were
discolored. The patient was still under the review of a consultant pediatrician who thought the reactions the patient experienced were most likely post
streptococcal reactive arthritis with Henoch-Schonlein purpura, however due to the proximity of the Gardasil vaccination and the fact that it is a relatively new
vaccine, he did not rule the possibility out. The patient did not have her second Gardasil vaccination which was due in March because the patient was still
suffering from new swellings and her blood results were only just beginning to show signs of improvement. The patient's arthritis was almost better. The
patient's consultant was not 100% certain that it was not a reaction to the vaccination. The reactive arthritis, Henoch-Schonlein purpura, sore throat, stiff joint,
and swelling were considered to be other important medical events. Other business partner numbers included: E2008-03100. Additional information is not
available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory test blood test-results were showing signs of improvement
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

309237-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthritis reactive, Henoch-Schonlein purpura, Joint stiffness, Joint swelling, Pharyngolaryngeal pain, Skin discolouration

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
10-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8092
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
05-Oct-2007
Vaccine Date

Unknown
Onset Date Days

11-Apr-2008
Status Date

FR
State

WAES0804USA01505
Mfr Report Id

Information has been received from a health professional concerning a patient (age and gender unknown), who's maternal history included a past infection with
chickenpox, and rubella vaccination given prior to pregnancy.  The patient's mother received the first dose of Gardasil (Lot# 654884/0902F; Batch# NE24240)
on 05-OCT-2007 at five weeks gestation.  On 10-DEC-2007 the patient's mother received a second dose of Gardasil (Lot# 54884/0902F; Batch# NE24240) at
15 weeks gestation.  At 23 weeks gestation, the patient's mother experienced premature labor.  The patient weighed 580 grams.  No other information has
been reported.  The health professional considered the premature birth to be an other important medical event.  Other business partner numbers included:
E2008/02820.  Additional information is not available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

309238-1

11-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Premature baby, Premature labour

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
10-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0902F 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8093
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Apr-2008
Vaccine Date

03-Apr-2008
Onset Date

0
Days

21-Apr-2008
Status Date

CA
State Mfr Report Id

30 seconds after administration, pt stated she felt unwell, then began LOC with seizure lasting 1 minute. )2 administered, supportive care given. Transported to
ER to eval by medics.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

309247-1

21-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Loss of consciousness, Malaise

 ER VISIT, NOT SERIOUS

Other Vaccine
10-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0755U 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 8094
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Feb-2008
Vaccine Date

23-Feb-2008
Onset Date

0
Days

21-Apr-2008
Status Date

VA
State Mfr Report Id

Syncope, nausea.Symptom Text:

NoneOther Meds:
Lab Data:
History:

None known.Prex Illness:

None known.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

309249-1

21-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Nausea, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
10-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1486U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8095
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Apr-2008
Vaccine Date

07-Apr-2008
Onset Date

0
Days

21-Apr-2008
Status Date

VA
State Mfr Report Id

Syncope, nausea, vomiting.Symptom Text:

noneOther Meds:
Lab Data:
History:
Prex Illness:

none known.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

309250-1

21-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Nausea, Syncope, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
10-Apr-2008

Received Date

Prex Vax Illns:

VARCEL
TDAP
HPV4
MNQ

MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.
SANOFI PASTEUR

1367U
C2638AA
1267U
U2386BA

1
0
0
0

Left arm
Right arm
Left arm

Right arm

Subcutaneously
Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 8096
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Apr-2008
Vaccine Date

08-Apr-2008
Onset Date

0
Days

16-Apr-2008
Status Date

GA
State Mfr Report Id

patient reports having a small area after recieving the vaccine. States noticed her arm had more redness yesterday evening with some pain radiating up the
arm to her neck, also c/o headache. Area appears to be around 3 inches diameter, raised, and red. Advised patient to take benadryl as directed until reaction
subsides. Also to alternate warm and cold compress as needed. Advised patient if area worsnes to seek medical care.

Symptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

309271-1

16-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Headache, Neck pain, Pain, Rash, Swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
10-Apr-2008

Received Date

Prex Vax Illns:

VARCEL
HPV4
TDAP

MERCK & CO. INC.
MERCK & CO. INC.
SANOFI PASTEUR

1274U
0552U
C2775AA

0
2
0

Left arm
Right arm
Left arm

Subcutaneously
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 8097
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Feb-2008
Vaccine Date

26-Feb-2008
Onset Date

0
Days

16-Apr-2008
Status Date

MA
State Mfr Report Id

Soreness at the injection site, nausea, tingling in hand, fever, chills, sweats, headache, backache, and stomach pain.Symptom Text:

Nothing oral. Topical for acne.Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

309278-1

16-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain upper, Back pain, Chills, Headache, Hyperhidrosis, Injection site pain, Nausea, Paraesthesia, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
10-Apr-2008

Received Date

lightheadedness~ ()~NULL~~In PatientPrex Vax Illns:

HPV4 MERCK & CO. INC. 1266U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8098
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Dec-2007
Vaccine Date

12-Dec-2007
Onset Date

0
Days

21-Apr-2008
Status Date

MA
State Mfr Report Id

Pt stated at her visit for 3rd injection, that after her 2nd injection she "lost her vision x 30 seconds. Blinked a few times and it came back"Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

309296-1

21-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Blindness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
10-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 12090 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8099
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Feb-2007
Vaccine Date

02-Jun-2007
Onset Date

103
Days

14-Apr-2008
Status Date

TX
State

WAES0707USA02461
Mfr Report Id

Information has been received through the Merck pregnancy registry from a health professional concerning a female with a history of "2 full term deliveries and
1 previous pregnancy" with nausea who on 15-DEC-2006 was vaccinated with the first dose of Gardasil (Lot #654389/0961F). Concomitant therapy included
PHENERGAN TABLETS/SUPPOSITORIES. On 19-FEB-2007 the patient received the second dose of Gardasil (Lot #653736/0014U) and on 19-JUN-2007
received a third dose of (Lot #657005/0314U). The patient found out she was pregnant, with a last menstrual period date of 09-APR-2007. On 27-JUN-2007
and 16-JUL-2007 (IUP 8 weeks 2 days), the patient had an ultrasound which confirmed the dates. The estimated date of deliver is 14-JAN-2008. Follow-up
information was received from the physician. Concomitant therapy also included iron supplements. The estimated conception date was 02-JUN-2007, based on
16-JUL-2007 "us". On 16-DEC-2007 the patient had amniocentesis for suspected malformation lower extremities. On an unspecified date a fetal MRI was
performed for screening of Pruder Willi, mytonic dystrophy and spinal muscular dystrophy; the results were negative. On 16-FEB-2008 the patient delivered a
baby boy weighing 7 pounds and 15 ounces, 19 cm in length, head circumference of 14 mm with an Apgar score of 8/9. The baby was not born normal. The
baby was born with club feet, congenital dislocation of the hip and malformation of the knees. On an unspecified date an amniotic fluid analysis was performed
and was "PFP" within normal limits and a chromosomal analysis (karotype) was performed and the results were (L46, XY). The physician felt that club feet,
congenital dislocation of the hip and malformation of the knees was a congenital anomaly. Additional information has been requested.

Symptom Text:

iron (unspecified); PHENERGAN 25 mgOther Meds:
Lab Data:

History:
Pregnancy NOS (LMP = 4/9/2007); Nausea; AnaemiaPrex Illness:

ultrasound, 06/27/07, IUP; ultrasound, 07/16/07, IUP-8 weeks 2 days; amniocentesis, 12/16/07, suspected malformation lower extremities; magnetic
resonance, fetal-results negative screening for Pruder Willi, mytonic dystrophy and spinal musc

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

309309-1

14-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Foetal disorder

 ER VISIT, NOT SERIOUS

Other Vaccine
11-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0014U 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8100
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Jun-2007
Vaccine Date

13-Jun-2007
Onset Date

0
Days

14-Apr-2008
Status Date

FL
State

WAES0708USA04003
Mfr Report Id

Initial and follow up information has been received via the Merck pregnancy registry, from a licensed practical nurse (LPN) and a healthcare professional,
concerning a 17 year old female patient with no pertinent medical history and no prior pregnancies, who had her LMP on 25-MAY-2007, was unknowingly
pregnant, and on 13-JUN-2007 was vaccinated IM, with the first dose, 0.5ml, of Gardasil (Lot # not provided).  There was no concomitant medication.
Following the vaccination, the patient took a home pregnancy test, and determined that she was pregnant (estimated date of delivery was 29-FEB-2008).  The
patient was examined in the office, and the LPN indicated that there were no problems reported.  Follow up information indicated that on 11-SEP-2007, the
patient experienced a spontaneous abortion (< 20 weeks).  No other details were provided.  Upon internal review, "spontaneous abortion (< 20 weeks)" was
considered to be serious as an other important medical event.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 5/25/2007)Prex Illness:

beta-human chorionic, pregnant

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

309310-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
11-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8101
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Feb-2008
Vaccine Date

09-Feb-2008
Onset Date

0
Days

14-Apr-2008
Status Date

FR
State

WAES0803PHL00007
Mfr Report Id

Information has been received from a 30 year old female with no history of previous pregnancy, stillbirths or miscarriage, who on 09-FEB-2008 was vaccinated
with her first dose of GARDASIL. Subsequently, she became pregnant. Date of last menstrual period is 20-JAN-2008 and estimated date of delivery is on 26-
OCT-2008. There were no concomitant medications or diseases at the time of vaccination. Vaccination schedule will be interrupted until infant is delivered. On
approximately 14-MAR-2008, the patient experienced bleeding. She was not able to report for work on that day because she was required complete bed rest.
Causality of bleeding is unknown. Additional information regarding the event has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 20Jan08)Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
30.0

309312-1 (S)

14-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Activities of daily living impaired, Drug exposure during pregnancy, Haemorrhage, Inappropriate schedule of drug administration

 PERMANENT DISABILITY, SERIOUS

Other Vaccine
11-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8102
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Dec-2007
Vaccine Date

22-Dec-2007
Onset Date

0
Days

14-Apr-2008
Status Date

NC
State

WAES0804USA00158
Mfr Report Id

Information has been received from a physician concerning a 14 year old female who was vaccinated with two previous doses of Gardasil on unspecified dates
(lot number, site and route not reported).  On approximately 22-DEC-2007 the patient was vaccinated with her third dose of Gardasil (lot number, site and route
not reported).  Subsequently, after the third dose, the patient had a "seizure" according to the physician's office.  The patient had her head slumped in her
hands and she was "rigid".  The patient became disoriented and did not know the time and date.  The patient sought unspecified medical attention.  The patient
recovered on an unspecified date.  No further information was provided.  Upon internal review seizure was considered to be an other important medical event.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

309313-1

14-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Disorientation, Muscle rigidity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
11-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8103
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jun-2007
Vaccine Date

01-Jun-2007
Onset Date

0
Days

14-Apr-2008
Status Date

FR
State

WAES0804USA00985
Mfr Report Id

Information has been received from a gynecologist concerning a 17 year old female with no reported medical history who on an unspecified date received her
first dose of Gardasil (lot, route and site not reported).   In June 2007, she was vaccinated with her second dose of Gardasil (lot, route and site not reported).
There was no concomitant medication.  On an unspecified day in approximately July of 2007, about 3 to 4 weeks post vaccination, the patient developed
purpura and was hospitalized.  A blood count was taken on an unspecified date and showed thrombocytes of 6000/mcl.  The patient was hospitalized on an
unspecified date.  Idiopathic thrombocytopenic purpura was diagnosed and treatment with high dosed cortisone was started.  At the time of reporting the
symptoms were improving.  Other business partner numbers include E200802906.  Additional information is not expected.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

platelet count, 6000 mc/l
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

309314-1 (S)

14-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Idiopathic thrombocytopenic purpura

 HOSPITALIZED, SERIOUS

Other Vaccine
11-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8104
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jun-2007
Vaccine Date

21-Dec-2007
Onset Date

186
Days

14-Apr-2008
Status Date

FR
State

WAES0804USA01188
Mfr Report Id

Information has been received from a physician concerning an 18 year old female patient with hay fever and Hashimoto's thyroiditis who on 18-JUN-2007 was
vaccinated with a first dose of GARDASIL and on 20-AUG-2007 was vaccinated with a second dose of GARDASIL. On 20-DEC-2007 she was vaccinated IM
into the upper arm with a third dose of GARDASIL (lot # 0277U) (batch # NG00020). On 21-DEC-2007 the patient experienced syncope from which she
recovered, followed by loss of vision for about ten minutes. On 31-DEC-2007 another episode of vision loss occurred for about five minutes. The patient was
hospitalized from 23-DEC-2007 till 04-JAN-2008. Physical neurological examinations showed normal results. Cranial head computed axial tomography (CT)
and magnetic resonance imaging (MRI), MR angiography of the cervical arteries, duplex sonography of the cervical arteries, electroencephalography (EEG),
echo cardiography, longterm electrocardiogram (ECG) showed normal results. A lumbar puncture was carried out and it revealed "inflammatory liquor
syndrome". In cerebral spinal fluids laboratory (CSF) test cells were 66/3, protein was 43 mg/dl, and lactate was 1.3 mM. Lyme serology laboratory test was
negative. No final diagnosis was established. The patient was referred to a neurological clinic. The reporter mentioned "ongoing mild vision discomfort" on 28-
FEB-2008. Final outcome was unknown to the reporter. The other business partner number included: E200803019. Additional information is not available.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Hay fever; Hashimoto's thyroiditisPrex Illness:

Head computed axial tomography 23?Dec07 normal result; Magnetic resonance imaging 23?Dec07 normal result; Angiography 23?Dec07 MR angiography of
cervical arteries normal result; Electroencephalography 23?Dec07 normal result; Echocardiograph

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

309315-1 (S)

14-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Blindness, Inflammation, Pyrexia, Syncope, Visual disturbance

 HOSPITALIZED, SERIOUS

Other Vaccine
11-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8105
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Feb-2008
Vaccine Date

14-Mar-2008
Onset Date

15
Days

14-Apr-2008
Status Date

FR
State

WAES0804USA01477
Mfr Report Id

Information has been received from a health professional concerning a 17 year old female patient reported to be in good health and with no medical history
reported who on 28-FEB-2008 was vaccinated intramuscularly into the deltoid with a dose of Gardasil.  On 14-MAR-2008 "fifteen days after vaccination" she
had a brachial plexus injury with sensorimotor disorder (C7-C8).  There were no comprehensive inflammatory responses.  The magnetic resonance imaging
and Doppler velocimetry were normal.  Hospitalization of the patient was scheduled next week.  At the time of reporting the patient had not recovered.  Brachial
plexus injury and sensorimotor disorder were considered to be other important medical events.  Other business partner numbers include: E200803124.  No
further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

magnetic resonance imaging Comment: normal; ultrasound: Comment: normal
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

309316-1

14-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Brachial plexus injury, Sensorimotor disorder

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
11-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8106
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Apr-2008
Status Date

FR
State

WAES0804USA01496
Mfr Report Id

Information has been received from a physician, concerning a 16 year old female patient, who in October or November 2007 was vaccinated with the second
dose of Gardasil (route, site and lot # not provided).  A "short" time post vaccination, the patient experienced angioedema, which is relapsing up to now.  She
was medicated with cortisone.  The patient was "remitted" to an "allergologist".  No further information is available at this time.  The physician considered the
event to be serious as an other important medical event.  Other business partner numbers include: E2008-03067.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

309317-1

14-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Angioedema

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
11-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8107
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Apr-2008
Status Date

FR
State

WAES0804USA01498
Mfr Report Id

This case is poorly documented.  Information has been received from a gynecologist, via a company representative, concerning an adolescent female patient,
who was vaccinated IM in the upper arm, with a dose of Gardasil (date, route, lot # not reported).  Subsequently the patient developed severe dizziness and
was admitted to the hospital for diagnostics.  "Embolism" (not specified) was taken into consideration.  At the time of this report, the outcome of the events was
unspecified.  Other business partner numbers include: E2008-03057.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

309318-1 (S)

14-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Embolism

 HOSPITALIZED, SERIOUS

Other Vaccine
11-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8108
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Apr-2008
Status Date

--
State

WAES0804USA01499
Mfr Report Id

Information has been received from a registered nurse concerning a female patient who, on an unspecified date, was vaccinated with a 0.5 mL dose of
Gardasil and fainted.  It was also reported that the patient's blood pressure dropped to 20/70 and she had to be taken to the hospital.  No further information
was provided.  Outcome was not reported.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

blood pressure 20/70
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

309319-1 (S)

14-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure decreased, Syncope

 HOSPITALIZED, SERIOUS

Other Vaccine
11-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8109
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Feb-2008
Vaccine Date

Unknown
Onset Date Days

14-Apr-2008
Status Date

FR
State

WAES0804USA01500
Mfr Report Id

Information has been received from a physician concerning a 16 year old female patient with no medical history reported who on 21-FEB-2008 was vaccinated
intramuscularly into the left upper arm with a third dose of Gardasil.  Subsequently, on an unknown date the patient experienced hemiplegia and complained
about eye disorder.  The patient was admitted to the hospital.  It was reported that symptoms were ongoing at the time of reporting.  Other business partner
numbers include: E200802994.  No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

309320-1 (S)

14-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Eye disorder, Hemiplegia

 HOSPITALIZED, SERIOUS

Other Vaccine
11-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8110
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Apr-2008
Status Date

NY
State

WAES0804USA01537
Mfr Report Id

Information has been received from a nurse practitioner concerning a 16 year old female patient with "no seizure history" who on an unknown date was
vaccinated with a first dose of GARDASIL at her pediatrician's office. Subsequently, the patient experienced seizures. She was taken to the emergency room.
On an unknown date, the patient recovered. No product quality complaint was involved. Upon internal review seizures was considered to be an other important
medical event. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

309321-1

14-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion

 ER VISIT, NOT SERIOUS

Other Vaccine
11-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8111
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Jan-2008
Vaccine Date

18-Jan-2008
Onset Date

14
Days

14-Apr-2008
Status Date

FR
State

WAES0804USA01582
Mfr Report Id

Information has been received from an agency concerning a 15 year old female with no relevant medical history, with a history of Crohn's disease and
haemorrhagic rectocolitis in 2 maternal aunts who on 04-JAN-2008, was vaccinated IM into the deltoid with a first dose of Gardasil. On 18-JAN-2008 14 days
after the vaccination, the patient experienced diarrhea, she had no fever. The patient also developed polyarthritis of the hands and feet. Distal and proximal
interphalangeal joints were swollen but without inflammatory signs. The skin was bluish, the extremities were rather cold. Impairment was symmetric. On 28-
JAN-2008, examinations were performed due to persisting symptoms. There was no sign of inflammation, no leukocytosis was found, sedimentation rate was
12 and serum C-reactive protein test (CRP) was normal. Antinuclear factor was negative, anti PCC antibodies was 46 (normal <50) and x-rays of the hands and
wrists were normal. As of 27-FEB-2008, her symptoms had regressed in the feet and persisted in the hands, even through edema had regressed. The patient
was seen on 14-MAR-2008. Inflammatory arthralgia of the fingers and metacarpal-phalangeal joints persisted in spite of treatment with DI-ANTALVIC. Blood
tests showed positive anti-citrulline at 77 IU/ml for a threshold of 25; positive rheumatoid factor at 26.7 IU/ml for a threshold of 5; antinuclear factors were not
significant at 1/80, CRP was lower than 5 and x-rays of the hands showed no anomalies. The clinician concluded to a probable incipient rheumatoid arthritis. At
the time of reporting the patient had not recovered. Only diarrhea had resolved. Upon internal review the rheumatoid arthritis was considered to be an other
important medical event. Other business partners numbers include: E200803171 and PC20080065. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Prex Illness:

physical examination, 28Jan08, no sign of inflammation, no leukocytosis found; diagnostic laboratory test, 28Jan08, anti-PCC antibodies at 46 (normal <50); X-
ray, 28Jan08, of hands and wrists were normal; diagnostic laboratory test, 14Mar08
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

309322-1

14-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Diarrhoea, Familial risk factor, Inflammation, Joint swelling, Oedema, Peripheral coldness, Polyarthritis, Rheumatoid arthritis, Skin discolouration

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
11-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8112
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-Apr-2008
Status Date

FR
State

WAES0804USA01919
Mfr Report Id

Information has been received from a healthcare professional, concerning a 15 year old female patient, who on an unknown date was vaccinated with a dose of
GARDASIL (route, site and lot # not reported). Three weeks after vaccination, the patient developed a serious neurological disorder, not otherwise specified.
She was hospitalized (date and details not provided). At the time of this report, the outcome of the event was unspecified. No further details were provided.
Other business partner numbers include: E2008-03158.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

309323-1 (S)

14-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Nervous system disorder

 HOSPITALIZED, SERIOUS

Other Vaccine
11-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8113
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Apr-2008
Vaccine Date

08-Apr-2008
Onset Date

0
Days

16-Apr-2008
Status Date

NC
State Mfr Report Id

Patient developed fine erythematous papular rash on cheeks after receiveing the vaccine.  The rash was pruritic.  She also developed itching of her eyes and
body aches.  She says it is at night.  She was already taking OTC antihistamines- Tavist, Claritin and Benadryl.  I treated with Atarax 25mg.

Symptom Text:

Tavist, ClaritinOther Meds:
Lab Data:
History:

None except allergic rhinitisPrex Illness:

Seasonal allergic rhinitis

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

309358-1

16-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Eye pruritus, Pain, Rash, Rash erythematous, Rash papular, Rash pruritic

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
11-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1967U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8114
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Dec-2007
Vaccine Date

17-Dec-2007
Onset Date

4
Days

22-Apr-2008
Status Date

DE
State Mfr Report Id

On December 17, 2007, four days after receiving the third Gardasil vaccine Samantha developed violent tics. She was unable to control the movement of her
head and limbs. The tics were proceeded by a low grade temperature, then severe shooting ear pain. The following day she was seen by her pediatrician and a
pediatric neurologist. Blood tests and MRI's done. There were no positive findings. She was placed on clonapine and tenex. The tics reduced and became
more manageable. Due to there being no positive findings she was referred to a psychiatrist who gradually took her off clonapine (the tenex has been
discontinued) and replaced it with effexor. The tics were controllable, but not gone. Feb 4, 2008 Samantha developed a  low grade temperature, followed by
stabbing ear pain, then the tics resumed. She was seen by her ped and ped neuro. Stress was thought to be the cause. They lasted for four days. Then the tics
subsided. The temp, ear pain, and violent tics reappeared on March 10 lasting 9 days. Blood tests were run. There were no positive findings. She was seen by
the ped, ped neuro and by an ENT. The ent beleives the ear pain was due to clenching of the jaw. She was placed on a soft food diet for two weeks.On April 7
the tics appeared but not as violently. There was a small temperature but no ear pain.

Symptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

MRI and blood tests were negative
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

309373-1

22-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Body temperature increased, Ear pain, Stress, Tic

 ER VISIT, NOT SERIOUS

Other Vaccine
12-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8115
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Apr-2008
Vaccine Date

08-Apr-2008
Onset Date

4
Days

22-Apr-2008
Status Date

MA
State Mfr Report Id

4d post injection c/o nausea with vomiting (L) post leg discomfort esp walking.Symptom Text:

Other Meds:
Lab Data:
History:

NoPrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

309387-1

22-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Limb discomfort, Nausea, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
11-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1061U 0 Left arm Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Apr-2008
Vaccine Date

09-Apr-2008
Onset Date

0
Days

23-Apr-2008
Status Date

MA
State Mfr Report Id

Local blanching redness at deltoid site of injection.Symptom Text:

N/AOther Meds:
Lab Data:
History:
Prex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

309393-1

23-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Pallor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
11-Apr-2008

Received Date

Prex Vax Illns:

TDAP

HPV4
MNQ

GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
SANOFI PASTEUR

AC52B019AA

1967U
U2542AA

0

0
0

Right arm

Left arm
Left arm

Intramuscular

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 8117
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Jan-2008
Vaccine Date

06-Feb-2008
Onset Date

16
Days

15-Apr-2008
Status Date

FR
State

WAES0804USA01917
Mfr Report Id

Information has been received from a health authority concerning a 16 year old female patient with diabetes mellitus insulin-dependent (for eight years) and
asthma who on 21-DEC-2007 and 21-JAN-2008 was vaccinated intramuscularly with the first and second doses of Gardasil, respectively.  Concomitant therapy
included LANTUS, NOVORAPID and SYMBICORT.  On approximately 06-FEB-2008, reported as "in early February, 15 days before 21-FEB-2008," the patient
experienced a reduction of her visual acuity with peri-orbital pain in the right eye, which subsequently resolved.  On 21-FEB-2008 the patient was hospitalized
due to decreased visual acuity of the right eye.  Retrobulbar optic neuropathy was diagnosed.  Examination of the fundus oculi found significant papilloedema
of the right eye.  On 22-FEB-2008, lung x-ray was unremarkable; the patient had glycosylated hemoglobin level of 11.7%, serum C reactive protein was less
than 5 and normal electrolyteogram.  Visual acuity was measured by movements of the hand on the right side.  Anterior segment was normal; intraocular
pressure was normal; fundus oculi revealed papilloedema, 2 slight "flame-like" peripapillary haemorrhages but no macular oedema and no hyalitis.
Contralateral examination found visual acuity of 6/10 P2, a normal anterior segment and normal intraocular pressure.  Fundus oculi was normal.  No sign of
diabetic retinopathy nor papilloedema.  Fluorescein angiography found slight delay in peripapillary choroidal filling of the right eye.  Visual evoked potentials
were completely destructured on the right and normal on the left.  The suggested diagnosis was retrobulbar optic neuropathy of the right eye.  Differential
diagnosis was suggested given the patient's history of ill-balanced diabetes, assessment of cardiovascular risk factors, of acute anterior ischemic optic
neuropathy and search for infectious or inflammatory papillitis.  Brain MRI of 22-FEB-2008 found asymmetric signal between both optic nerves with T2
hypersignal on the right of the optic nerve that

Symptom Text:

LANTUS, Unk - Unk; NOVORAPID, Unk - Unk; SYMBICORT, Unk - UnkOther Meds:
Lab Data:

History:
Diabetes mellitus insulin-dependent; AsthmaPrex Illness:

angiography, ??Feb08, slight delay in peripapillary choroidal filling of the right eye; visual evoked potential, ??Feb08, destructured on right; normal on left;
chest computer axial tomography, ??Feb08, normal; ultrasound, ??Feb08, heart -

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

309410-1 (S)

15-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Eye haemorrhage, Eye pain, Optic neuritis retrobulbar, Papilloedema, Visual acuity reduced

 HOSPITALIZED, SERIOUS

Other Vaccine
14-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8118
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Oct-2007
Vaccine Date

Unknown
Onset Date Days

15-Apr-2008
Status Date

FR
State

WAES0802USA00289
Mfr Report Id

Initial and follow up information has been received from a health professional concerning a 15 year old female patient with a history of past infection of
chickenpox and immunisation with rubella vaccination prior to pregnancy and no other relevant medical history. The patient weighed 580 grams. On 05-OCT-
2007 she was vaccinated with a first dose of GARDASIL (batch # NE24240) (lot # 654884/0902F) and on 10-DEC-2007 she was vaccinated with a second
dose of GARDASIL (batch # NE24240) (lot # 654884/0902F) (route and site not reported). On an unknown date but following the immunisation, the patient was
found to be five months pregnant. The date of the last menstrual period was 30-AUG-2007. The patient was at fifteen weeks gestation at the time of the
immunisation. On an unknown date, at twenty three weeks gestation the patient developed a premature labour. The outcome was unknown. The reporter
considered premature labour to be an other important medical event. Other business partner number included E2008-00684. Additional information is not
available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Chickenpox; Immunisation

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

309411-1

15-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Premature labour

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0902F 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8119
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Sep-2007
Vaccine Date

05-Sep-2007
Onset Date

0
Days

15-Apr-2008
Status Date

IL
State

WAES0804USA00372
Mfr Report Id

Information has been received from a registered nurse concerning her 16 year old daughter with no known drug allergies and no medical history reported, who
on 04-SEP-2007 was vaccinated intramuscularly with the second dose of Gardasil. Concomitant therapy included ACCUTANE. On 05-SEP-2007, the patient
developed acute abdominal pain "within 24 hours of the vaccination," and was hospitalized for three days. The patient was diagnosed with mesenteric
lymphadenitis and was treated with antibiotics and pain medications. Diagnostic laboratory studies performed, with no results reported, included: complete
blood cell count, urine test, x-ray and computed axial tomography. On 09-SEP-2007 the patient recovered and was released from the hospital. No product
quality complaint was involved. Mesenteric lymphadenitis was considered to be disabling and an other important medical event. Additional information has
been requested.  5/2/08 Reviewed hospital medical records of 9/7-9/8/07. FINAL DX: non provided, no d/c summary available. Records reveal patient
experienced fever, generalized body aches & achy abdominal pain x 1 day, worse on deep inspiration, better if lying down.  Exam revealed tenderness RUQ &
RLQ.  Admitted for observation.  GYN & surgical consults done.  D/C to home.

Symptom Text:

ACCUTANEOther Meds:
Lab Data:

History:
Prex Illness:

x-ray; computed axial; complete blood cell; urinalysis  LABS: UA w/1+ total protein, WBC 6-10, RBC 6-20, occ bacteria, c/s neg.  CBC, amylase, lipase, ASO,
mono & chemistry WNL.  ESR 25 (H)CXR WNL.  US of gallbladder WNL.  CT of abdomen/p
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

309412-1 (S)

08-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Abdominal tenderness, Lymphadenitis, Ovarian cyst, Pain, Pyrexia

 ER VISIT, HOSPITALIZED, PERMANENT DISABILITY, SERIOUS

Other Vaccine
14-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1060U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8120
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-Apr-2008
Status Date

FR
State

WAES0804USA01216
Mfr Report Id

Information has been received from a physician concerning a female patient with no medical history reported who was vaccinated with the first dose of Gardasil
(lot#, site, route and exact date not reported).  Approximately, eight weeks post vaccination the patient experienced facial paresis.  Nevertheless, the patient
was vaccinated with the second dose of Gardasil three days after the onset of the symptoms.  Reportedly, she was hospitalized, cerebrospinal fluid was taken,
Borrelia was negative.  At the time of this report the patient's final outcome was unknown.  Other business partner numbers include: E200802962.  No further
information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

cerebrospinal fluid histidine test, Borrelia was negative
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

309413-1 (S)

15-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Facial paresis

 HOSPITALIZED, SERIOUS

Other Vaccine
14-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8121
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Jan-2008
Vaccine Date

21-Jan-2008
Onset Date

14
Days

15-Apr-2008
Status Date

FR
State

WAES0804USA01217
Mfr Report Id

Information has been received from a physician concerning a 17 year old female patient who on 07-JAN-2008 was vaccinated with the second dose of
GARDASIL.  On approximately 21-JAN-2008, "about two-three weeks post vaccination," the patient complained of severe headache, nausea, vomiting and
asthenia.  Tentative diagnosis of meningeal irritation was established.  Because of ongoing symptoms the patient was hospitalized on 02-APR-2008 for check
up.  The patient received treatment with ibuprofen and dipyrone (METAMIZOLE).  It was also reported that the previous vaccination with GARDASIL was well
tolerated.  Other business partner numbers include: E200802991.  No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Immunisation

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

309414-1 (S)

15-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Headache, Meningism, Nausea, Vomiting

 HOSPITALIZED, SERIOUS

Other Vaccine
14-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-Apr-2008
Status Date

TX
State

WAES0804USA01414
Mfr Report Id

Information has been received from a health professional concerning a 15 year old female who was vaccinated IM with the first dose of GARDASIL (lot# not
reported). Subsequently the patient started convulsing and fainted after administration. The patient recovered from her convulsions and from having fainted.
After internal review, convulsion was considered to be an other important medical event. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

309415-1

15-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Aug-2007
Vaccine Date

01-Oct-2007
Onset Date

32
Days

15-Apr-2008
Status Date

FR
State

WAES0804USA01816
Mfr Report Id

Information has been received from a health authority (PEI2008003476) concerning a 16 year old female patient with neurodermatitis who on 30-AUG-2007
was vaccinated with a first dose of Gardasil (lot #, injection site not reported).  In October, 2007 the patient experienced aggravation of neurodermatitis with
pruritic impetigo on head, upper extremities and face.  On 22-OCT-2007, it was confirmed by smear test as Staphylococcus aureus.  She was hospitalized from
23-OCT-2007 to 29-OCT-2007.  Other relevant laboratory tests were: on 24-OCT-2007 serum leukocytes was 13.6, serum antistreptolysin O antigen test (ASL)
was 24 IU/ml, serum immunoglobulin E (IgE) was 621 IU/ml, serum glucose was 199 mg/dl.  Treatment with STAPHYLEX, CETIRIZIN, and cortisone ointment
was started.  Afterwards improvement with symptoms noted.  The other business partner included: E200803177.  The case is closed.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
NeurodermatitisPrex Illness:

diagnostic laboratory test, 22Oct07, Staphylococcus aureus in smear test; WBC count, 24Oct07, 13.6; serum glucose, 24Oct07, 119 mg/dl; serum
immunoglobulin E test, 24Oct07, 621 IU/ml; serum antistreptolysin O antigen test, 24Oct07, 24 IU/ml

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

309416-1 (S)

15-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Condition aggravated, Impetigo, Neurodermatitis, Pruritus

 HOSPITALIZED, SERIOUS

Other Vaccine
14-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Apr-2008
Vaccine Date

02-Apr-2008
Onset Date

1
Days

15-Apr-2008
Status Date

FR
State

WAES0804USA02122
Mfr Report Id

Information has been received from a paediatrician concerning a 14 year old female, who on 01-APR-2008 was vaccinated IM into the left upper arm with a first
dose of GARDASIL (Batch# NG34780).  On 02-APR-2008 the patient experienced paraesthesia in the palm of her left hand, left fingers without thumb, left
dorsal lower arm, and left foot.  The patient was hospitalized on 04-APR-2008.  At the time of the report, the patient's symptoms were improving.  other
business partner numbers included: E200803231.  Additional information is not available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

309417-1 (S)

15-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Paraesthesia

 HOSPITALIZED, SERIOUS

Other Vaccine
14-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NG34780 0 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Dec-2007
Vaccine Date

19-Dec-2007
Onset Date

13
Days

15-Apr-2008
Status Date

FR
State

WAES0804USA02149
Mfr Report Id

Information has been received from an health authority concerning a 25 year old female patient with no medical history reported, who on 06-DEC-2007 was
vaccinated with a dose of GARDASIL (Lot # 0352U, batch # NG00320).  On 19-DEC-2007 the patient developed dysaesthesa.  Dysaesthesa right upper
extremity, right lower extremity radiating, back, trunk radiating, emigrating to the left side.  An MRI, performed on 14-JAN-2008 showed inflammation
pedunculus cerebellaris, right superior.  The adverse event was not treated.  A punctuation, after the female was taken ambulant was performed; lymphocytic
cell profile in liquor, possible diagnosis of an aseptic meningitis not yet clarified.  No specific medicamentous treatment, the patient will be controlled closely
monitored.  It was reported that there was no family history and no multiple sclerosis in the family.  The reporter will inform the health authority concerning the
following process and if there are further examinations and diagnosis. The female recovered on an unspecified day.  It was reported that the relation to the
vaccine is nonspecific but cannot be excluded.  The reporter stated that this case was specified as medically important.  Other business partner numbers
include: E200803201 and 27512.  No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Prex Illness:

Magnetic resonance imaging 14Jan08 inflammation pedunculus cerebellaris, right superior; Spinal tap lymphocytic cell profile in liquor, possible dx of aseptic
meningitis not clarified.
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

309418-1

15-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dysaesthesia, Swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0352U 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Apr-2008
Vaccine Date

07-Apr-2008
Onset Date

0
Days

21-Apr-2008
Status Date

CT
State

CT200803
Mfr Report Id

Allergic reaction.  Coughing, facial swelling and hives 15 minutes after leaving the office.  Epi pen administered by mother en route to medical center.  Treated
in ED and discharged home same day.  5/20/08 Reviewed ER medical records of 4/7/2008. FINAL DX: allergic reaction Records reveal patient experienced
itching, SOB, throat tightness, rhinorrhea, chest tightness & hives approx 2 hours s/p vaccination.  Developed redness & swelling at varicella injection site.
Used epi-pen & antihistamine at home.  Called EMS who found patient SOB w/eye swelling, face red.  Tx w/steroids.  Improved & d/c to home on continued
meds.

Symptom Text:

Advair, Flovent, Vyvanse, Zoloft, fluorideOther Meds:
Lab Data:
History:

nonePrex Illness:

none
Triple X syndrome, eosinophilic esophagitis  PMH: allergies to nuts, shellfish, eggs, ceclor, paprika. Anxiety.  ADHD.  Family hx of asthma & food allergies.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

309457-1 (S)

27-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Chest discomfort, Cough, Dyspnoea, Erythema, Eye swelling, Hypersensitivity, Injection site erythema, Injection site swelling, Pruritus, Rhinorrhoea, Swelling
face, Throat tightness, Urticaria

 ER VISIT, LIFE THREATENING, SERIOUS

Other Vaccine
14-Apr-2008

Received Date

Prex Vax Illns:

VARCEL
HPV4
MNQ

MERCK & CO. INC.
MERCK & CO. INC.
SANOFI PASTEUR

1784U
1967U
U2375BA

1
0
0

Left arm
Left arm
Left arm

Subcutaneously
Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Apr-2008
Vaccine Date

08-Apr-2008
Onset Date

0
Days

24-Apr-2008
Status Date

NY
State Mfr Report Id

10 year old felt dizzy and lightheaded immediately after getting Hep A and Gardasil for 5-10 minutes. Patient vital signs were stable BP=90/60, P=70, RR=19.
Patient drank 1 glass of water and was back to looking normal within 10 minutes. Patient observed in clinic for 1 hour after vaccine given

Symptom Text:

Other Meds:
Lab Data:
History:

Nasal congestion x 2 dayPrex Illness:

None
Asthma/Seasonal allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
10.0

309458-1

24-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Immediate post-injection reaction

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-Apr-2008

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

1446U
AHAVB223AA

2
1

Left arm
Right arm

Unknown
Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Apr-2008
Vaccine Date

10-Apr-2008
Onset Date

0
Days

23-Apr-2008
Status Date

CT
State Mfr Report Id

Pale, faint, clammy, B/P 100/54, HR 68.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

309463-1

23-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Cold sweat, Pallor, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1967U 1 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Mar-2008
Vaccine Date

09-Mar-2008
Onset Date

5
Days

24-Apr-2008
Status Date

CA
State Mfr Report Id

Bilateral arm pain that developed 4 days after immunizations given. Left arm pain greater than right. Pain is diffuse, not localized at deltoid and weakness.Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

309464-1

24-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Muscular weakness, Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-Apr-2008

Received Date

Prex Vax Illns:

TDAP

MNQ
HPV4
FLU

GLAXOSMITHKLINE
BIOLOGICALS
SANOFI PASTEUR
MERCK & CO. INC.
SANOFI PASTEUR

AC2B019BA

U2532AA
1448U
U2441AA

0

0
0

Left arm

Right arm
Right arm
Left arm

Intramuscular

Intramuscular
Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Oct-2007
Vaccine Date

08-Oct-2007
Onset Date

0
Days

16-Apr-2008
Status Date

FL
State

WAES0710USA02605
Mfr Report Id

Information has been received from a Registered Nurse (R.N.) and the consumer for the Pregnancy Registry for Gardasil concerning a 28 year old female
patient with bacterial infection, sulfonamide allergy and a history of miscarriage few days before Memorial day, and HPV positive who on 08-OCT-2007 was
vaccinated IM into left arm whether first dose of Gardasil lot #0530U. Concomitant therapy included "vaginal cream" [therapy unspecified] and YASMIN. The
nurse from the physician's office reported that on 09-OCT-2007 the patient notified that her urine pregnancy test was positive on 08-OCT-2007. The patient
mentioned that she took a second urine pregnancy test at home on 12-OCT-2007 which was positive. The last menstrual period date was 01-SEP-2007. The
patient indicated that she has a follow up visit scheduled with the physician. She confirmed that she was pregnant before but "miscarried at home few days
before memorial day." No adverse symptoms and no other information available. The outcome was unknown. Follow up information was received from the
registered nurse on 31-MAR-2008. On an unspecified date the patient had an elected termination of the pregnancy. No other information is expected. Upon
internal review elective termination of pregnancy was considered to be an other important medical event.

Symptom Text:

(therapy unspecified); YASMINOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 9/1/2007); Bacterial infection; Papilloma viral infection; Sulfonamide allergyPrex Illness:

urine beta-human, 10/08/07, positive; beta-human chorionic, 10/12/07, positive
Miscarriage

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

309499-1

16-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abortion induced, Drug exposure during pregnancy, Inappropriate schedule of drug administration

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0530U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8131
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Mar-2008
Vaccine Date

19-Mar-2008
Onset Date

0
Days

16-Apr-2008
Status Date

FR
State

WAES0804HUN00002
Mfr Report Id

Information has been received from a physician concerning a 26 year old white female who on 19-MAR-2008 was vaccinated with GARDASIL.  There was no
concomitant medication.  On 19-MAR-2008, the patient experienced epileptic seizure less than a minute after vaccination.  Subsequently, the patient recovered
from epileptic seizure.  In the past the patient was vaccinated with different vaccines, according to a program and had never experienced any adverse
reactions, but fainted several times when she had blood drawn for laboratory testing.  Upon internal review, epileptic seizure was considered to be an other
important medical event.  No further information is available.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

309500-1

16-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Epilepsy, Immediate post-injection reaction

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Aug-2007
Vaccine Date

22-Aug-2007
Onset Date

2
Days

16-Apr-2008
Status Date

FR
State

WAES0804POL00004
Mfr Report Id

Information has been received from a health professional concerning a 19 year old female who on 15-JUN-2007 was vaccinated with first dose of GARDASIL.
On 20-AUG-2007 the patient was vaccinated with second dose of GARDASIL (Batch number NE 63210; expiration date 27-MAR-2009). On 22-AUG-2007 the
patient experienced fever, itching-burning rash on thigh, which progressed to the heel and limited walk pain in leg. The patient was hospitalized. The patient
was treated with two injections (no accurate data known). The patient recovered from fever, itching-burning rash and pain in leg. Due to symptoms which
appeared after second dose of vaccine, the patient was not vaccinated with third dose of GARDASIL. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

309501-1 (S)

16-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Burning sensation, Gait disturbance, Pain in extremity, Pyrexia, Rash pruritic

 HOSPITALIZED, SERIOUS

Other Vaccine
15-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NE63210 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8133
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Jan-2008
Vaccine Date

13-Mar-2008
Onset Date

51
Days

16-Apr-2008
Status Date

FR
State

WAES0804USA02158
Mfr Report Id

Information has been received from a health authority (PEI2002008003461) concerning a 15 year old female, who on 22-JAN-2008 was vaccinated IM in the
right upper arm with a first dose of Gardasil (Batch# NS58150).  Since the beginning of February the patient complained about a headache, which was ongoing
at the time of the report.  On 13-MAR-2008 suspicion of disseminated encephalomyelitis was diagnosed.  The patient was hospitalized and several tests were
made (results not reported).  It was reported that viral meningitis, borreliosis, and multiple sclerosis were ruled out.  At the time of the report, the patient's
symptoms were ongoing.  It was reported that previous unspecified vaccinations were well tolerated.  Other business partner numbers included: E2008-03156.
Additional information is not available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory test, viral meningitis, borreliosis, and MS were ruled out
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

309502-1 (S)

16-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Leukoencephalomyelitis

 HOSPITALIZED, SERIOUS

Other Vaccine
15-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Right arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Apr-2008
Vaccine Date

08-Apr-2008
Onset Date

0
Days

16-Apr-2008
Status Date

CA
State

WAES0804USA02247
Mfr Report Id

Information has been received from a medical assistant concerning a 14 year old female who on 08-APR-2008 was vaccinated with GARDASIL
(lot#659437/1266U) 0.5mL IM. Concomitant therapy included MENACTRA and "TB" vaccine (manufacturer unknown). On 08-APR-28 the patient fainted after
receiving GARDASIL. The medical assistant reported that the patient was rushed to the hospital via ambulance due to severe hypotension after receiving the
vaccine. At the time of reporting it was unknown if the patient had recovered. The reporter felt that syncope and severe hypotension were considered to be
disabling, life threatening and an other medical event. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

309503-1 (S)

16-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hypotension, Syncope

 ER VISIT, LIFE THREATENING, PERMANENT DISABILITY, SERIOUS

Other Vaccine
15-Apr-2008

Received Date

Prex Vax Illns:

MNQ
HPV4
BCG

SANOFI PASTEUR
MERCK & CO. INC.
UNKNOWN MANUFACTURER

NULL
1266U
NULL

0
Unknown
Unknown
Unknown

Unknown
Intramuscular

Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Mar-2008
Vaccine Date

28-Mar-2008
Onset Date

0
Days

23-Apr-2008
Status Date

WI
State Mfr Report Id

3/28/08 3:30pm received call from patient.  States nausea, dizziness and weakness developed 1/2 hour after HPV injection.  Symptoms have persisted.  Appt
offered to evaluate, patient declined.  Per MD push fluids, Tylenol.  Monitor.

Symptom Text:

Birth control pillsOther Meds:
Lab Data:
History:
Prex Illness:

None
Allergic to pyriolivin - numbness

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

309513-1

12-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Dizziness, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1757U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8136
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Feb-2008
Vaccine Date

Unknown
Onset Date Days

22-Apr-2008
Status Date

--
State Mfr Report Id

HPV vaccine, licensed for age 6-26 given to age 29 female.Symptom Text:

UnknownOther Meds:
Lab Data:
History:

UnknownPrex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
29.0

309514-1

23-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Apr-2008

Received Date

Prex Vax Illns:

HPV4
HEP

MERCK & CO. INC.
MERCK & CO. INC.

0928U
1609U

0
0

Left arm
Right arm

Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Mar-2008
Vaccine Date

01-Apr-2008
Onset Date

6
Days

23-Apr-2008
Status Date

ND
State Mfr Report Id

Rash near the site of injection, Dr. had stated that the reason for this reaction is indefinate that it was anthrax vaccine.Symptom Text:

Other Meds:
Lab Data:
History:

N/APrex Illness:

N/A
N/A

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

309540-1

23-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-Apr-2008

Received Date

Prex Vax Illns:

TYP
ANTH
HPV4

SANOFI PASTEUR
EMERGENT BIOSOLUTIONS
MERCK & CO. INC.

A0394
FAV158
1061U

4
1
1

Right arm
Right arm
Right arm

Intramuscular
Subcutaneously
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Nov-2007
Vaccine Date

21-Dec-2007
Onset Date

46
Days

17-Apr-2008
Status Date

FR
State

WAES0804USA01918
Mfr Report Id

Information has been received from a health authority, concerning a 19 year old female with penicillin allergy who on 05-NOV-2007 was vaccinated IM with the
first dose of Gardasil (lot 0275U; batch NF4050).  On 21-DEC-2007, 46 days after vaccination, the patient presented with red and swollen face that burned and
was associated with oedema of eyelids.  The episode resolved on betamethasone and CELESTAMINE.  On 09-FEB-2008, the patient was vaccinated with the
second dose, IM, of Gardasil (lot 0311U, batch NG144100).  On 14-FEB-2008, 5 days after the second vaccination, a ganglion appeared on the same side as
the vaccination.  On 16-FEB-2008, the patient experienced the same reaction as the one observed after the first injection.  She was treated again with
CELESTAMINE, and the event resolved.  On 20-FEB-2008, the patient's arm was still very painful and pain was worsening.  On 25-FEB-2008, the patient was
seen in consultation and was prescribed BI PROFENID, due to inflammatory and painful symptoms.  On 28-FEB-2008, the patient was hospitalized and treated
with PYOSTACINE.  Clinically speaking, the adenopathy did not present with crepitation on palpation, and the skin was not inflammatory.  Ultrasound of soft
tissue of the right axillary area was performed on 28-FEB-2008 and found a deep, 3 cm, large suppurated ganglion associated with local cellulitis.  On 28-FEB-
2008, in the morning, pain worsened and fever of 39 degrees C was present.  Antibiotic therapy was implemented from 28-FEB-2008, with TARGOCID and
OFLOCET orally.  A computer tomography (CT) scan was performed on 29-FEB-2008, and showed very suppurative adenopathy surrounded by two ganglions
about 1 cm large, internal sub-pectoral, of ordinary aspect and inflammatory.  The patient was discharged on 29-FEB-2008.  A repeat CT scan was scheduled.
At the time of this report, the patient was recovering.  28-Feb-2008: body temperature, 39 degrees C.  28-Feb-2008: physical examination, adenopathy not
present with crepitation on palpation; skin not inflammatory.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Penicillin allergyPrex Illness:

physical examination, 28Feb08, adenopathy not present with crepitation on palpation; skin not inflammatory; ultrasound, 28Feb08, deep 3 cm large suppurated
ganglion associated with local cellulitis; computed axial tomography, 29Feb08, very

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

309585-1 (S)

17-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Burning sensation, Cellulitis, Erythema, Eyelid oedema, Inflammation, Local reaction, Lymphadenitis bacterial, Pain in extremity, Pyrexia, Swelling face,
Synovial cyst, Vaccine positive rechallenge

 HOSPITALIZED, SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0275U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8139
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Nov-2007
Vaccine Date

01-Feb-2008
Onset Date

71
Days

17-Apr-2008
Status Date

NE
State

WAES0804USA02231
Mfr Report Id

Information has been received from a physician, concerning a 14 year old female with no pertinent medical history, who on 22-NOV-2007 was vaccinated IM
with the first dose, 0.5 ml, of GARDASIL (lot # 659435/1265U). Concomitant therapy included a dose of influenza virus vaccine (manufacturer unspecified). On
11-JAN-2008, the patient had a physical, and had no symptoms. On 15-FEB-2008, she was seen in the office by another physician, with complaints of 2 weeks
(onset 01-FEB-2008) of vomiting, diarrhea, low grade fevers and abdominal pain; the reporting physician also noted the patient had tiredness, and fainting
spells. On 19-FEB-2008, an ultrasound of the abdomen and upper right quadrant to rule out gallstones, was negative. A computed axial tomography (CAT)
scan to rule out a cyst.  A complete blood count (CBC), and a urinalysis were normal. A laparoscopy of the pelvis was also normal. On 01-MAR-2008, the
patient was hospitalized for severe abdominal pain and vomiting, and also complained of nausea and diarrhea. At discharge, on 07-MAR-2008, she was
diagnosed with increased blood pressure, and was started on therapy with propanolol (not specified). An ultrasound indicated that both kidneys were enlarged.
Although the CBC was normal, IV ROCEPHIN was started as a precautionary measure, and the patient was discharged on SUPRAX. On 10-MAR-2008 the
patient was seen by the reporting physician and normal blood pressure, tender right and left flanks, and "on and off" flushing of the face. On 12-MAR-2008, she
was seen again and flushing of the face was present, with blood pressure of 140/90 mmHg; a urine culture was negative. The patient was also seen by a
nephrologist (date not specified), and "everything was normal, including blood pressure of 125/82." On 28-MAR-2008 the patient was lightheaded with a fever,
and the wound from the laparoscopy was found to be infected; AUGMENTIN was initiated. On 02-APR-2008, the patient was pale and was admitted to the
hospital with severe abdominal pain of the left flank with persisten

Symptom Text:

Other Meds:
Lab Data:

History:

Prex Illness:

abdominal ultrasound 02/19/08 - negative; computed axial 02/19/08 - negative; diagnostic urinalysis 02/19/08 - normal; renal ultrasound 03/07?/08 - both
kidneys enlarged; blood pressure 03/12/08 140/90 mmHg; pelvic ultrasound 04/02?/08 - no
Unknown 4/28/08-records received- Previously admitted in early February, CAT scan, endoscopy, colonoscopy and biopsies were negative. PMH:sinus
infections.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

309586-1 (S)

30-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Bronchospasm, Diarrhoea, Dizziness, Fatigue, Flank pain, Flushing, Inflammation of wound, Nausea, Pallor, Pyrexia, Renal disorder,
Syncope, Vomiting

 ER VISIT, HOSPITALIZED, PERMANENT DISABILITY, SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4
FLU

MERCK & CO. INC.
UNKNOWN MANUFACTURER

1265U
NULL

0 Unknown
Unknown

Intramuscular
Unknown



10 JUN 2008 06:27Report run on: Page 8140
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
17-Apr-2008
Status Date

--
State

WAES0804USA02502
Mfr Report Id

Information has been received from a medical assistant concerning a female (age not reported) who on an unspecified date was vaccinated with a dose of
Gardasil, 0.5 mL, once, IM.  Concomitant medication was not reported.  Subsequently on an unspecified date, the patient experienced seizure.  Unspecified
medical attention was sought.  The reporting medical assistant was not sure if this was the patient's first or second dose of Gardasil, but the patient definitely
has not had the third dose yet.  Subsequently on an unspecified date, the patient recovered from seizure.  No product quality complaint was involved.  Seizure
was considered to be disabling.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

309587-1 (S)

17-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion

 PERMANENT DISABILITY, SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8141
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Mar-2008
Vaccine Date

01-Apr-2008
Onset Date

1
Days

17-Apr-2008
Status Date

--
State

WAES0804USA02557
Mfr Report Id

Information has been received from a consumer concerning her 11 year old daughter with allergic reaction to most antibiotics (products not reported) and a
history of "deflux surgery for her kidneys" who in November 2007, was vaccinated with the first dose of GARDASIL, injection, single dose and concomitantly
with meningococcal vaccine (unspecified). In January 2008, the patient was vaccinated with the second dose of GARDASIL, injection, single dose, left arm and
concomitantly with varicella virus vaccine live (MSD). On 31-MAR-2008, the patient was vaccinated with the third dose of GARDASIL, injection, single dose,
right arm and concomitantly with diphtheria toxoid (+) pertussis acellular vaccine (unspecified) (+) tetanus toxoid, injection, left arm. In November 2007 following
the first dose GARDASIL, the patient experienced a burning sensation while GARDASIL was being administered and had a little tenderness around the
injection site. In January 2008 following the second dose GARDASIL, the patient experienced burning sensation while GARDASIL was administered and had a
little tenderness around the injection site. Approximatley two weeks after receiving the second dose of GARDASIL, the same arm where she was given
GARDASIL (left arm), the patient began shaking uncontrollably and she had severe pain in this arm. The patient was taken to the hospital where she was
admitted and stayed for 24 hours. X-rays, EEG, and blood tests were performed which determined that she had not had any seizures. On 31-MAR-2008
following the third dose of GARDASIL, the patient's right arm turned bright red and was also hot to the touch. On 01-APR-2008 one day later, the patient
developed a huge welt on her right arm which persisted for 72 hours. Subsequently on unspecified dates, the patient recovered from the events. No product
quality complaint was involved. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:

Allergic reaction to antibioticsPrex Illness:

electroencephalograpy; diagnostic laboratory; X-ray
Surgery

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

309588-1 (S)

02-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, Injection site erythema, Injection site irritation, Injection site pain, Injection site streaking, Injection site warmth,
Pain in extremity, Tremor, Vaccine positive rechallenge

 HOSPITALIZED, SERIOUS

Related reports:   309588-2;  309588-3

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

VARCEL
MEN
DTAP
HPV4

MERCK & CO. INC.
UNKNOWN MANUFACTURER
UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL
NULL
NULL 2

Unknown
Unknown
Left arm

Right arm

Unknown
Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 8142
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Mar-2008
Vaccine Date

04-Apr-2008
Onset Date

4
Days

02-May-2008
Status Date

OH
State Mfr Report Id

Saw patient 4 days following immunization with Gardasil.  Local edema erythema quarter size tender at site most likely allergic reaction.  No tx for this reaction.
Had another vaccine opposite arm & was tx for cellulitis for that one.

Symptom Text:

Other Meds:
Lab Data:
History:

NoPrex Illness:

none
PCN, Biaxin, ?Bactrim

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

309588-2

09-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site oedema, Injection site pain, Local reaction

 NO CONDITIONS, NOT SERIOUS

Related reports:   309588-1;  309588-3

Other Vaccine
01-May-2008

Received Date

Prex Vax Illns:

TDAP
HPV4

UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
1486U 2

Unknown
Unknown

Unknown
Intramuscular



10 JUN 2008 06:27Report run on: Page 8143
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Mar-2008
Vaccine Date

02-Apr-2008
Onset Date

2
Days

05-May-2008
Status Date

OH
State Mfr Report Id

Saw patient 4 days following immunization. Local induration, erythema 4" around vaccine site. C/O arm discomfort. Treated as cellulitis with Duricef since
Benadryl for allergic reaction was not effective in decreasing symptoms.

Symptom Text:

Other Meds:
Lab Data:
History:

NoPrex Illness:

PCN, Bactrim, Biaxin

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

309588-3

05-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Cellulitis, Injection site erythema, Injection site induration, Limb discomfort

 NO CONDITIONS, NOT SERIOUS

Related reports:   309588-1;  309588-2

Other Vaccine
01-May-2008

Received Date

Prex Vax Illns:

TDAP
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

C2844AA
1486U

0
2

Left arm
Right arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 8144
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Jul-2007

Vaccine Date
01-Nov-2007
Onset Date

115
Days

17-Apr-2008
Status Date

FR
State

WAES0804USA02596
Mfr Report Id

Information has been received from an health authority, concerning a 16 year old female patient, with a history of no reaction on exposure to dose 1 (09-JUL-
2007), who on 06-SEP-2007 was vaccinated IM in the upper arm, with dose 2 of Gardasil (lot # 1473F; batch NF46730).  In about November 2007, the patient
developed somnolence, polydipsia, cephalgia, and severe asthenia of unknown origin and tiredness.  On an unknown date, she was hospitalized, with no
findings on the following diagnostic tests: electroencephalogram (EEG), lumbar puncture, and magnetic resonance imaging (MRI) of the neurocranium.  In
January 2008, the patient recovered from somnolence, polydipsia and cephalgia.  On 10-JAN-2008, the patient was vaccinated IM in the upper arm, with dose
3 of Gardasil (batch # NE58550).  Following the vaccination, she developed the same symptoms (noted to include tiredness), but milder.  At the time of this
report, mild asthenia and tiredness were ongoing.  Other business partner numbers include: E2008-03340; reference # PEI2008003744.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

spinal tap, ??Nov07, negative; electroencephalography, ??Nov07, negative; magnetic resonance imaging, ??Nov07, neurocranium MRI negative
No reaction on previous exposure to vaccine

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

309589-1 (S)

17-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Fatigue, Headache, Polydipsia, Somnolence, Vaccine positive rechallenge

 HOSPITALIZED, SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1473F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8145
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Nov-2007
Vaccine Date

15-Nov-2007
Onset Date

0
Days

24-Apr-2008
Status Date

MI
State Mfr Report Id

Developed urticaria approximately 12-16 hours after last HPV vaccination. Was back at college at the time. Went to urgent care - prescribed steroids to treat
and advised not to get HPV#3.

Symptom Text:

Maxalt 10mg -pm; Jolivette; ZantacOther Meds:
Lab Data:
History:

nonePrex Illness:

Asthma - TMJ - Migraine

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

309601-1

24-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

FLUHPV4 MERCK & CO. INC. 1209U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8146
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Apr-2008
Vaccine Date

04-Apr-2008
Onset Date

0
Days

24-Apr-2008
Status Date

MA
State Mfr Report Id

Developed hives immediately after receiving vaccine at site and on trunk.  Benadryl given.  Mother requested to have child monitored - Vital signs and O2
stable for 45 minutes.  Parent requested patient to be monitored longer - transported to ED via ambulance.  Referred to allergist also.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Doxycycline

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

309602-1

24-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Injection site urticaria, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1757U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8147
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Apr-2008
Vaccine Date

08-Apr-2008
Onset Date

1
Days

23-Apr-2008
Status Date

CA
State Mfr Report Id

Arm was red/swollen/warm to the touch.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

309608-1

23-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Oedema peripheral, Skin warm

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

TDAP

HEPA

HPV4
MNQ

GLAXOSMITHKLINE
BIOLOGICALS
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
SANOFI PASTEUR

AC52B019AA

AHAVB216AA

0523U
U256AA

5

1

0
0

Right arm

Right arm

Left arm
Left arm

Intramuscular

Intramuscular

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 8148
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Mar-2008
Vaccine Date

27-Mar-2008
Onset Date

2
Days

24-Apr-2008
Status Date

NE
State Mfr Report Id

1 1/2 days after Gardasil shot given in left deltoid: - reaction started Thursday morning - face swelled and rash all over body.  Took Benadryl Thursday pm and
better by Friday A.M.  (History of allergy to pertussis as child).

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
Acne

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

309621-1

24-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash generalised, Swelling face

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1967U 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Mar-2008
Vaccine Date

04-Mar-2008
Onset Date

0
Days

23-Apr-2008
Status Date

NC
State Mfr Report Id

Lesions from scratching 12 cm in width.  Tender to touch.Symptom Text:

Zoloft, SeroquelOther Meds:
Lab Data:
History:

Anxiety, mental illness, depressionPrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

309631-1

23-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Scratch, Skin lesion, Tenderness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

TDAP
MNQ
HPV4

SANOFI PASTEUR
SANOFI PASTEUR
MERCK & CO. INC.

C2557AA
U2423AA
1758U

0
0

Left arm
Left arm

Right arm

Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 8150
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Mar-2008
Vaccine Date

24-Mar-2008
Onset Date

0
Days

23-Apr-2008
Status Date

ID
State

ID08016
Mfr Report Id

~ 2 hours after inj of GARDASIL, pt reports abd cramping, "no control of my body", increased anxiety, "felt like I was having a nervous brkdown".  Increased
lethargy & fatigue x ~ 12 hours.

Symptom Text:

ChantixOther Meds:
Lab Data:
History:

nonePrex Illness:

vancomycin, mood disorder

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

309637-1

23-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Anxiety, Fatigue, Lethargy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1758U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8151
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Apr-2008
Vaccine Date

Unknown
Onset Date Days

23-Apr-2008
Status Date

CO
State Mfr Report Id

NoneSymptom Text:

Lo/Ovral contraceptivesOther Meds:
Lab Data:
History:

Plantar warts; smokerPrex Illness:

None
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

309652-1

23-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Unevaluable event

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0637F 2 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8152
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Apr-2008
Vaccine Date

15-Apr-2008
Onset Date

0
Days

23-Apr-2008
Status Date

CA
State Mfr Report Id

Gardasil/Menactra given IM yesterday at 10am. and promptly developed redness at shot site. Within hours developed hives. No fever, cough, runny nose, nor
dizziness.

Symptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

309661-1

23-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

42537AA
0133X

0
0

Left arm
Right arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 8153
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Sep-2007
Vaccine Date

12-Sep-2007
Onset Date

0
Days

18-Apr-2008
Status Date

FR
State

WAES0804AUS00134
Mfr Report Id

Information was obtained on request by the Company from the agency via a listing with further follow-up via a case details form concerning a 15 year old
female who on 12-SEP-2007 was vaccinated with her third dose of GARDASIL (Batch No. J2300, Expiry Date 12-FEB-2010).  The patient had no adverse
symptoms following the first two doses.  On 12-SEP-2007 the patient experienced ?fever and rigors, burning palms of hands, chills, insomnia and pain and was
hospitalised.  The patient was seen by an emergency physician who suspected that the patient might be having a "? Viral Illness".  The condition resolved
within 24 hours.  At the time of reporting on 20-SEP-2007, the patient recovered from ?fever and rigors, burning palms of hands, chills, insomnia and pain.  The
agency considered that ?fever and rigors, burning palms of hands, chills, insomnia and pain were possibly related to therapy with GARDASIL.  Subsequently
the patient's experience was reported in an article 25-JAN-2008.  Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

309794-1 (S)

18-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Burning sensation, Chills, Insomnia, Pain, Pyrexia

 HOSPITALIZED, SERIOUS

Other Vaccine
17-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. J2300 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8154
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Feb-2008
Vaccine Date

23-Feb-2008
Onset Date

15
Days

18-Apr-2008
Status Date

KY
State

WAES0804USA01880
Mfr Report Id

Information has been received from a registered nurse (RN) concerning her 19 year old daughter who on 30-JUL-2007 was vaccinated with her first dose of
GARDASIL (lot, route and site not reported).  On 05-OCT-2007 she was vaccinated with her second dose of GARDASIL (lot, route and site not reported) and
on 08-FEB-2008 was vaccinated with her third dose of GARDASIL (lot, route and site not reported).  Concomitant therapy included hepatitis A virus vaccine
(unspecified) (manufacturer unknown) on 30-JUL-2007 and a booster of hepatitis A virus vaccine (unspecified) (manufacturer unknown) on 08-FEB-2008,
meningococcal vaccine (unspecified) on 30-JUL-2007, influenza virus vaccine (unspecified) on 05-OCT-2007, and fexofenadine hydrochloride (ALLEGRA),
pseudoephedrine HC1 (SUDAFED) and hormonal contraceptives (unspecified).  The nurse stated that after completing the series, on 23-FEB-2008 her
daughter developed a sore throat, arthralgia, coughing, runny nose, hand numbness and tingling.  The patient contacted the physician on an unspecified date.
A test for strep throat (date not reported) was negative.  The patient's liver and spleen were within normal limits.  Also, the patient's complete blood count,
thyroid stimulating hormone, glucose, and erythrocyte sedimentation rate were within normal limits.  At the time of reporting the patient had not recovered.  No
other information was available.  Sore throat, arthralgia, coughing, runny nose, hand numbness and tingling were considered to be disabling by the reporter.
Additional information has been requested.

Symptom Text:

Allegra; Hormonal contraceptives; SudafedOther Meds:
Lab Data:

History:
Prex Illness:

Diagnostic laboratory strep throat test negative; Diagnostic laboratory spleen tests within normal limits; Hepatic function tests within normal limits; Complete
blood cell within normal limits; Serum TSH within normal limits; Blood glucose
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

309795-1 (S)

18-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Cough, Hypoaesthesia, Paraesthesia, Pharyngolaryngeal pain, Rhinorrhoea

 PERMANENT DISABILITY, SERIOUS

Other Vaccine
17-Apr-2008

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
MERCK & CO. INC.

NULL
NULL

2 Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 8155
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Apr-2008
Status Date

--
State

WAES0804USA01967
Mfr Report Id

Information has been received from a nurse practitioner concerning an 11 year old female who was vaccinated with her first dose of GARDASIL (lot number,
route, and site not reported) on an unspecified date.  On an unspecified date the patient was vaccinated with her second dose of GARDASIL (lot number, route,
and site not reported).  The patient had no reaction after her first dose.  Several days after the second dose the patient began experiencing 10-12 seizures a
day.  The patient saw a neurologist on an unspecified date.  After being put on an unspecified medication by the neurologist, the seizures subsided but have
since returned.  No further information was available.  Upon internal review seizures were considered to be an other important medical event.  Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

309796-1

18-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion

 ER VISIT, NOT SERIOUS

Other Vaccine
17-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Jun-2007
Vaccine Date

05-Jul-2007
Onset Date

7
Days

18-Apr-2008
Status Date

FR
State

WAES0804USA02118
Mfr Report Id

Information has been received from a health authority concerning a 14 year old female with a history of an unspecified knee disorder who on 28-JUN-2007 was
vaccinated with a first dose of GARDASIL.  On 05-JUL-2007 "a week later" the patient felt unwell and experienced peripheral circulatory disorder.  On 25-SEP-
2007 the patient was vaccinated IM into the left upper arm with a second dose of GARDASIL (lot# 1518F; batch# NF27880).  On approximately 01-OCT-2007
"7 to 10 days later" the patient felt unwell and experienced exanthema, increased sweating and nausea.  On 07-NOV-2007 "six weeks post vaccination" the
patient experienced worsening of left knee and morbus sudeck was suspected.  On 08-DEC-2007 the patient experienced opthalmic herpes zoster.  On an
unspecified date, the patient was hospitalized.  It was reported that serology, MRI, ECG, and a neurological examination were carried out and results were not
reported.  Subsequently, the patient recovered from felt unwell, exanthema, increased sweating, and nausea after "weeks."  Fourteen days later, the patient
recovered from opthalmic herpes zoster.  At the time of this report, the patient's worsening of left knee disorder/morbus sudeck persisted.  It was also reported
that previous vaccinations with hepatitis B virus vaccine (MSD) in October 1998 and hepatitis B virus vaccine (ENGERIX-B) in June 1999 were well tolerated.
Other business partner numbers include: E200803197, E200803174 and PEI200803473.  No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Immunisation; Joint disorder

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

309797-1 (S)

18-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Complex regional pain syndrome, Condition aggravated, Herpes zoster ophthalmic, Hyperhidrosis, Malaise, Nausea, Peripheral vascular disorder,
Rash

 HOSPITALIZED, SERIOUS

Other Vaccine
17-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1518F 0 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Aug-2007
Vaccine Date

27-Nov-2007
Onset Date

89
Days

18-Apr-2008
Status Date

FR
State

WAES0804USA02547
Mfr Report Id

Information has been received from a physician concerning a 13 year old female who on 18-JUN-2007 was vaccinated with her first dose of GARDASIL (Lot
#654883/0870F;Batch #ND38100) (route and site not reported) and tolerated it well. On 30-AUG-2007 she was vaccinated with her second dose of GARDASIL
Lot #1518F;Batch #NF2330) intramuscularly into the upper arm. On 27-NOV-2007 the patient was diagnosed with Diabetes Mellitus Type 1. Symptoms were
not reported. Laboratory tests included a whole blood hemoglobin A1c test (date not reported) was 11.19%. The patient's outcome was not reported. This file is
closed. Diabetes Mellitus Type 1 was considered to be immediately life-threatening by the reporter. Other business partner numbers include E200803336.
Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

whole blood hemoglobin A1c 11.19% Normal Range: 4.0 - 6.4
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

309798-1 (S)

18-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Type 1 diabetes mellitus

 LIFE THREATENING, SERIOUS

Other Vaccine
17-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1518F 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8158
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
18-Apr-2008
Status Date

FR
State

WAES0804USA02555
Mfr Report Id

Information has been received from a pharmacist concerning a 17 year old female with no reported medical history who was vaccinated with a first dose of
GARDASIL on an unspecified date (lot number, route and site not reported) and tolerated it well.  The patient was vaccinated with a second dose of GARDASIL
(lot number, route and site not reported) on an unspecified date.  Subsequently, exact latency not reported, the patient developed severe pustular psoriasis of
her palms and soles.  She was admitted to the hospital for therapy on an unspecified date for an unspecified amount of time.  At the time of reporting the
symptoms were remarkably improved.  Other business partner numbers include E200803286.  Additional information is not available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

309799-1 (S)

18-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pustular psoriasis

 HOSPITALIZED, SERIOUS

Other Vaccine
17-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8159
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Feb-2008
Vaccine Date

04-Feb-2008
Onset Date

0
Days

18-Apr-2008
Status Date

FR
State

WAES0804USA02601
Mfr Report Id

Information has been received from a health authority (PEI2008003515) concerning a 15 year old female, who on 04-FEB-2008 was vaccinated in the left
upper arm with a first dose of Gardasil.  Two minutes post vaccination the patient experienced a syncope with urinary incontinence, mild seizure, and
hypotension.  The patient recovered after five minutes.  The health authority considered the seizure, urinary incontinence, hypotension, and syncope to be
other important medical events.  Other business partner numbers included: E2008-03258.  Additional information is not expected.  The case is closed.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

309800-1

18-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Hypotension, Syncope, Urinary incontinence

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 8160
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Dec-2007
Vaccine Date

06-Dec-2007
Onset Date

3
Days

18-Apr-2008
Status Date

FR
State

WAES0804USA02787
Mfr Report Id

Information has been received from a physician, concerning a 17 year old female patient, with epilepsy that had been stable for 2 years with treatment, who on
03-DEC-2007 was vaccinated IM in the upper arm, with the second dose of Gardasil (lot # 0276U; batch NF5855).  Concomitant therapy included valproic acid
(manufacturer not specified).  On 06-DEC-2007, at school, she experienced an epileptic fit.  She was treated by the doctor of emergency (details not reported)
and recovered (duration not reported).  The reporting physician assessed a causal relation to therapy with Gardasil as unlikely.  Epileptic fit was considered to
be serious as an other important medical event.  This file is closed.  Other business partner numbers include: E2007-03387.

Symptom Text:

valproic acid, Unk - ContOther Meds:
Lab Data:
History:

EpilepsyPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

309802-1

18-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Condition aggravated, Epilepsy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0276U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8161
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Apr-2008
Vaccine Date

11-Apr-2008
Onset Date

0
Days

24-Apr-2008
Status Date

NM
State

NM040802
Mfr Report Id

Patient c/o slight dizziness while in mother's vehicle.  Patient c/o headache pain scale 7/10.Symptom Text:

Adderall XR, Lexapro, BactrimOther Meds:
Lab Data:
History:

HeadachePrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

309857-1

24-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Headache

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1978U 2 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8162
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Apr-2008
Vaccine Date

16-Apr-2008
Onset Date

0
Days

23-Apr-2008
Status Date

WI
State Mfr Report Id

After first dose of Gardsil given and completed, client briefly lost consciousness.  Client leaned to right of chair, caught by RN, Left arm contracted, returned to
consciousness within one minute or less.  ALert and oriented immediately after episode.  Mildly pale, not dizzy.  Stayed 15 minutes, drank juice and then left
accompanied by mother without further incident.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

NA
Client reports last time recieved shot felt dizzy but did not lose consciousness, not clear what shot for...posssibly TDAP???

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

309885-1

23-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Loss of consciousness, Muscle contractions involuntary, Pallor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Apr-2008

Received Date

felt dizzy~Tdap (no brand name)~NULL~~In PatientPrex Vax Illns:

HPV4 MERCK & CO. INC. 1740U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8163
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Apr-2008
Vaccine Date

07-Apr-2008
Onset Date

5
Days

24-Apr-2008
Status Date

IL
State Mfr Report Id

Red rash on back, trunk, face and arms.Symptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

309898-1

24-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Rash generalised

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1757U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8164
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Apr-2008
Vaccine Date

Unknown
Onset Date Days

24-Apr-2008
Status Date

WI
State Mfr Report Id

Patient fainted briefly recovered immediately, did not suffer injuries.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

309899-1

12-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
17-Apr-2008

Received Date

Prex Vax Illns:

TDAP
HPV4
HEP

MNQ

SANOFI PASTEUR
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
SANOFI PASTEUR

C2863AA
0188U
AHBVB346AB

U2543AA

0
0
2

0

Right arm
Left arm
Left arm

Right arm

Unknown
Unknown
Unknown

Unknown



10 JUN 2008 06:27Report run on: Page 8165
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Mar-2008
Vaccine Date

26-Mar-2008
Onset Date

0
Days

23-Apr-2008
Status Date

NY
State Mfr Report Id

Patient reports of left arm soreness/pain after receiving 1st gardasil injection with a bump down her arm. No redness or bruising. Arm swollen initially. Still
complains of tenderness to the touch and pain in the arm. With certain arm movements such as lifting, pain increases from a 1 to a 7 on a pain scale. Warm
compresses and over the counter pain relief has not helped with pain.

Symptom Text:

Birth control, lexapro, advil/motrinOther Meds:
Lab Data:
History:

nonePrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

310077-1

23-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Mass, Oedema peripheral, Pain in extremity, Tenderness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1740U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8166
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Apr-2008
Vaccine Date

18-Apr-2008
Onset Date

1
Days

23-Apr-2008
Status Date

AK
State Mfr Report Id

1 day later developed large swollen, hot pruritic site on her arm that was painful.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NoPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
9.0

310095-1

23-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Injection site pruritus, Injection site swelling, Injection site warmth

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
18-Apr-2008

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

1518U
1424F

1
0

Left arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 8167
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Apr-2008
Vaccine Date

17-Apr-2008
Onset Date

0
Days

23-Apr-2008
Status Date

AZ
State Mfr Report Id

Within a half an hour from the time of the injection, my arms and hands began to go numb.  Both hands were so numb, and my whole body was shaking so
badly I had difficulty holding on to the steering wheel trying to drive home.  Then severe dizziness set in, and difficulty swallowing and breathing.  My heart was
beating very hard and fast, and I had a bunch of palpitations.  I drove to the emergency room, and was treated with oral steroids to keep my throat open, and
an IV with antihistamines.  The next day I was still very dizzy, still had some difficulty swallowing, had another short episode of numbness in my hands, still had
palpitations, the muscles in my arms and legs hurt, and my whole body just felt weak.  Today is day three, and I still feel miserable, my body aches.  I have
been unable to really sleep since the injection.

Symptom Text:

Apri birth control pillOther Meds:
Lab Data:
History:

Was in good general health.Prex Illness:

No known drug allergies.  Was in good general health.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

310097-1

23-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Dizziness, Dysphagia, Dyspnoea, Heart rate increased, Hypoaesthesia, Impaired driving ability, Myalgia, Pain, Palpitations, Sleep disorder, Tremor

 ER VISIT, NOT SERIOUS

Other Vaccine
19-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8168
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Mar-2008
Vaccine Date

Unknown
Onset Date Days

15-May-2008
Status Date

CO
State

WAES0803USA00874
Mfr Report Id

Information has been received via the Merck pregnancy registry, from a certified medical assistant (CMA) and a healthcare professional (HCP), concerning a
36 year old caucasian female patient,w ho on 03-JAN-2008 was vaccinated IM with the first dose of GARDASIL (lot #659441/1446U). Concomitant therapy
included ZOLOFT. The HCT indicated that on 04-FEB-2008, a colposcopy was performed, due to LSIL (Low grade squamous intraepithelial lesion) (date of
onset and diagnostic test not specified). The CMA reported that on 05-FEb-2008 the patient had her LMP, and subsequently became pregnant. On 03-MAR-
2008, the second dose, 0.5 ml, IM of GARDASIL (lot #659180/1758U) was administered. The patient subsequently confirmed her pregnancy with a positive
home pregnancy test. The patient was seen by the physician (details not specified). The estimated date of delivery was 11-NOV-2008. Additional information
has been requested.

Symptom Text:

ZOLOFTOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 2/5/2008)Prex Illness:

colposcopy 02/04/08; cervical smear 03?/??/08 - positive; cervical smear 02?/??/08 - LSIL; beta-human chorionic 03?/??/08 - positive

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
37.0

310237-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Inappropriate schedule of drug administration

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1758U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8169
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-May-2008
Status Date

--
State

WAES0803USA00959
Mfr Report Id

Information has been received from a consumer concerning her 16 year old daughter with a sulfonamide allergy and other unspecified allergies who in
December 2007, was vaccinated IM into the deltoid muscle with a first dose of Gardasil.  Other concomitant therapy included CLARITIN.  Within two weeks, the
patient experienced heart palpitations and severe abdominal cramping with diarrhea.  Due to the abdominal cramping her daughter could not eat for a period of
time.  Therefore she lost 18 pounds in a 3 week period.  It was reported that her daughter has seen various specialists and gastrointestinal specialists.  Her
daughter was diagnosed with gastroparesis.  It was reported that blood work and stool samples were all negative.  The consumer reported that her daughter's
pediatrician felt that the events were not related to the vaccine.  The consumer stated that her daughter will not receive the additional doses of Gardasil.  At the
time of this report, she was recovering.  No product quality complaint was involved.  Additional information has been requested.

Symptom Text:

CLARITINOther Meds:
Lab Data:
History:

Sulfonamide allergy; HypersensitivityPrex Illness:

diagnostic laboratory, 12/??/07, blood work and stool sample negative

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

310238-1

13-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Diarrhoea, Impaired gastric emptying, Oral intake reduced, Palpitations, Weight decreased

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8170
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-May-2008
Status Date

ME
State

WAES0803USA00988
Mfr Report Id

Information has been received from a pharmacist concerning a 20 year old female patient who was vaccinated with a first dose of Gardasil (date of the
vaccination and lot # not reported).  The patient also received her second and third dose of Gardasil (the dates of administration of vaccination and lot numbers
were not known).  The reporter reported that the patient experienced nausea and fainted after the first injection.  The pharmacist reported that the patient also
experienced nausea and dizziness after her second dose of Gardasil.  She did not experience any adverse events after her third injection.  No further
information was available.  The patient recovered on an unknown date.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

310239-1

13-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Nausea, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8171
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Jan-2008
Vaccine Date

31-Jan-2008
Onset Date

9
Days

13-May-2008
Status Date

FL
State

WAES0803USA00995
Mfr Report Id

Information has been received from a physician through the Merck Pregnancy Registry concerning a 19 year old female with anxiety, depression, chronic
fatigue and drug allergy to acetaminophen who on 22-JAN-2008 was vaccinated IM with a 0.5 mL dose of Gardasil (Lot# unknown).  Concomitant therapy
included clonazepam and buspirone HCl.  On 31-JAN-2008 the patient began experiencing tremors, fatigue, lightheadedness, a faint feeling, heart palpitations
and blurred vision.  She reported that "complete bloodwork" was done (results not reported).  At the time of the report, the patient had not recovered.  Additional
information has been requested.

Symptom Text:

buspirone hydrochloride; clonazepamOther Meds:
Lab Data:
History:

Anxiety; Depression; Chronic fatigue; Drug hypersensitivityPrex Illness:

diagnostic laboratory, 01/??/08, complete bloodwork: no results reported

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

310240-1

13-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Fatigue, Palpitations, Tremor, Vision blurred

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8172
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Mar-2008
Vaccine Date

06-Mar-2008
Onset Date

0
Days

13-May-2008
Status Date

WI
State

WAES0803USA01036
Mfr Report Id

Information has been received from a medical assistant concerning a 15 year old female who on 06-MAR-2008 was vaccinated IM with a 0.5 ml first dose of
Gardasil (lot# 655670/1459U).  Concomitant therapy included MENACTRA and BOOSTRIX.  On 06-MAR-2008 within five minutes of the vaccination, the
patient fainted.  The patient hit her head on the tiled floor.  The patient was observed and rechecked by the physician prior to being discharged home.  The
patient was recovered.  No product quality complaint was involved.  Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

310243-1

13-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Head injury, Immediate post-injection reaction, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

TDAP

MNQ
HPV4

GLAXOSMITHKLINE
BIOLOGICALS
SANOFI PASTEUR
MERCK & CO. INC.

NULL

NULL
1459U 0

Unknown

Unknown
Unknown

Unknown

Unknown
Intramuscular



10 JUN 2008 06:27Report run on: Page 8173
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Feb-2008
Vaccine Date

11-Feb-2008
Onset Date

0
Days

13-May-2008
Status Date

PA
State

WAES0803USA01048
Mfr Report Id

Information has been received from a health professional concerning a 23 year old female with a history of mitral valve prolapse who on 09-AUG-2007 was
intramuscularly vaccinated with her first dose of Gardasil (lot # 658219/0680U).  On 09-Oct-2007 the patient was intramuscularly vaccinated with her second
dose of Gardasil (lot # 657872/0515U).  On 11-Feb-2008 the patient was intramuscularly vaccinated with her third dose of Gardasil (lot # 658219/0755U).  On
11-Feb-2008 the patient experienced raised, red area the size of a dime at the injection site, dry skin at injection site which lasted about a week but then the
patient started experiencing a sore arm and discomfort in her arm.  Subsequently, the patient recovered from dry skin at injection site.  the patient's raised, red
area at injection and sore arm and discomfort in arm persisted.  The patient sought unspecified medical treatment.  No further information is available.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Mitral valve prolapse

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

310244-1

13-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site dryness, Injection site erythema, Injection site swelling, Limb discomfort, Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0755U 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8174
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Feb-2008
Vaccine Date

26-Feb-2008
Onset Date

0
Days

15-May-2008
Status Date

--
State

WAES0803USA01052
Mfr Report Id

Information has been received from a consumer about her daughter, a 17 year old female who on approximately 26-FEB-2008 was vaccinated with her first
dose of GARDASIL (lot number unspecified). Concomitant therapy included WELLBUTRIN. On approximately 26-FEB-2008 the patient experienced her arm
hurting on that day. The patient said she experienced itchiness on her face, lips, and arms. The patient's arm hurting and itchiness on face, lips, and arms
persisted. No further information is available.

Symptom Text:

WellbutrinOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

310245-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pain in extremity, Pruritus

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8175
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-May-2008
Status Date

CA
State

WAES0803USA01218
Mfr Report Id

Information has been received from a physician concerning a 17 year old female patient who had genital warts prior to vaccination, at an unspecified date was
vaccinated with the first dose of Gardasil (lot# 658558/1061U).  Concomitant therapy included ORTHO 0.5/35 and CONDYLOX.  The patient was treated for
genital warts.  After the second dose of Gardasil (lot# 658488/1264U) the patient's genital warts came back and same thing happened after the third dose of
Gardasil (lot# 659182/1757U).  One of the nurses mentioned that it was a "very severe case of genital warts".  The patient also developed shingles after the
third vaccination.  Unknown medical attention was sought.  At the time of reporting the patient was not recovered.  Additional information has been requested.

Symptom Text:

ORTHO 0.5/35; CONDYLOXOther Meds:
Lab Data:
History:

Genital wartPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

310246-1

13-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anogenital warts, Condition aggravated, Herpes zoster, Oral contraception, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1061U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8176
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Mar-2008
Vaccine Date

05-Mar-2008
Onset Date

1
Days

13-May-2008
Status Date

CA
State

WAES0803USA01224
Mfr Report Id

Information has been received from a physician concerning a 26 year old female who on 04-MAR-2008 was vaccinated with her first dose of Gardasil (Lot # not
reported).  There was no concomitant medication.  On 05-MAR-2008 the patient developed a fever of 101.8F, malaise and weakness.  The patient had a CBC
and comprehensive blood work (not further specified).  The patient is receiving aspirin (unspecified) for her symptoms.  The patient sought unspecified medical
attention in the office.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

body temp, 101.8; complete blood cell; hematology
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

310247-1

13-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Malaise, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8177
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Mar-2008
Vaccine Date

07-Mar-2008
Onset Date

2
Days

13-May-2008
Status Date

MA
State

WAES0803USA01229
Mfr Report Id

Information has been received from a physician concerning a female who on 05-MAR-2008 was vaccinated with her first dose of Gardasil (Lot # not reported).
On 07-MAR-2008 the patient broke out with an itchy rash all over her body, "from head to toes".  The physician reported that the patient had taken BACTRIM
for a period of time prior to receiving Gardasil.  The patient sought unspecified medical attention.  Additional information has been requested.

Symptom Text:

BACTRIMOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

310248-1

13-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash generalised, Rash pruritic

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8178
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Jan-2008
Vaccine Date

25-Jan-2008
Onset Date

3
Days

15-May-2008
Status Date

GA
State

WAES0803USA01279
Mfr Report Id

Information has been received from a physician concerning a 17 year old female who on 22-JAN-2008 was vaccinated with her first dos eof GARDASIL
(659055/1522U). Concomitant therapy included hormonal contraceptives (unspecified). On 25-JAN-2008 the patient experienced joint pain, abdominal pain,
low grade fever and headache. The patient sought medical attention in the doctors office and she had unknown laboratory tests conducted which were normal.
The patient's joint pain, abdominal pain, low grade fever and headache persisted. Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory - normal
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

310249-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Arthralgia, Headache, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1522U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8179
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-May-2008
Status Date

--
State

WAES0803USA01298
Mfr Report Id

Information has been received from a nurse practitioner concerning a 16 year old female who in August 2007, was vaccinated with her first dose of Gardasil
(lot# not provided).  Concomitant therapy included MENACTRA.  As the patient was walking out of the exam room she had a syncopal episode and hit her head
really hard.  The patient has since been complaining about headaches.  The nurse practitioner sent the patient for an MRI which was negative for injuries and
malignancies.  The patient received the second dose of Gardasil (lot# not provided) in October 2007 without a problem.  The patient's mother called the office
on 07-MAR-2008 and reported her daughter still continues to have headaches.  It was not clear whether or not the patient would receive the third dose.
Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

magnetic resonance, negative
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

310250-1

13-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Head injury, Headache, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8180
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-May-2008
Status Date

--
State

WAES0803USA01628
Mfr Report Id

Information has been received from a physician's assistant, via a company representative, concerning an 18 year old female patient, the daughter of one of her
patients, who on an unspecified date was vaccinated with the first dose of Gardasil (lot # not reported).  The PA stated the patient had been a normal 18 year
old, who immediately after the vaccination, "started acting very strange, almost like she was on drugs, depressed."  She added the patient "started to have
mental illness, drug-like symptoms."  The patient was taken to a specialist, who told her she had abnormally high levels of aluminum in her body as a result of
receiving the Gardasil.  The specialist felt that the symptoms were caused by the aluminum.  At the time of this report, the outcome of the events was not
specified.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

serum Al, abnormally high levels
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

310251-1

13-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abnormal behaviour, Depression, Immediate post-injection reaction, Mental disorder

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8181
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Jan-2008
Vaccine Date

23-Jan-2008
Onset Date

0
Days

13-May-2008
Status Date

--
State

WAES0803USA00503
Mfr Report Id

Information has been received from a 20 year old female consumer for Merck pregnancy registry who on 23-JAN-2008 was vaccinated IM with a 0.5 ml first
dose of Gardasil (lot# 657006/0188U).  There was no concomitant medication.  The patient indicated that she is now pregnant.  She had been experiencing
"very light spotting" over the past two weeks which she did not experience with her previous pregnancies.  Medical attention was not sought.  The patient's very
light spotting persisted.  The pregnancy outcome is unknown.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 12/11/2007)Prex Illness:

beta-human chorionic

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

310252-1

13-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Genital haemorrhage

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0188U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8182
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-May-2008
Status Date

IA
State

WAES0803USA00527
Mfr Report Id

Information has been received from a pharmacist concerning a female who in August 2007, was vaccinated with Gardasil.  The patient received the second
dose of Gardasil in October 2007 and the third dose in February 2008.  Subsequently the patient experienced pruritus after the second dose of Gardasil.  The
pruritus was described as severe enough to require treatment with an unspecified prescription of prednisone for an unspecified duration.  Additional information
has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

310253-1

13-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8183
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Feb-2008
Vaccine Date

27-Feb-2008
Onset Date

0
Days

13-May-2008
Status Date

NY
State

WAES0803USA00549
Mfr Report Id

Information has been received from a registered nurse concerning a 20 year old female with chronic fatigue syndrome, and temporomandibular joint syndrome
and a medical history of hyperrigidity of the right shoulder, who on 03-JUL-2007 was vaccinated with the first dose of Gardasil, and on 30-OCT-2007 and 27-
FEB-2008 was vaccinated intramuscularly in the left arm with the second and third 0.5 mL doses of Gardasil, respectively.  Concomitant therapy included
herbal supplements (unspecified).  On 27-FEB-2008 immediately after receiving the third dose, the patient felt lightheaded and experienced left arm pain.  The
patient sought unspecified medical attention.  No diagnostic laboratory studies were done.  As of 03-MAR-2008 the patient had not recovered.  No product
quality complaint was involved.  Additional information has been requested.

Symptom Text:

herbs (unspecified)Other Meds:
Lab Data:
History:

Chronic fatigue syndrome; Temporomandibular joint syndromePrex Illness:

None
Rigidity

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

310254-1

13-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Immediate post-injection reaction, Inappropriate schedule of drug administration, Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1060U 2 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8184
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-May-2008
Status Date

--
State

WAES0803USA00574
Mfr Report Id

Information has been received from a registered nurse concerning a 15 year old female patient who was vaccinated with the first dose of Gardasil.
Subsequently, the patient passed out in her car on the way leaving the health department. She had not eaten before this dose. She was fine after being taken
to a local restaurant. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

310255-1

13-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8185
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Mar-2008
Vaccine Date

04-Mar-2008
Onset Date

0
Days

15-May-2008
Status Date

--
State

WAES0803USA00619
Mfr Report Id

Information has been received from a mother of a 14 year old female who n 04-MAR-2008 was vaccinated IM with the first 0.5 mL dose of GARDASIL (lot # not
reported). There was no concomitant medication. On 04-MAR-2008 the patient experienced coldness in her head, syncope, dizziness and pallor after receiving
vaccination. Subsequently, the patient recovered from coldness in her head, syncope, dizziness and pallor after 15 minutes. Additional information has been
requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

310256-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Feeling cold, Pallor, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8186
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Feb-2008
Vaccine Date

02-Mar-2008
Onset Date

9
Days

13-May-2008
Status Date

AZ
State

WAES0803USA00650
Mfr Report Id

Information has been received from a registered nurse (RN), concerning a 25 year old female patient, who on 22-FEB-2008 was vaccinated IM, with the second
dose, 0.5 ml, of Gardasil (lot #659657/1487U).  There was no concomitant medication.  On 02-MAR-2008 the patient developed "hives all over the body after
receiving her second dose of Gardasil."  The patient went to an emergency room (ER), and was treated with prednisone and BENADRYL.  At the time of this
report, the patient was recovering.  The RN considered the event to be serious as on other important medical event.  Additional information has been
requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

310257-1

03-Jun-2008
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1487U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8187
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Nov-2007
Vaccine Date

01-Nov-2007
Onset Date

0
Days

13-May-2008
Status Date

--
State

WAES0803USA00655
Mfr Report Id

Information has been received from the mother of a female (age not reported) in November 2007, was vaccinated with the second dose of Gardasil (lot # not
reported). Concomitant therapy included hormonal contraceptives (unspecified). The mother reported that her daughter developed three yeast infections after
receiving the second dose of Gardasil (lot # not reported) in November 2007. The patient status's was reported as not recovered. Additional information has
been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory unspecified lab work (results not reported)
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

310258-1

13-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Fungal infection

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8188
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
01-Aug-2007
Onset Date Days

13-May-2008
Status Date

--
State

WAES0803USA00667
Mfr Report Id

Information has been received from a 26 year old female who in 2006 was diagnosed with an "auto immune disease with her eyes."  The consumer reported
that she received the first dose of Gardasil (lot not reported) in June 2007.  The patient received the second dose of Gardasil (lot not reported) on an
unspecified date.  In August 2007, the patient reported she started unspecified immunosuppressive therapy for her auto immune disease with her eyes.  The
patient's status was not reported.  No further information is available.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

None
Eye disorder

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

310259-1

13-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Autoimmune disorder, Condition aggravated, Eye disorder

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8189
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-May-2008
Status Date

--
State

WAES0803USA00678
Mfr Report Id

Information has been received from a consumer concerning her daughter who was vaccinated with a 0.5 mL first dose of Gardasil (lot # not reported). The
consumer reported that her daughter fainted after receiving Gardasil. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

310260-1

03-Jun-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8190
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Jan-2008
Vaccine Date

16-Jan-2008
Onset Date

0
Days

13-May-2008
Status Date

FL
State

WAES0803USA00680
Mfr Report Id

Information has been received from a physician concerning a female who received her Gardasil doses on the following schedule: first dose 17-DEC-2007 (no
lot # provided), second dose 16-JAN-2008 (no lot # provided), third dose 01-MAR-2008 (lot # 659655/1486U). On 04-MAR-2008, "approximately three days
post vaccination" with her third dose of Gardasil (lot # 659655/1486U), the patient experienced severe back pain. The patient sought unspecified medical
attention. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

310261-1

13-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Back pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8191
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Apr-2008
Vaccine Date

05-Apr-2008
Onset Date

4
Days

22-Apr-2008
Status Date

NC
State

WAES0804USA02336
Mfr Report Id

Information has been received from a physician concerning a 20 year old female with no medical history reported, who on 01-APR-2008 was vaccinated with a
dose of Gardasil.  On 05-APR-2008, the patient died four days after receiving Gardasil.  The patient sought unspecified medical attention.  An autopsy was
performed which ruled out suicide and anything suspicious.  The cause of death is currently unknown and they are performing toxicology tests to try to
determine the cause.  No product quality complaint was involved.  The reportable physician considered death to be immediately life-threatening and disabling.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

autopsy, 04/??/08, ruled out suicide or anything suspicious; diagnostic laboratory, 04/??/08, toxicology results unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

310262-1 (D)

25-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Death

 DIED, ER VISIT, LIFE THREATENING, PERMANENT DISABILITY, SERIOUS

Other Vaccine
21-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1978U Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8192
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Aug-2007
Vaccine Date

19-Sep-2007
Onset Date

36
Days

13-May-2008
Status Date

--
State

WAES0803USA00703
Mfr Report Id

Information has been received from a health professional concerning a 13 year old female who on 14-AUG-2007 was vaccinated in the left arm with Gardasil
(lot number reported as "0802U"). Concomitant therapy included MENACTRA (lot #42235AA) and BOOSTRIX (lot # C2734AA). On 19-SEP-2007 the patient
experienced enlarged tonsils, throat culture have been performed. She has been seen five times for the same reason and has been referred to an ENT.
Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

throat culture
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

310263-1

13-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Tonsillar hypertrophy

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

TDAP

HPV4
MNQ

GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
SANOFI PASTEUR

C2734AA

NULL
42235AA

1

1
1

Unknown

Unknown
Unknown

Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 8193
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Nov-2007
Vaccine Date

07-Nov-2007
Onset Date

0
Days

15-May-2008
Status Date

--
State

WAES0803USA00772
Mfr Report Id

Information has been received through the pregnancy registry from a nurse practitioner concerning a 14 year old female with a history of anaemia and no
allergies, who on 07-NOV-2007 and 09-JAN-2008 was vaccinated intramuscularly with the first and second 0.5 mL dose of Gardasil (Lot # 658490/0802U same
Lot# for both doses), respectively. Concomitant therapies included HAVRIX, influenza virus vaccine (unspecified), MENACTRA, hormonal contraceptives
(unspecified) and Varivax (MSD) (Lot# 658574/1269U). On 05-MAR-2008 the nurse practitioner reported that the patient is pregnant. It was reported that the
patient had consistent bleeding so she didn't think she was pregnant. "It was believed that the patient was 26 weeks pregnant on 09-JAN-2008." The patient
sought unspecified medical attention. Diagnostic studies performed included ultrasound ("everything is normal"), blood work-results unknown and urine
pregnancy testing in February 2008. At the time of this report the patient's outcome was unknown. No product quality complaint was involved. Additional
information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

ultrasound normal; diagnostic laboratory unknown; urine beta-human 02/08 unknown
Anaemia

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

310264-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Menorrhagia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

VARCEL
MNQ
FLU
HEPA

HPV4

MERCK & CO. INC.
SANOFI PASTEUR
UNKNOWN MANUFACTURER
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

1269U
NULL
NULL
NULL

0802U 0

Unknown
Unknown
Unknown
Unknown

Unknown

Subcutaneously
Subcutaneously

Unknown
Unknown

Intramuscular



10 JUN 2008 06:27Report run on: Page 8194
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-May-2008
Status Date

NY
State

WAES0803USA00782
Mfr Report Id

Information has been received from a 26 year old female Registered Nurse with a history of abnormal Papanicolaou smear in 2003 who in approximately June
2007, was vaccinated IM with the first dose of Gardasil.  The patient was vaccinated with the second dose of Gardasil in August 2007 and the received the third
dose in January 2008.  There was no concomitant medication.  Subsequently the patient tested positive for HPV.  The patient also reporting becoming
nauseous and had vomiting for about 48 hours after receiving the second dose.  The patient recovered from the nausea and vomiting without treatment.
Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Pap test, positive for HPV
Papanicolaou smear abnormal

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

310266-1

13-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Nausea, Papilloma viral infection, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8195
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Nov-2007
Vaccine Date

Unknown
Onset Date Days

13-May-2008
Status Date

IL
State

WAES0803USA00786
Mfr Report Id

Information has been received from a medical assistant concerning a female with an allergy to BIAXIN, penicillin and erythromycin who on 04-SEP-2007 was
vaccinated with the first dose of Gardasil.  The patient received the second dose of Gardasil on 27-NOV-2007 and subsequently experienced hives in a small
area on the arm.  Subsequently, the patient recovered from the hives.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Penicillin allergy; Allergic reaction to antibioticsPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

310268-1

13-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8196
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Nov-2007
Vaccine Date

09-Nov-2007
Onset Date

0
Days

13-May-2008
Status Date

CA
State

WAES0803USA00810
Mfr Report Id

Information has been received from a registered nurse concerning a 13 year old female with no reported medical history who on 09-NOV-2007 was vaccinated
with 0.5 ml of Gardasil (Lot #659439/1267U) intramuscularly.  Concomitant therapy included MENACTRA (route and site of administration not reported) on the
same day.  The patient fainted shortly after receiving the Gardasil shot.  The patient was observed for 60 minutes in the office following the fainting.  No further
information was available.  The patient recovered on an unspecified day in November 2007.  Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

310272-1

13-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
1267U

Unknown
Unknown

Unknown
Intramuscular



10 JUN 2008 06:27Report run on: Page 8197
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Dec-2007
Vaccine Date

10-Jan-2008
Onset Date

20
Days

22-Apr-2008
Status Date

ME
State

WAES0804USA01762
Mfr Report Id

Information has been received through the pregnancy registry, concerning a 20 year old female patient, a non smoker, with a history of one pregnancy and one
live birth, who on 23-OCT-2007 and 21-DEC-2007 was vaccinated with the first and second doses of Gardasil, respectively (Lot # first dose 658560/1062U,
second dose 569437/1266U). Subsequently, the patient became pregnant. It was reported that the patient's last menstrual period (LMP) was 10-JAN-2008. The
estimated delivery date was 17-OCT-2008. On 10-MAR-2008 the patient experienced a spontaneous abortion, eight weeks from LMP (reported as 6 5/7
weeks). Diagnostic testing performed on 10-MAR-2008 to assess dates indicated fetal demise. No product quality complaint was involved. Upon internal
review, miscarriage was considered to be an other important medical event. Additional information is not expected.

Symptom Text:

Vitamins (unspecified)Other Meds:
Lab Data:
History:

Pregnancy NOS (LMP= 1/10/2008) Non-smokerPrex Illness:

ultrasound 03/10/08 fetal demise
Pregnancy NOS (LMP= 1/10/2008); Non-smoker

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

310279-1

22-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1266U 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8198
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Mar-2008
Vaccine Date

26-Mar-2008
Onset Date

0
Days

22-Apr-2008
Status Date

NJ
State

WAES0804USA01944
Mfr Report Id

Information has been received from a physician concerning an approximately 25 year old female patient with no known drug allergies or medical history
reported, who on 26-MAR-2008 was vaccinated intramuscularly into the left deltoid with the first 0.5 mL dose of GARDASIL (Lot #0152X).  There was no
concomitant medication.  On approximately 02-APR-2008, the patient developed pain, warmth and diffuse muscle tenderness in her left upper arm.  She was
examined by the physician on 02-APR-2008 and prescribed corticosteroids (unspecified).  She was also examined on 08-APR-2008 and reported that her
upper body was hot and sore and she was lethargic.  It was reported that there were no abnormal findings on physical exam other than mild injection site
tenderness and no fever.  Diagnostic laboratory testing performed included blood tests with unknown results.  No product quality complaint was involved.  The
reporting physician considered these events to be disabling/incapacitating.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory 04/??/08 - results unknown; physical examination 04/??/08 - afebrile; mild injection site tenderness
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

310280-1 (S)

22-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Lethargy, Myalgia, Pain, Skin warm

 PERMANENT DISABILITY, SERIOUS

Other Vaccine
21-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0152X 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8199
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Dec-2007
Vaccine Date

01-Apr-2008
Onset Date

122
Days

22-Apr-2008
Status Date

FR
State

WAES0804USA02303
Mfr Report Id

Information has been received from a health professional concerning a 15 year old female patient who in December 2007 (exact date not reported), was
vaccinated with the second dose of GARDASIL.  On an unreported date, four months after the second dose, the patient experienced a seizure (tonic/clonic
episode).  The patient was referred to accident and emergency.  It was not known if the patient was kept in hospital overnight.  Subsequently, the patient
recovered.  It was also reported that the patient received the first dose of GARDASIL without any adverse events.  It has not been reported if the patient was
receiving any concomitant medication.  The reporter considered the seizure to be a serious reaction due to other medically important reason.  Other business
partner numbers include: E200803272 and 67359.  No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

310281-1

22-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, No reaction on previous exposure to drug, Tonic clonic movements

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8200
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Jan-2008
Vaccine Date

02-Jan-2008
Onset Date

0
Days

22-Apr-2008
Status Date

FR
State

WAES0804USA02313
Mfr Report Id

Information has been received from a physician concerning a 17 year old female patient who on 02-JAN-2008 was vaccinated intramuscularly into the deltoid
muscle with the second dose of Gardasil (Lot # 0277U; batch # NG00020).  "Immediately, about thirty minutes post vaccination," she experienced syncope
(twice).  She recovered completely but was referred to the hospital by the doctor on emergency.  An electrocardiogram showed bradycardia.  The patient
recovered completely within an unspecified time.  It was also reported that the previous vaccination on 23-OCT-2007 with Gardasil, was well tolerated.  The
third dose, will be administered under hospital monitoring.  Other business partner numbers include: E200803207.  No further information is available.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

electrocardiogram, 02Jan08, bradycardia
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

310282-1 (S)

22-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Bradycardia, Immediate post-injection reaction, No reaction on previous exposure to drug, Syncope

 HOSPITALIZED, SERIOUS

Other Vaccine
21-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0277U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8201
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-May-2007
Vaccine Date

23-Jun-2007
Onset Date

24
Days

22-Apr-2008
Status Date

FR
State

WAES0804USA02540
Mfr Report Id

Information has been received from an agency concerning a 15 year old female who on 30-MAY-2007, was vaccinated with a second dose of Gardasil.  On 23-
JUN-2007, the patient complained about a headache and diplopia.  The next morning the patient complained about nausea, asthenia and was vomiting several
times.  She was admitted to the hospital.  An magnetic resonance imaging (MRI) revealed inflammations in brainstem and spinal cord.  A diagnosis of acute
disseminated encephalomyelitis was established and the patient was treated with glucocorticoids and penicillin.  When the patient was discharged from the
intensive care unit she was still wheelchair bound.  Her general condition was improving.  It was also reported that on 31-MAR-2007, the female received a first
dose of Gardasil and it was well tolerated.  The reporter described the situation as life threatening.  Other business partners numbers include: E2008-03257
and PEI2008003596. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

magnetic resonance imaging, inflammation in brainstem and spinal cord
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

310283-1 (S)

22-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Diplopia, Headache, Inflammation, Leukoencephalomyelitis, Nausea, No reaction on previous exposure to drug, Vomiting, Wheelchair user

 HOSPITALIZED, LIFE THREATENING, SERIOUS

Other Vaccine
21-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8202
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
22-Apr-2008
Status Date

MD
State

WAES0804USA02740
Mfr Report Id

Information has been received from a physician concerning a female (age unknown), who, on an unspecified date, was vaccinated with a dose of Gardasil.
Subsequently, the patient experienced seizure and fainting episodes.  The patient sought unspecified medical attention.  At the time of the report, the outcome
of the patient was unknown.  No product quality complaint was involved.  Upon internal review the seizure episodes were considered to be an other important
medical event.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

310284-1

22-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8203
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Sep-2003
Vaccine Date

14-Sep-2006
Onset Date

1085
Days

22-Apr-2008
Status Date

FR
State

WAES0804USA03543
Mfr Report Id

This report is submitted in response to an FDA request for information. Patient is a 20-year-old white female who was enrolled in a study. She received 3 doses
of GARDASIL on 03-MAR-2003, 27-MAY-2003, and 25-SEP-2003. Hodgkin's disease was reported as new medical history at the Month 48 (end-of-study visit),
which occurred on 14-SEP-2006. The disease was reported to be active, diagnosed in 2006. The only adverse experience reported by this subject was
injection-site pain of mild intensity following Dose 1. Other medical conditions reported included: allergy to cats at Day1; cold at Month 2; fever at Month 7 and
Month 26, and bronchitis at Month 24. No further information is available. Per protocol, because the episode of Hodgkin's Disease was not vaccine related and
was reported beyond the follow-up period for Adverse Experiences, the Hodgkin's Disease was not reported as an Adverse Experience, but was reported as
Medical history in the protocol study data base.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Allergic to catsPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

310288-1

22-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Bronchitis, Hodgkins disease, Injection site pain, Nasopharyngitis, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8204
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
19-Jan-2008
Onset Date Days

22-Apr-2008
Status Date

NY
State

WAES0804USA01638
Mfr Report Id

Information has been received from a physician concerning a 20 year old female with a history of 1 pregnancy, 0 live births and a history of one elective
termination of pregnancy at five weeks, who on 09-AUG-2007, 09-OCT-2007 and 06-FEB-2008 was vaccinated with the first, second and third dose of Gardasil,
respectively (Lot # first and second doses 658094/0524U, third dose 659441/1446U).  There was no concomitant medication.  It was reported that the patient's
last menstrual period (LMP) was on 19-JAN-2008.  The estimated delivery date was 26-OCT-2008.  In approximately March 2008, reported as "6 weeks from
LMP," the patient had an elective termination of pregnancy.  At the time of this report the patient's outcome was unknown.  Upon internal review elective
termination was considered to be an other important medical event.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Termination of pregnancy - elective

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

310291-1

22-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abortion induced, Drug exposure during pregnancy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1446U 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8205
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Sep-2007
Vaccine Date

01-Oct-2007
Onset Date

4
Days

22-Apr-2008
Status Date

FR
State

WAES0804USA02719
Mfr Report Id

Information has been received from a health authority concerning a 13 year old female patient who on 27-SEP-2007 was vaccinated intramuscularly with the
second dose of GARDASIL. On 01-OCT-2007 the "first disorder" occurred after four days post vaccination (reported as p.v.). The diagnosis of diabetes mellitus
was established 10 days later. Symptoms were ongoing at the time of reporting. It was reported that the first vaccination with GARDASIL on 20-JUL-2007 was
well tolerated. The reporter considered diabetes mellitus to be an other important medical event. Other business partner numbers include: E200803259 and
PEI2008003514. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Immunisation

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

310293-1

22-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Diabetes mellitus

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8206
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Oct-2007
Vaccine Date

26-Nov-2007
Onset Date

31
Days

22-Apr-2008
Status Date

FR
State

WAES0804USA03538
Mfr Report Id

Information has been received from a health authority (reference# PEI2008003574) concerning a 21 year old female with a relapsing headache, who on 26-
OCT-2007 was vaccinated IM with a dose of Gardasil.  On 26-NOV-2007 the patient experienced sinusitis, cough, pain in thorax, and dyspnoea.  The patient
developed tachycardia and partial respiratory insufficiency.  The patient was admitted to the hospital.  The patient was treated with PREDNISOLON,
cefpodoxime proxetil, and CO-AMOXICLAV.  The patient was diagnosed with chronic pansinusitis.  The patient was referred to a hospital specialised in
pulmonary diseases.  A Churg-Strauss syndrome with pulmonary manifestation (Phase I) was diagnosed.  At that time the patient additionally developed a
purulent bronchitis.  At the time of the report, the patient's symptoms were improving.  It was reported that the patient's father had a history of Bechterew's
disease.  Other business partner numbers included: E2008-03379.  Additional information is not available.  The file is closed.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Headache recurrentPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

310294-1 (S)

22-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Allergic granulomatous angiitis, Bronchitis bacterial, Chest pain, Cough, Dyspnoea, Respiratory failure, Sinusitis, Tachycardia

 HOSPITALIZED, SERIOUS

Other Vaccine
21-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8207
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Dec-2007
Vaccine Date

23-Dec-2007
Onset Date

7
Days

22-Apr-2008
Status Date

FR
State

WAES0804USA01920
Mfr Report Id

Information has been received from a health professional concerning a 16 year old female patient with no family medical history and with no relevant medical
history who on 16-DEC-2007 was vaccinated IM into left arm with a first dose of Gardasil (Lot # 1358F) (batch # NG01510).  It was reported that one week post
vaccination she experienced an oedema of the right middle finger with marked pain leading to difficulty in moving.  Two days later she developed an oedema of
the left forefinger and ring finger which extended to all fingers, especially in the left forefinger and ring finger which extended to all fingers, especially in the
joints.  She was prescribed NEXAN with no effect.  Laboratory tests were normal which is mentioned in the lab section.  Radiographs (Xray) were performed
and showed no anomaly.  A visit to the rheumatologist's was scheduled for other diagnoses.  Follow up information was obtained through pharmaco vigilance
form and a letter from a nurse on 04-APR-2008.  This case was considered a medically significant event by the reporter.  According to the pharmaco vigilance
form the patient received the dose of Gardasil in the left arm via intramuscular route.  The patient experienced polyarthritis of both hands seven days after
vaccination.  Chest X-ray and forepart X-ray were negatives.  Symptoms were regressing but it was also reported that duration of the events was two months
and that the final outcome was unknown.  Final diagnostic reported was polyarthritis followed by question mark.  According to the letter, the patient consulted a
rheumatologist twice who diagnosed a polyarthritis.  After three months and a half the symptoms regressed with VOLTAREN.  It was reported that the
rheumatologist proposed methotrexate as a six months treatment to the patient and in case of failure a treatment with anti-TNF Alpha if rheumatoid arthritis was
diagnosed.  To be noted that it was not reported if the patient started methotrexate.  According to the reporter, the rheumatologist assessed the case as related

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Prex Illness:

diagnostic radiology, Showed no anomaly; chest X-ray, Negative; X-ray, Fore part X-ray negative; serum ANA, Negative; serum C-reactive protein, Negative
1mg/l; serum cardiolipin IgG Ab, < 10 GPL; serum cyclic citrulline peptide IgG Ab, < 25
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

310295-1

22-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Hypokinesia, Oedema peripheral, Polyarthritis

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0352U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8208
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Feb-2007
Vaccine Date

01-Apr-2007
Onset Date

55
Days

15-May-2008
Status Date

DE
State

WAES0706USA02574
Mfr Report Id

Initial and follow up information has been received from a nurse, via the Merck pregnancy registry, concerning a 22 year old Caucasian female patient, non-
smoker with exercise-induced mild asthma (since age 12, no medication), human papilloma virus, and a history of frequent urinary tract infection post-coital,
who on 05-FEB-2007 was vaccinated with the first dose, 0.5 ml, of GARDASIL (lot #654510/0962F), and on 17-APR-2007 with the second dose, 0.5 ml, of
GARDASIL (lot #654702/0011U). On 07-MAY-2007, the patient had a blood test which confirmed she was pregnant. Date of the LMP and estimated date of
conception and delivery were not provided. During pregnancy, the patient took prenatal vitamins PRIMACARE ONE). On 12-JUN-2007, the patient had a
Papanicolaou (PAP) test, that revealed atypical squamous cells of undetermined significance (ASCUS), cannot rule out HOSIL (high grade squamous
intraepithelial lesion). On 02-JUL-2007 the patient experienced spotting. On 03-JUL-2007, the patient visited the physician was diagnosed with a small
subchorionic hemorrhage; an ultrasound indicated she was at 12 weeks, 6 days gestation, with estimated date of confinement of 09-JAN-2008. On 09-JUL-
2007, she had an pap smear result of ASCUS, with 2 lesions (Reid's index score 1 lesion at 12, score 2 at 5-6 without Lugol's). A colposcopy was performed,
and a biopsy showed cervical intraepithelial neoplasm (CIN) grade 2. On 15-AUG-2007, an ultrasound indicated she was at 18 weeks, 3 days gestation. On 22-
OCT-2007, a repeat colposcopy revealed a small focal area 5 o'clock, 3 mm focal area of HPV (right upper inner labia minora). On 05-DEC-2007, the patient
was found to be streptococcus B positive, with a note to "treat in labor." On 16-JAN-2008, the patient, with continued CIN II, had a normal spontaneous vaginal
delivery, at full-term gestation, and delivered an 8 lb 8 oz, female infant (no complications or abnormalities noted). Beginning after delivery, she experienced
"significant symphysitis." In late January 2009 (noted in obstetr

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Pregnancy NOS (LMP = Unknown); Papilloma viral infection; Asthma exercise inducedPrex Illness:

biopsy 1/24/07 - HPV; colposcopy 07/09/07; ultrasound 07/03/07 - 12w 6d; biopsy 07/09/07 - CIN 2; ultrasound 08/15/07 - 18w 3d, BR, ant plac; colposcopy
10/22/07 - small focal area 5 o'clock, 3mm focal area; total serum human 05/07/07 - pos
Non-smoker; Recurrent urinary tract infection

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

310296-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Cervical dysplasia, Drug exposure during pregnancy, Genital haemorrhage, Haemorrhage

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0962F 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8209
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Mar-2007
Vaccine Date

30-Mar-2007
Onset Date

27
Days

13-May-2008
Status Date

NH
State

WAES0709USA02648
Mfr Report Id

Information has been received from a nurse and medical records through the pregnancy registry for Gardasil concerning a 15 year old female with an
environmental allergy and migraines, a history of UTI, and an otherwise unremarkable medical history, who on 30-MAR-2007 was vaccinated intramuscularly in
the left arm with the first dose of Gardasil (0.5 ml) (lot # 654535/0960F). Concomitant therapy included CLARITIN and PERIACTIN. It was reported that the
patient's pediatrician was notified by an OB/GYN's office that the patient was pregnant. The patient's LMP was 17-MAR-2007 (also reported as 24-JUL-2007).
This was the patient's first pregnancy. An ultrasound on 07-AUG-2007 showed 33 weeks gestation. The patient did not seek treatment with the OB/GYN until
she presented with increasing labor pains and gush of clear fluid. The loss of fluid occurred at 08:45 and shortly her contractions markedly increased in
strength. When she presented, she was 4 to 5 cm and was managed expectantly. She was noted to be completely dilated at 1413 hours and the baby
delivered in the right occiput anterior position at 1520. Nasal and oropharynx were suctioned in the perineum and gentle posterior traction was applied to the
head to deliver the anterior shoulder. Once both shoulders were out, the patient reached down and delivered the remainder of the baby on her own. It was
reported that the baby had a short cord and when elevated above the perineum approximately 8 inches, the cord broke after having very little traction applied to
it. The point where the break occurred was approximately 1 inch away from the umbilicus of the baby which was grabbed  by the physician and pressure was
applied. A Kelly clamp was applied to the area and therein stopped further bleeding. Overall blood loss was approximately 50 cc. The placenta was expressed
and noted to have a three-vessel cord and was intact. Inspection of the perineum noted second-degree perineal lacerations which were repaired in a standard
fashion with 3.0 Vicryl suture. The patient deliv

Symptom Text:

PERIACTIN; CLARITINOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 3/17/2007); Environmental allergy; MigrainePrex Illness:

ultrasound 08/07/07 33 weeks gestation/WNL
Urinary tract infection

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

310297-1

13-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anogenital warts, Drug exposure during pregnancy, Papilloma viral infection, Premature labour

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0960F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8210
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Nov-2007
Vaccine Date

21-Nov-2007
Onset Date

0
Days

13-May-2008
Status Date

LA
State

WAES0711USA04447
Mfr Report Id

Information has been received through the Merck pregnancy registry through an 18 year old female consumer who on 21-NOV-2007 was vaccinated
intramuscularly with her first dose of Gardasil.  There was no concomitant medication.  Subsequently, the patient was determined to be 4 months pregnant (not
further specified) (LMP approximately 15-AUG-2007).  The patient sought unspecified medical attention.  Follow-up information was received.  Concomitant
therapy included prenatal vitamins ongoing for 1 tablet daily.  On an unspecified date the patient had an ultrasound and the results were twins 15 weeks.  A
MSAFP Quad screen was 1.85 and was within normal limits.  In December 2007, diagnostic testing revealed that the patient had trichomoniasis and gonorrhea
and was treated with FLAGYL and other unspecified therapy.  On 11-DEC-2007, the patient had heavy vaginal discharge.  The patient's LMP was 15-AUG-
2007 and the estimated date of delivery is 21-MAY-2008.  Additional information has been requested.

Symptom Text:

vitamins (unspecified)Other Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 8/15/2007)Prex Illness:

ultrasound, twins, 15 weeks, routine dating; diagnostic laboratory, 11/14/07, 1.85, MSAFP Quad Screen- WNL

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

310298-1

13-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Gonorrhoea, Trichomoniasis, Vaginal discharge

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8211
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Nov-2007
Vaccine Date

20-Nov-2007
Onset Date

0
Days

13-May-2008
Status Date

FL
State

WAES0801USA01279
Mfr Report Id

Information has been received from a certified medical assistant for the Pregnancy Registry for Gardasil with no pertinent medical history and no history of drug
reactions/allergies concerning a 17 year old female who on 20-NOV-2007 was vaccinated with Gardasil (lot # 658282/1263U) 0.5 ml IM.  At the time of
vaccination, the patient was at 12 weeks gestation as of 08-JAN-2008.  Her last menstrual period was on 15-OCT-2007.  The patient visited the office.  On an
unspecified date, she had a positive pregnancy test (beta-human chorionic gonadotropin test (unspecified)).  Estimated date of delivery is 21-JUL-2008.
Additional information was received from the physician's assistant.  The patient's last menstrual period was in October 2007.  Her period was due on 08-NOV-
2007.  On 20-NOV-2007, a pregnancy test was negative (same date as the vaccine injection).  On 20-NOV-2007, the patient was prescribed PHENERGAN 25
mg q6h for vomiting.  The patient (well child) was referred to an OB/GYN physician.  Additional information has been requested.

Symptom Text:

PHENERGAN TABLETS/SUPPOSITORIES, mgOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 10/15/2007)Prex Illness:

beta-human chorionic, positive; beta-human chorionic, 11/20/07, negative

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

310299-1

13-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1263U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8212
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Jun-2007
Vaccine Date

12-Jun-2007
Onset Date

4
Days

13-May-2008
Status Date

--
State

WAES0801USA04374
Mfr Report Id

Information was obtained on request by the Company from the government via the Act concerning a 25 year old female with a history of molluscum
contagiosum opposite side who on 08-JUN-2007 was vaccinated IM in the right upper out quadrant of the hip with a dose of Gardasil (lot # 657868/0523U).
Concomitant therapy included LEVORA. On 13-JUN-2007 the patient was seen for painful swollen lymph nodes right inguinal area and tenderness from area of
injection to lymph not. White blood cell count was not elevated. The patient's status was not reported. The original reporting source was not reported. The
VAERS ID is 281914. No further information is available.

Symptom Text:

LEVORAOther Meds:
Lab Data:
History:
Prex Illness:

WBC count not elevated
Molluscum contagiosum

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

310300-1

13-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug administered at inappropriate site, Lymph node pain, Lymphadenopathy, Tenderness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0523U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8213
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Dec-2007
Vaccine Date

26-Dec-2007
Onset Date

0
Days

13-May-2008
Status Date

--
State

WAES0801USA05246
Mfr Report Id

Information has been received from a health professional concerning a female with a history of morbid obesity who on 05-SEP-2007 was IM vaccinated with her
first dose of Gardasil (lot number unspecified) in the left deltoid. On 26-DEC-2007 the patient received her second dose, previously reported as her first dose,
of Gardasil (lot number unspecified) intramuscularly in the left hip. At an unspecified time, the patient returned to the office for the third injection, there was a
palpable lump at the left hip injection site. The patient told the physician assistant that the lump was improved and had been much larger. The patient told the
physician assistant that there had been an injection site rash at the left hip for an  unspecified period of time. On 26-Dec-2007 the patient experienced incorrect
site, injection site rash and palpable lump at injection site. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Morbid obesity

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

310302-1

13-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug administered at inappropriate site, Injection site mass, Injection site rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8214
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Feb-2008
Vaccine Date

05-Feb-2008
Onset Date

0
Days

13-May-2008
Status Date

--
State

WAES0802USA01080
Mfr Report Id

Information has been received from a female healthcare professional who reports that she had a small amount of Gardasil spray into her eye because of a
defective, third party plastic syringe. No symptoms were reported. The Service Request Number is 1-2360217272. Follow-up information received from NSC
call (07-FEB-2008): Per the reporter, the Gardasil involved in this case was being administered to a patient. The patient received approximately 3/4 of the dose.
No symptoms were reported. Names/initials of the patient were not provided. This was dose 3 for the patient. This situation occurred on 05-FEB-2008 and there
are no other details. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

310303-1

13-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Accidental exposure, Medical device complication

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8215
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jul-2007

Vaccine Date
01-Jul-2007
Onset Date

0
Days

15-May-2008
Status Date

NY
State

WAES0802USA04444
Mfr Report Id

Information has been received from a consumer concerning her daughter who on 18-FEB-2008 was vaccinated with a fourth dose of GARDASIL (Lot #
unknown) by mistake. In July 2007, in August 2007, and in January 2008 the patient was vaccinated with the first, second, and third dose of GARDASIL (Lot #'s
unknown), respectively. The patient experienced pain at the injection site after each dose. The consumer reported that "the patient experienced no adverse
side effects as a result of this." Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

310304-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Incorrect dose administered, Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8216
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-May-2008
Status Date

--
State

WAES0803USA00341
Mfr Report Id

Information has been received from a registered nurse concerning her 16 year old daughter with a history of irritable bowel syndrome who on unspecified dates
were vaccinated with a first and second dose of Gardasil. On 23-FEB-2008 the patient was vaccinated with a third dose of Gardasil 0.5 mL IM. There was no
concomitant therapy. The registered nurse reported her daughter completed the Gardasil series on 23-FEB-2008. Since her daughter has started the
vaccination series she developed intermittent abdominal spasms, nausea, vomiting and diarrhea. The symptoms were severe on 03-JAN-2008 and the
daughter was taken to the ER. She was found to be dehydrated; was treated with IV fluids, and was then released. The patient had an abdominal X-ray
performed and was negative. A complete blood cell count was performed and was normal. The patient was positive for dehydration. At the time of the report the
patient was recovering. This report is one of two sources. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Irritable bowel syndromePrex Illness:

abdominal X-ray negative; fluid restriction positive; complete blood cell normal

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

310305-1

13-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal rigidity, Dehydration, Diarrhoea, Nausea, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8217
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-May-2008
Status Date

NY
State

WAES0803USA00350
Mfr Report Id

Information has been received from a registered nurse concerning her 16 year old daughter with headaches who on an unspecified date was vaccinated with a
second dose of GARDASIL. Concomitant therapy included influenza virus vaccine (unspecified) on an unspecified date. Subsequently 24 hours after receiving
the second dose of GARDASIL the patient experienced dizziness that lead to a headache. Medical attention was sought. At the time of reporting the patient
had recovered. No further information was provided. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:

HeadachePrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

310306-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Condition aggravated, Dizziness, Headache

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4
FLU

MERCK & CO. INC.
UNKNOWN MANUFACTURER

NULL
NULL

1 Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 8218
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-May-2007
Vaccine Date

01-Jun-2007
Onset Date

31
Days

13-May-2008
Status Date

--
State

WAES0803USA00353
Mfr Report Id

Information has been received from a 22 year old female patient who in May 2007, was vaccinated with a first 0.5 mL dose of Gardasil. On an unspecified date
in 2007, she was vaccinated with a second dose and in November 2007, she was vaccinated with her third dose of Gardasil. There was no concomitant
medication. In June 2007, the patient experienced joint pain that first occurred in her upper shoulder then spread to her wrist, hip and knees. She reported that
joint pain occurred since a month after the first dose of Gardasil and was still occurring. Additional information is not available.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

310307-1

13-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8219
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Feb-2008
Vaccine Date

Unknown
Onset Date Days

15-May-2008
Status Date

HI
State

WAES0803USA00426
Mfr Report Id

Information has been received from a nurse concerning a female who on 27-FEB-2008 was vaccinated IM with the first dose of GARDASIL. Subsequently the
patient experienced swelling around one of her eyes a few days after receiving the vaccination. The patients' outcome was not reported. Additional information
has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

310308-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Eye swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8220
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Feb-2007
Vaccine Date

15-Feb-2007
Onset Date

0
Days

15-May-2008
Status Date

--
State

WAES0803USA00446
Mfr Report Id

Information has been received from a 23 year old female who on 15-FEB-2007 was vaccinated with the first dose of GARDASIL. Concomitant therapy included
MICROGESTIN. As soon as she received the vaccination, the patient became very dizzy and her blood pressure became very low. The patient continued
experiencing dizzy spells that came on all of a sudden for approximately 6 months post vaccination. Additional information has been requested.

Symptom Text:

MICROGESTINOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

310309-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Hypotension

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8221
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Mar-2008
Vaccine Date

02-Mar-2008
Onset Date

0
Days

15-May-2008
Status Date

WA
State

WAES0803USA00490
Mfr Report Id

Information has been received from a physician concerning an 18 year old female who on 02-MAR-2008 was vaccinated with her first dose of GARDASIL (lot
number unspecified). On 02-MAR-2008 the patient experienced hives. The patient sought unspecified medical attention. No further information was provided.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

310310-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8222
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Apr-2008
Vaccine Date

14-Apr-2008
Onset Date

0
Days

25-Apr-2008
Status Date

NY
State Mfr Report Id

Few hours after vaccine administration, developed facial rash, congestion, then hives.Symptom Text:

ConcertaOther Meds:
Lab Data:
History:

nonePrex Illness:

none
ADHD

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

310373-1

25-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash, Respiratory tract congestion, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1063U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8223
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Jan-2008
Vaccine Date

05-Jan-2008
Onset Date

2
Days

28-Apr-2008
Status Date

OR
State Mfr Report Id

1/3/08 Stinging pain during injections at site only (no radiation, no N/T). 2 days post vaccine, increased amt of pain only at injection site> pain continues with
rest and ibuprofen. Pain will worsen with arm movement. Pain seems to be lessen as the time goes on and has stopped until recently. Pt received 2nd injection
with problems.

Symptom Text:

Azelex; YazOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

310375-1

28-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injected limb mobility decreased, Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1062U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8224
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Apr-2008
Vaccine Date

21-Apr-2008
Onset Date

0
Days

25-Apr-2008
Status Date

CT
State Mfr Report Id

Felt dizzy/nausea after vaccines. Had pt lie down for 15 min. 11R:64. Drank water. Sat for another 10 min. felt well at this point/no further nausea/no vomiting.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
Ceclor

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

310378-1

28-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-Apr-2008

Received Date

Prex Vax Illns:

TDAP

MNQ
HPV4

GLAXOSMITHKLINE
BIOLOGICALS
SANOFI PASTEUR
MERCK & CO. INC.

AC52B021AA

U2613AA
1967U

0

0
0

Left arm

Right arm
Left arm

Intramuscular

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 8225
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Mar-2008
Vaccine Date

Unknown
Onset Date Days

25-Apr-2008
Status Date

NY
State Mfr Report Id

Injection on 3/20/08 - c/o discomfort 4/3, but cancelled appt.  Came to office 4/11/08 with decreased ROM & increased pain in left shoulder.Symptom Text:

Adderall 20mg dailyOther Meds:
Lab Data:
History:

NonePrex Illness:

ADD, dysthymia, family hx bipolar

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

310381-1

25-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Discomfort, Injected limb mobility decreased, Musculoskeletal pain

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1968U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8226
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Apr-2008
Vaccine Date

12-Apr-2008
Onset Date

1
Days

28-Apr-2008
Status Date

OH
State Mfr Report Id

Approximately 4 1/2 cm diameter, redness/painful and tender area/edematous site of Varicella/Gardasil.  ? if immunization reaction or cellulitis.  Treatment -
Clindanokin x 10 days.  Return if worsen.

Symptom Text:

Benadryl/Ibuprofen (after reaction)Other Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

310385-1

28-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site oedema, Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
21-Apr-2008

Received Date

Prex Vax Illns:

VARCEL
MNQ
HPV4

MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.

1786
U2563AA
1448

1
0
0

Unknown
Unknown
Unknown

Subcutaneously
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 8227
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-May-2007
Vaccine Date

31-Aug-2007
Onset Date

94
Days

15-May-2008
Status Date

NE
State

WAES0801USA01635
Mfr Report Id

Information has been received from a physician as part of the Merck Pregnancy registry concerning a 25 year old white female patient with no past medical
history who on 28-MAR-2007 was vaccinated with a first dose of GARDASIL (lot # 655126/0087U). A second dose was given on 29-MAR-2007 (lot # 0211U).
There was no concomitant medication. The patient's LMP was 31-AUG-2007. The patient is now pregnant. She had a home pregnancy test and an ultrasound.
She had an ultrasound on 24-OCT-2007 for a threatened miscarriage which was within limits and an MSAFP test on 02-JAN-2008 for a screening which was
negative. On 07-NOV-2007 she started unspecified prenatal medications. There were no problems reported. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 8/31/207)Prex Illness:

ultrasound pregn; ultrasound 10/24/07 - WNL; beta-human chorionic pregn; serum alpha-fetoprtein 01/02/08 negat;

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

310403-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abortion threatened, Drug exposure during pregnancy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0211U 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8228
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Jul-2007

Vaccine Date
05-Oct-2007
Onset Date

92
Days

14-May-2008
Status Date

--
State

WAES0801USA01826
Mfr Report Id

Information has been received from a health professional as part of the Merck Pregnancy Registry concerning a 19 year old female with a history of an elective
termination who on 05-JUL-2007 was vaccinated IM with a first 0.5 ml dose of Gardasil.  She received the second dose on 01-NOV-2007.  Concomitant therapy
included fluoxetine.  On 05-OCT-2007 the patient had "hormone levels" due to irregular periods and a negative HCG level.  On 11-DEC-2007 the patient had a
positive HCG level.  On 03-JAN-208 the patient experienced abdominal pain and had an ultrasound which showed healthy intrauterine pregnancy 11 weeks, 6
days.  Additional information has been requested.

Symptom Text:

fluoxetineOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 10/11/2007)Prex Illness:

serum beta-human, 10/05/07, negat; serum beta-human, 12/11/07, posit

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

310404-1

14-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Drug exposure during pregnancy, Menstruation irregular

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8229
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-May-2007
Vaccine Date

09-May-2007
Onset Date

0
Days

15-May-2008
Status Date

DE
State

WAES0705USA02443
Mfr Report Id

Initial and follow-up information has been received through the pregnancy registry from a certified medical assistant concerning a 17 year old black female with
asthma, who on 09-MAY-2007 was vaccinated with GARDASIL.  Concomitant suspect therapies included montelukast sodium (SINGULAIR).  Concomitant
therapies included fluticasone propionate (+) salmeterol xinafoate (ADVAIR).  The patient was vaccinated while was pregnant.  Patient sought unspecified
medical attention and had a positive pregnancy test.  On 11-APR-2007 a routine test for Cystic fibrosis was performed and was negative.  On 12-APR-2007 a
routine test for hemoglobin solubility was performed and was negative.  On 23-MAY-2007 a serum alpha-fetoprotein test was performed and was negative.  On
11-SEP-2007 an ultrasound was performed for Oligohydramios and was normal.  The patient's last menstrual period was 29-JAN-2007 with an estimated date
of delivery of 05-NOV-2007.  There were no symptoms reported.  Follow-up indicated that on 08-NOV-2007 the patient gave birth to a liveborn female infant.
The infant weighed 2778 grams and her apgar score was 8/9.  It was reported that the baby was born healthy and with no congenital anomalies.  The patient
gave birth "40+" weeks from her last menstrual period.  There were no complications during pregnancy, no complications during labor/delivery, and no
infections or illnesses during pregnancy.  During the delivery an episiotomy was performed.  It was reported that the patient had one full term delivery and no
birth defects or infant complications in previous pregnancies.  The physician reported that "as far as she knew the baby was normal and healthy."  The patient
tested positive for Group B streptococcus and was treated.  Additional information is not expected.

Symptom Text:

ADVAIR; SINGULAIROther Meds:
Lab Data:

History:
Pregnancy NOS (LMP = 1/29/2007); AsthmaPrex Illness:

Ultrasound 09/11/07 reason-Oligohydramnios result - normal; Diagnostic laboratory 04/11/07 routine test for cystic fibrosis, result - negative; Diagnostic
laboratory 04/12/07 routine test for hemoglobin solubility, result - negative; Beta-h

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

310423-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Beta haemolytic streptococcal infection, Drug exposure during pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8230
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Mar-2007
Vaccine Date

22-Mar-2007
Onset Date

0
Days

15-May-2008
Status Date

--
State

WAES0706USA00247
Mfr Report Id

Information has been received from a Registered Nurse concerning a black 17 year old female who on 22-MAR-2007 was vaccinated, IM 0.5mL, first dose, with
GARDASIL (lot# 655619/1427F). Subsequently the patient was determined to be pregnant. The patient sought unspecified medical attention. No problems
were reported. Follow-up information received on 11-FEB-2008 reported that a nurse in the office stated that the patient has delivered her baby and both Mom
and baby were doing fine. She also reported that the Doctor apologizes that she keeps forgetting to have the patient sign the consent forms. She will try to
remember when the patient is seen again. Follow up information received on 31-MAR-2008 reported that the patient, who had a history of migraines and no
previous pregnancies delivered a normal female infant on 27-SEP-2007 (40 weeks from LMP) (weight: 7 pounds 6 ounces, length 53.5 cm, Apgar score 8/9,
head circumference 33). No congenital anomalies or complications were reported. At 35 weeks gestation (on approximately 24-AUG-2007), the mother
developed bacterial vaginosis and was treated with FLAGYL. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Migraine

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

310424-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Vaginitis bacterial

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1427F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8231
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Apr-2007
Vaccine Date

14-May-2007
Onset Date

32
Days

14-May-2008
Status Date

FL
State

WAES0710USA02598
Mfr Report Id

Information has been received from a nurse through the Pregnancy Registry for Gardasil concerning a 27 year old female, with a history of two previous
pregnancies (one live birth and one spontaneous abortion), who on 19-FEB-2007 was vaccinated in the right deltoid with her first dose of Gardasil.  On 12-
APR-2007, the patient was vaccinated in the left deltoid with her second dose of Gardasil (Lot #656051/0244U).  On 10-OCT-2007 it was reported that the
patient had a urine test (date unspecified) which was positive (LMP 14-MAY-2007).  The patient sought unspecified medical attention at an office visit.  Follow-
up information received 27-MAR-2008, reports that the patient was on prenatal vitamins (unspecified), and developed pregnancy induced hypertension (not
further specified).  The patient had routine diagnostic tests (not further specified).  On 13-FEB-2008, the patient delivered a live, normal, 8 pound, male infant
(length not reported).  There were no complications during labor or delivery, no congenital anomalies, or complications.  Additional information has been
requested.

Symptom Text:

vitamins (unspecified)Other Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 5/14/2007)Prex Illness:

urine beta-human, positive
Two previous pregnancies (one live birth and one spontaneous abortion)

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
27.0

310428-1

14-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Delivery, Drug exposure during pregnancy, Inappropriate schedule of drug administration, Pregnancy induced hypertension

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0244U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8232
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-May-2008
Status Date

VA
State

WAES0803USA01398
Mfr Report Id

Information has been received from a physician concerning a 26 year old female who was vaccinated on an unspecified date with her first dose of GARDASIL
(lot# not reported).  Subsequently the patient experienced urticaria 34 hours after administration of the vaccine.  Subsequently, the patient recovered from
urticaria within 1 day after receiving 1 dose of loratadine (CLARITIN).  The patient sought medical attention via the telephone.  Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

310430-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8233
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Mar-2008
Vaccine Date

09-Mar-2008
Onset Date

2
Days

15-May-2008
Status Date

PA
State

WAES0803USA01405
Mfr Report Id

Information has been received from a physician concerning a 14 year old female who on 07-MAR-2008 was vaccinated with GARADASIL (lot# not reported).
On 09-MAR-2008 the patient fainted. The patient's outcome was not reported. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

310431-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8234
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-May-2008
Status Date

FL
State

WAES0803USA01425
Mfr Report Id

Information has been received from a physician concerning a female who in approximately February 2008, was vaccinated with the first dose of GARDASIL
(lot# not provided).  The same night following vaccination, the patient went to the Emergency Room with a swollen and painful arm.  No further information was
provided.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

310432-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Oedema peripheral, Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8235
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Feb-2008
Vaccine Date

28-Feb-2008
Onset Date

0
Days

15-May-2008
Status Date

FL
State

WAES0803USA01465
Mfr Report Id

Information has been received from a physician concerning an 18 year old female who on 28-FEB-2008 was vaccinated with the first dose of GARDASIL (lot
reported as "0724U"). Concomitant suspect therapy included VARIVAX (Oka/Merck) (MSD). Other concomitant therapy included MENACTRA (Sanofi Pasteur),
hepatitis A virus vaccine (unspecified) and tuberculin purified protein derivative. Per the reporter, after receiving the first dose of GARDASIL, the patient's eyes
instantly rolled into the back of her head and she fainted. The patient was "administered alcohol" and she recovered. No additional information was provided
regarding this adverse experience. Additional information has been requested.

Symptom Text:

tuberculin purified proteinOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

310433-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Gaze palsy, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

VARCEL
MNQ
HEPA
HPV4

MERCK & CO. INC.
SANOFI PASTEUR
UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL
NULL
NULL 0

Unknown
Unknown
Unknown
Unknown

Unknown
Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 8236
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Jan-2008
Vaccine Date

04-Jan-2008
Onset Date

1
Days

15-May-2008
Status Date

NY
State

WAES0803USA01484
Mfr Report Id

Information has been received from a nurse concerning a 15 year old female with anxiety who on 03-JAN-2008 was vaccinated intramuscularly with her third
dose of GARDASIL (lot# not provided).  On 04-JAN-2008 the patient started experiencing morning sickness.  The patient's morning sickness persisted.  She
sought unspecified medical attention.  The patient did not have any AE after the 1st or 2nd dose of GARDASIL.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

AnxietyPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

310434-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Vomiting in pregnancy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8237
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-May-2008
Status Date

CT
State

WAES0803USA01510
Mfr Report Id

Information has been received from a physician concerning a female who approximately "within two weeks" was vaccinated with the third dose of GARDASIL.
The patient fainted after getting the third dose of GARDASIL (lot number not provided).  No information about first and second dose.  Unknown medical
attention was sought.  On a unspecified date the patient outcome was recovered.  No product quality complaint was involved.  Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

310435-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8238
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Mar-2008
Vaccine Date

03-Mar-2008
Onset Date

0
Days

15-May-2008
Status Date

--
State

WAES0803USA01514
Mfr Report Id

Information has been received from a 19 year old female for the Pregnancy Registry for GARDASIL with a history of miscarriage who on 31-JUL-2007 was
vaccinated intramuscularly with her first dose of GARDASIL (lot# not reported). On 03-MAR-2008 the patient was vaccinated intramuscularly with her third dose
of GARDASIL (lot# not reported). Concomitant therapy included hepatitis A virus vaccine (unspecified). On 07-MAR-2008 the patient found out she was
pregnant. Her LMP was 06-FEB-2008. The patient also stated that she was experiencing pain from her stomach to her knees. The pain goes away when she
stays in bed, but comes back when she walks around. She did not think the pain was caused from the pregnancy. The patient's outcome was not reported. No
further information is available.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None
Miscarriage

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

310436-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain upper, Drug exposure during pregnancy, Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
UNKNOWN MANUFACTURER

NULL
NULL

2 Unknown
Unknown

Intramuscular
Unknown



10 JUN 2008 06:27Report run on: Page 8239
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-May-2008
Status Date

--
State

WAES0803USA01523
Mfr Report Id

Information has been received from a physician concerning a female friend of a patient's mother who was vaccinated with GARDASIL (dose, route, site and Lot
# not reported).  Subsequently the patient experienced enlarged liver after vaccination.  Patient outcome was not reported.  The patient sought unspecified
medical attention.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

310437-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hepatomegaly

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8240
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-May-2008
Status Date

MD
State

WAES0803USA01556
Mfr Report Id

Information has been received from a physician concerning a 12 year old female who was vaccinated on an unspecified date with her first dose of Gardasil (lot#
not reported).  Concomitant therapy included Varivax (duration and dose not reported).  Other concomitant therapy included MENACTRA and Tdap.
Subsequently the patient broke out into hives, became dizzy and started to sweat after receiving Gardasil.  The patient was recovering.  She sought unspecified
medical attention.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

310438-1

14-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Hyperhidrosis, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

VARCEL
TDAP
HPV4
MNQ

MERCK & CO. INC.
UNKNOWN MANUFACTURER
MERCK & CO. INC.
SANOFI PASTEUR

NULL
NULL
NULL
NULL

0

Unknown
Unknown
Unknown
Unknown

Unknown
Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 8241
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Feb-2008
Vaccine Date

19-Feb-2008
Onset Date

0
Days

15-May-2008
Status Date

PA
State

WAES0803USA01610
Mfr Report Id

Information has been received from a physician concerning a 21 year old female who on 28-NOV-2007 was vaccinated intramuscularly in the left arm with her
first dose of GARDASIL (lot # 658556/1060U).  Concomitant therapy included hormonal contraceptives (unspecified).  On 19-FEB-2008 the patient was
vaccinated intramuscularly in the left arm with her second dose of GARDASIL (lot# not reported).  While in the office, the patient experienced soreness down
her arm to her fingers and intermittent numbness in her hand all in the left arm.  The symptoms have not resolved at this time.  The patient sought medical
attention in the office.  Additional information has been requested.

Symptom Text:

Hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

310439-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Pain in extremity, Vaccine positive rechallenge

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8242
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-May-2008
Status Date

AZ
State

WAES0803USA01613
Mfr Report Id

Information has been received from a physician concerning a 13 year old female who was vaccinated intramuscularly on an unspecified date with Gardasil (lot#
not reported).  Subsequently the patient experienced anxiety after receiving the vaccine.  The patient sought unspecified medical attention and her outcome
was not reported.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

310440-1

14-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anxiety

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8243
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Oct-2007
Vaccine Date

18-Oct-2007
Onset Date

0
Days

14-May-2008
Status Date

AZ
State

WAES0803USA01615
Mfr Report Id

Information has been received from a physician concerning a 13 year old female with an allergy to Amoxil, who was vaccinated intramuscularly in the right arm
on 18-Oct-2007 with Gardasil (lot# 658556/1060U).  Concomitant medication included the influenza virus vaccine (unspecified) which was administered in her
left arm on 18-Oct-2007 (lot Number U2443AA).  Subsequently the patient experienced numbness in her arm for one to three months post vaccination.  The
patient sought unspecified medical attention.  Follow up information revealed the pain is still lingering at the time of second dose, which is 2 months later.
Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Drug hypersensitivity

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

310441-1

14-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1060U 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8244
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Mar-2008
Vaccine Date

11-Mar-2008
Onset Date

0
Days

15-May-2008
Status Date

NC
State

WAES0803USA01736
Mfr Report Id

Information has been received from a health professional concerning a 31 year old female who on 12-SEP-2007 was vaccinated with the first dose of
GARDASIL.  On 12-Nov-2007, the patient received the second dose and on 11-Mar-2008 received the third dose IM (lot# 659182/1757U).  After the third dose
the patient experienced "a little more soreness than usual".  It was unknown whether patient experienced any problems with first and second dose.  The patient
was seen in the doctor's office.  At the time of report the patient had not recovered.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
31.0

310442-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, Pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1757U 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8245
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-May-2008
Status Date

--
State

WAES0803USA01748
Mfr Report Id

Information has been received from a health professional concerning a 15 year old female who was vaccinated with the second dose GARDASIL (lot# not
provided). Subsequently the patient experienced fainted. It was unknown whether medical attention was sought. The patient's outcome is known. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

310443-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8246
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Mar-2008
Vaccine Date

11-Mar-2008
Onset Date

0
Days

15-May-2008
Status Date

NY
State

WAES0803USA01749
Mfr Report Id

Information has been received from a Nurse concerning a female patient who on 11-MAR-2008 was vaccinated IM with the first dose of GARDASIL (lot# not
provided).  Thirty minutes later the patient passed out and fell on her face.  Unknown medical attention was sought.  At the time of reporting the patient was
recovering.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

310444-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Fall, Loss of consciousness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8247
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Mar-2008
Vaccine Date

11-Mar-2008
Onset Date

0
Days

15-May-2008
Status Date

WI
State

WAES0803USA01762
Mfr Report Id

Information has been received from medical assistant concerning a 13 year old female patient who on 11-MAR-2008 was vaccinated IM with a 0.5 ml first dose
of GARDASIL (lot# 655604/0052X). Concomitant therapy included MENACTRA. On 11-MAR-2008, after receiving the dose the patient was waiting on the table
when 30 seconds later she landed backward on the table in which her eyes rolled back, she stiffened and jerked for 3 seconds.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

310445-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dyskinesia, Fall, Gaze palsy, Musculoskeletal stiffness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0052X 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8248
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-May-2008
Status Date

OH
State

WAES0803USA01764
Mfr Report Id

Information has been received from a physician concerning a 15 year old female who in April 2007, was vaccinated with the series of GARDASIL. She had two
doses. Subsequently the patient experienced migraines after the doses and they had continued. It was unknown whether medical attention was sought.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

310446-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Migraine

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8249
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-May-2008
Status Date

IL
State

WAES0803USA01766
Mfr Report Id

Information has been received from a health professional concerning a 21 year old female patient who on an unspecified date was vaccinated with a 0.5 ml
second dose of Gardasil (lot# not provided).  Subsequently the patient experienced hives.  The patient did not have any AE symptoms with the first vaccination.
 Unknown medical attention was sought.  At an unspecified date the patient recovered from hives.  No product quality complaint was involved.  Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

310447-1

14-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 No reaction on previous exposure to drug, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8250
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-May-2008
Status Date

--
State

WAES0803USA01782
Mfr Report Id

Information has been received from a health professional concerning a female who was vaccinated with the second dose of GARDASIL (lot# not reported).
Subsequently the patient experienced dizziness and nausea one month after receiving the second dose.  The patient sought unspecified medical attention.
The patient did not have any side effects after receiving the first dose.  Additional information received 28-MAR-2008.  The nurse called to state that the
practice does not have any further information regarding the case and they do not want to receive any further letters.  Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

310448-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Nausea, No reaction on previous exposure to drug

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8251
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-May-2008
Status Date

VA
State

WAES0803USA01785
Mfr Report Id

Information has been received from a physician concerning 2 patients who were vaccinated with Gardasil (lot# not reported).  Per the reporter, both patients
experienced syncope after receiving the Gardasil.  The patients sought unspecified medical attention.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

310449-1

14-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8252
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Feb-2008
Vaccine Date

01-Feb-2008
Onset Date

0
Days

15-May-2008
Status Date

PA
State

WAES0803USA01790
Mfr Report Id

Information has been received from a consumer through the Merck pregnancy registry concerning a 16 year old female who on 01-FEB-2008 was vaccinated
with the third dose of GARDASIL (lot# not reported). Concomitant suspect therapy included VARIVAX (Oka/MSD) (MSD) (lot# not reported). Per the reporter,
the patient found out that she was pregnant about a week after receiving the third dose. Before she was known to be pregnant, the patient had a pap smear
that was irregular, so a biopsy of the cervix was performed. Per the reporter, "I don't know if this made her more fertile. Also, before her pregnancy, when she
received her first dose, she experienced an irregular menstrual cycle." The patient sought unspecified medical attention. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = Unknown)Prex Illness:

cervical smear - irregular; cervix biopsy; diagnostic laboratory; beta-human chorionic - positive

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

310450-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

NULL
NULL 2

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 8253
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-May-2008
Status Date

FL
State

WAES0803USA01794
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with Gardasil (lot# not reported).  Per the reporter, the patient fainted
but recovered quickly.  The physician stated "it wasn't like real syncope."  The patient sought unspecified medical attention in the physician's office.  No further
information was provided.  The physician did not wish to be contacted.  Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

310451-1

14-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8254
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-May-2008
Status Date

TN
State

WAES0803USA01812
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated IM with the first dose of GARDASIL (lot# not reported).  Subsequently
the patient experienced arthralgia.  Per the reporter, the patient was diagnosed with juvenile rheumatoid arthritis.  The patient's rheumatologist recommended
that she not continue the series.  No additional information was given.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

310452-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Juvenile arthritis

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8255
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Apr-2007
Vaccine Date

07-Aug-2007
Onset Date

104
Days

15-May-2008
Status Date

NY
State

WAES0803USA01834
Mfr Report Id

Information has been received from a physician concerning a 20 year old female who was a previous smoker and took birth control pills in the past, who on 21-
FEB-2007 was IM vaccinated with her first dose of GARDASIL (lot number unspecified).  On 25-Apr-2007 she was IM vaccinated with her second dose of
GARDASIL (lot number unspecified).  On 25-Aug-2007 the patient received her third dose of GARDASIL (lot number unspecified) intramuscularly.
Concomitant therapy included hormonal contraceptives (unspecified) in the past.  A pap test on 07-Feb-2007 was negative.  A repeat PAP test on 07-Aug-2007
was positive for low grade dysplasia CIN 1.  She was also HPV positive for one of the high risk groups.  Colposcopy on 06-Sep-2007 confirmed CIN 1.  The
patient had Cryotherapy on 27-Sep-2007.  A pap in February 2008 still shows low grade dysplasia.  The patient sought medical treatment with an office visit.
The patient has not recovered.  Additional information has been requested.

Symptom Text:

Hormonal contraceptivesOther Meds:
Lab Data:

History:
Prex Illness:

Serum prostatic acid 02/07/07 - negative; Serum prostatic acid 08/07/07 - positive low grade dysplasia CIN 1; Serum prostatic acid 02/01/08 - low grade
dysplasia.
Smoker; Colposcopy; Cryotherapy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

310453-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Cervical dysplasia, Colposcopy, Cryotherapy, Papilloma viral infection

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8256
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-May-2008
Status Date

--
State

WAES0803USA01836
Mfr Report Id

Information has been received from a health professional concerning a female who was IM vaccinated with her first dose of Gardasil (lot number unspecified)
and experienced a mild unspecified pain.  The patient received her second dose of Gardasil (lot number unspecified) intramuscularly and experienced a more
severe pain in her pelvic area which intensified when she walked.  The caller was not able to provide the lots numbers for the vaccinations.  The patient sought
medical care by calling the office.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

310454-1

14-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pain, Pelvic pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8257
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-May-2008
Status Date

CA
State

WAES0803USA01837
Mfr Report Id

Information has been received from a company representative concerning a female who on unspecified date was vaccinated with Gardasil (lot# unspecified)
and experienced muscle soreness all over her body.  Unspecified medical attention was sought.  At the time of this report the outcome was unknown.  No other
information was provided.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

310455-1

14-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Myalgia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8258
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Feb-2008
Vaccine Date

11-Feb-2008
Onset Date

0
Days

15-May-2008
Status Date

TX
State

WAES0803USA01845
Mfr Report Id

Information has been received from a physician concerning a 15 year old female who on approximately 11-FEB-2008 was vaccinated with her second dose of
GARDASIL (lot# not reported) and fainted. The patient had not eaten anything yet. Sometime later at home, patient fainted again and bit her lip. She went to
the Emergency Room for stitches. Her outcome was not reported. Additional information has been requested. A coding change request was made - lip injury.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

310456-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Mouth injury, Suture insertion, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8259
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-May-2008
Status Date

--
State

WAES0803USA01851
Mfr Report Id

Information has been received from a health professional concerning a 20 year old female who was vaccinated on an unspecified date with Gardasil (lot# not
reported) and felt lightheaded.  The patient recovered after sitting in the office for few minutes.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

310457-1

14-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8260
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Feb-2008
Vaccine Date

20-Feb-2008
Onset Date

1
Days

15-May-2008
Status Date

--
State

WAES0803USA001907
Mfr Report Id

Information has been received from a nurse practitioner concerning a 24 year old female with no medical history or allergies reported, who on 19-FEB-2008
was vaccinated intramuscularly with the first 0.5 ml dose of GARDASIL (Lot #659657/1487U). Concomitant therapy included TRI-CYCLEN LO. On 20-FEB-
2008 the patient developed a rash described as itchy, diffuse plaque on her neck, back and lower abdomen. The patient was seen at the clinic and treated with
BENADRYL. No diagnostic studies were performed. At the time of the report the patient's outcome was unknown. No product quality complaint was involved.
Additional information has been requested.

Symptom Text:

ORTHO TRI-CYCLEN LOOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

310458-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash pruritic

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1487U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8261
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
11-Mar-2008
Onset Date Days

14-May-2008
Status Date

GA
State

WAES0803USA01908
Mfr Report Id

Information has been received from a physician concerning a female who in November 2007, was vaccinated with the third dose of Gardasil.  On 12-MAR-2008
the patient was seen in the office and has genital warts.  At the time of this report the patient's outcome was unknown.  No product quality complaint was
involved.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

310459-1

14-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anogenital warts

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8262
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-May-2008
Status Date

NJ
State

WAES0803USA01921
Mfr Report Id

Information has been received from a physician concerning a 25 year old female with a history of cardiac murmur who in January 2008, was vaccinated with
her first dose of GARDASIL (lot number unspecified).  Concomitant therapy included fexofenadine hydrochloride (ALLEGRA) and hormonal contraceptives
(unspecified).  In January 2008, after receiving the vaccine, the patient experienced uncomfortable feeling on the injection site.  On 10-Mar-2008, the patient
experienced scratchy throat and cold after a flight.  Patient still has the cold and scratchy throat.  Additional information has been requested.

Symptom Text:

Allegra; Hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Cardiac murmur

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

310460-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site discomfort, Nasopharyngitis, Throat irritation

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8263
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Aug-2007
Vaccine Date

30-Aug-2007
Onset Date

0
Days

15-May-2008
Status Date

NY
State

WAES0803USA01970
Mfr Report Id

Information has been received from a physician concerning a 12 year old female who on 30-AUG-2007 was vaccinated with her first dose of GARDASIL (lot
number reported as "14267F"). Concomitant therapy included VARIVAX, VAQTA and MENACTRA. On 30-AUG-2007 the patient experienced nausea and
vomiting which lasted for 2 days. On 18-JAN-2008 the patient was vaccinated with her second dose of GARDASIL (lot number 659439/1267U) and she
experienced nausea and vomiting which lasted for 2 days. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

310463-1

04-Jun-2008
VAX Detail:

Last Edit Date

Seriousness:

 Nausea, Vaccine positive rechallenge, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

VARCEL
MNQ
HPV4
HEPA

MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.
MERCK & CO. INC.

NULL
NULL
14267F
NULL

0

Unknown
Unknown
Unknown
Unknown

Unknown
Unknown

Intramuscular
Unknown



10 JUN 2008 06:27Report run on: Page 8264
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
01-Mar-2008
Onset Date Days

14-May-2008
Status Date

--
State

WAES0803USA03861
Mfr Report Id

Information has been received from a consumer concerning his daughter who was vaccinated with all three doses of Gardasil on unspecified dates (lot #'s not
provided).  Concomitant therapy included influenza virus vaccine (unspecified).  On approximately 01-MAR-2008 the patient experienced an autoimmune
disease after receiving the influenza virus vaccine and Gardasil.  The patient's autoimmune disease persisted and she sought unspecified medical attention.
No further information is available.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.9

310464-1

14-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Autoimmune disorder

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4
FLU

MERCK & CO. INC.
UNKNOWN MANUFACTURER

NULL
NULL

2 Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 8265
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Mar-2008
Vaccine Date

18-Mar-2008
Onset Date

1
Days

14-May-2008
Status Date

--
State

WAES0803USA03862
Mfr Report Id

Information has been received from a health professional concerning a 16 year old female with metabolic syndrome, reflux nephropathy and Gitelman's
syndrome who on 17-MAR-2008 was vaccinated with her first dose of Gardasil (lot# 655327/1287U).  Concomitant therapy included K-LOR, Mg oxide,
DYRENIUM, CEFTIN and ORTHO TRI-CYCLEN LO.  On 18-MAR-2008 the patient experienced soreness in her injection arm.  On 21-MAR-2008 the patient's
upper arm became swollen and on 22-MAR-2008 the swelling spread to her fingertips.  The patient was seen in the ER and is recovering.  Additional
information has been requested.

Symptom Text:

CEFTIN; ORTHO TRI-CYCLEN LO; magnesium oxide; K-LOR; DYRENIUMOther Meds:
Lab Data:
History:

Metabolic syndrome; Reflux nephropathy; Gitelman's syndromePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

310465-1

14-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Oedema peripheral, Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1287U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8266
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Jan-2008
Vaccine Date

11-Mar-2008
Onset Date

49
Days

15-May-2008
Status Date

--
State

WAES0803USA03865
Mfr Report Id

Information has been received from a physician assistant concerning a 21 year old female who on 25-NOV-2007 was vaccinated with a dose of GARDASIL and
on 22-JAN-2008 was vaccinated with a dose of GARDASIL.  There was no concomitant medication.  On 11-MAR-2008 false positive on a HIV test.  An HIV test
was done on 11-MAR-2008 that was positive which mandates an automatic confirmation test to be done that same day which was negative.  The confirmation
test is more in depth and accurate so the patient was not HIV positive.  Medical attention was sought in the office.  Patient's outcome was unknown.  No
product quality complaint was involved.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Diagnostic laboratory 03/11/08 - HIV test positive/confirmation test done same day was negative.
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

310466-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 HIV test false positive

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8267
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Mar-2008
Vaccine Date

24-Mar-2008
Onset Date

3
Days

15-May-2008
Status Date

NJ
State

WAES0803USA03891
Mfr Report Id

Information has been received from a physician concerning a 20 year old female who on 21-MAR-2008 was vaccinated intramuscularly "probably in the left
arm" with her second dose of GARDASIL. On 24-MAR-2008 the patient called the doctor's office complaining of bruises and lump at the injection site and pain
from her shoulder to armpit. The patient's bruises and lump at the injection site and pain from shoulder to armpit persisted. The patient did not experience any
adverse effects after the first dose of GARDASIL. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

310467-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Axillary pain, Injection site bruising, Injection site mass, Injection site pain, Musculoskeletal pain, No reaction on previous exposure to drug

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0151X 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8268
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Oct-2007
Vaccine Date

01-Oct-2007
Onset Date

0
Days

14-May-2008
Status Date

CA
State

WAES0803USA03896
Mfr Report Id

Information has been received from a physician concerning a 26 year old female who on 01-OCT-2007 was vaccinated with her first dose of Gardasil (lot#
0530U).  Concomitant therapy included hormonal contraceptives (unspecified).  On 01-OCT-2007 the patient experienced pain, bruising and a lump at the
injection site.  Subsequently, the patient recovered from pain, bruising and a lump at the injection site.  On 10-DEC-2007 the patient was vaccinated with her
second dose of Gardasil (lot# 655154/1210U).  On approximately 31-DEC-2007 the patient developed a white ring, with a small white center at the injection
site.  The patient's white ring, with a small white center at the injection site persisted.  Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

310468-1

14-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site bruising, Injection site discolouration, Injection site mass, Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0530U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8269
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Aug-2007
Vaccine Date

01-Aug-2007
Onset Date

0
Days

15-May-2008
Status Date

--
State

WAES0803USA03905
Mfr Report Id

Information has been received from a health professional concerning a female with a latex allergy, penicillin allergy, augmentin allergy, amoxicillin allergy and
prednisone allergy who on 01-AUG-2007 was vaccinated intramuscularly with her first dose of GARDASIL (lot# 657737/0522U). Concomitant therapy included
and eczema drug. On approximately 01-AUG-2007 the patient experienced redness and warmth at the injection site. On 20-DEC-2007 the patient was
vaccinated intramuscularly with her second dose GARDASIL (lot# 658488/1264U). On approximately 20-DEC-2007 the patient experienced redness and
warmth at the injection site and peeling of the skin in a 3 inch area at the injection site. Subsequently, the patient recovered from redness and warmth at the
injection site, and peeling of the skin at the injection site. Additional information has been requested.

Symptom Text:

(therapy unspecified)Other Meds:
Lab Data:
History:

Latex allergy; Penicillin allergy; Allergic reaction to antibiotics; Drug hypersensitivityPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

310469-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site warmth, Skin exfoliation, Vaccine positive rechallenge

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0522U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8270
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Feb-2008
Vaccine Date

26-Feb-2008
Onset Date

1
Days

15-May-2008
Status Date

OR
State

WAES0803USA03910
Mfr Report Id

Information has been received from a physician concerning a 22 year old female with migraine and penicillin allergy who on 25-FEB-2008 was vaccinated
intramuscularly in the left arm with her first dose of GARDASIL (lot# 658100/0525U).  Concomitant therapy included ethinyl estradiol (+) levonorgestrel
(LEVORA) and diphtheria toxoid (+) pertussis acellular 5-component vaccine (+) tetanus toxoid (ADACEL) in the right arm.  On 26-FEB-2008 the patient
experienced severe joint pain, sore throat, high fever and chest congestion.  The patient had difficulty walking due to the severe joint pain.  She was examined
at the healthcare center on 26-FEB-2008.  Complete blood count and influenza test were negative.  The physician's office called the patient on 28-FEB-2008
and she was feeling much better.  Subsequently, the patient recovered from severe joint pain, sore throat, high fever and chest congestion.  Additional
information has been requested.

Symptom Text:

LevoraOther Meds:
Lab Data:
History:

Migraine; Penicillin allergyPrex Illness:

Diagnostic laboratory 02/26/08 - negative; Complete blood cell 02/26/08 - negative.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

310470-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Gait disturbance, Pharyngolaryngeal pain, Pyrexia, Respiratory tract congestion

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

TDAP
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
0525U 0

Unknown
Unknown

Unknown
Intramuscular



10 JUN 2008 06:27Report run on: Page 8271
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Mar-2008
Vaccine Date

12-Mar-2008
Onset Date

0
Days

14-May-2008
Status Date

CO
State

WAES0803USA03950
Mfr Report Id

Information has been received from a physician concerning a 24 year old female with no medical history and no drug allergies, who on 12-MAR-2008 was
vaccinated IM in the deltoid (unspecified which deltoid) with a 0.5mL first dose of Gardasil (Lot# 659962/1740U).  Concomitant vaccination included Tdap.  On
12-MAR-2008 the patient experienced dizziness and nausea when she turned her head.  The patient spoke to the office on 20-MAR-2008.  The patient
reported that the dizziness was ongoing.  The patient went to the emergency room.  The patient was not hospitalized and the emergency room could not
determine a diagnosis.  At the time of the report, the patient was not recovered.  No product quality complaint was involved.  Additional information has been
requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

310471-1

14-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

TDAP
HPV4

UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
1740U 0

Unknown
Unknown

Unknown
Intramuscular



10 JUN 2008 06:27Report run on: Page 8272
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Feb-2008
Vaccine Date

25-Feb-2008
Onset Date

0
Days

14-May-2008
Status Date

VA
State

WAES0803USA04088
Mfr Report Id

Information has been received from a physician concerning a female patient "in her teens" who on approximately 25-FEB-2008 was vaccinated with a second
dose of Gardasil.  On approximately 25-FEB-2008, "about a month ago," the patient passed out and hit her head.  The patient had a laceration from the fall
which required stitches.  Subsequently, the patient recovered.  No product quality complaint was involved.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

310472-1

14-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Head injury, Laceration, Loss of consciousness

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8273
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Feb-2008
Vaccine Date

18-Feb-2008
Onset Date

0
Days

15-May-2008
Status Date

MI
State

WAES0803USA04089
Mfr Report Id

Information has been received through the Merck pregnancy registry from an 18 year old female patient with no known allergies and a medical history of blood
clots, who on 18-FEB-2008 was vaccinated intramuscularly with a 0.5 ml dose of GARDASIL (Lot # 659441/1446U). There was no concomitant medication. On
18-FEB-2008 when the patient received the vaccination. "her heart was beating really fast, and she couldn't sleep because of sharp pain in stomach." On 25-
MAR-2008 the patient stated that a pregnancy test given "today," showed that she was 8.5 weeks pregnant. At the time of this report the patient's outcome was
unknown. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

beta-human chorionic 03/25/08 - 8.5 weeks pregnant
Clot blood

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

310473-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain upper, Drug exposure during pregnancy, Heart rate increased, Insomnia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1446U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8274
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Feb-2008
Vaccine Date

26-Feb-2008
Onset Date

1
Days

14-May-2008
Status Date

--
State

WAES0803USA04092
Mfr Report Id

Information has been received from a consumer concerning her 16 year old daughter with a history of "sensitivity to vaccines" who about a month ago on
approximately 25-FEB-2008 was vaccinated with her first dose of Gardasil (lot# unspecified, injection site and route not reported).  There was no concomitant
medication.  The patient experienced pain at the site of injection and developed arthralgia after receiving her her first dose.  The arthralgia developed about 24
hours after receiving Gardasil and lasted 48 hours.  The patient sought medical attention by speaking with the physician.  The physician's name is "Dr."  No
other information about the physician was available.  The patient recovered on an unspecified date.  Additional information is not expected.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
Allergy to vaccine

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

310474-1

14-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8275
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Mar-2008
Vaccine Date

25-Mar-2008
Onset Date

0
Days

15-May-2008
Status Date

GA
State

WAES0803USA04095
Mfr Report Id

Information has been received from a physician concerning a female who on 25-MAR-2008 was vaccinated with her second dose of GARDASIL (lot# not
reported).  Immediately after vaccination the patient experienced numbness at the injection site.  It was reported that the numbness was transient, lasting just a
few seconds.  The numbness resolved as soon as the patient relaxed her arm after the vaccination.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

310475-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site anaesthesia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8276
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Mar-2008
Vaccine Date

Unknown
Onset Date Days

15-May-2008
Status Date

--
State

WAES0803USA04108
Mfr Report Id

Information has been received from a nurse practitioner concerning a 21 female who on 13-MAR-2008 was vaccinated with her first dose of 0.5 ml GARDASIL
(Lot #659962/1740U) intramuscularly in the deltoid.  The nurse practitioner reported that the patient had pain at the injection site for 2 days (onset date not
specified).  The pain began improving but on 24-MAR-2008 the patient reported tightness in the shoulder where the GARDASIL vaccine was given,
inflammation, and was tender to the touch.  The patient sought medical attention by speaking with the nurse practitioner on an unspecified date.  The patient
was treated with ibuprofen (MOTRIN) and hot/warm compresses.  At the time of reporting the patient's outcome was unknown.  No other information was
available from the nurse practitioner.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

310476-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site inflammation, Injection site pain, Musculoskeletal discomfort

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1740U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8277
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Mar-2008
Vaccine Date

21-Mar-2008
Onset Date

0
Days

14-May-2008
Status Date

PA
State

WAES0803USA04113
Mfr Report Id

Information has been received from a physician concerning a 17 year old female who on 21-MAR-2008, was vaccinated with a fourth dose of Gardasil (lot# not
reported).  Subsequently, the patient experienced inappropriate schedule of vaccine administered.  On 24-MAR-2008 the patient experienced injection site
swelling, injection site redness and injection site soreness.  The patient sought unspecified medical attention.  No additional information was available.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

310477-1

14-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, Injection site erythema, Injection site pain, Injection site swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 3 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8278
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Mar-2008
Vaccine Date

25-Mar-2008
Onset Date

0
Days

14-May-2008
Status Date

FL
State

WAES0803USA04114
Mfr Report Id

Information has been received from a physician concerning a 16 year old female who on 25-MAR-2008 was vaccinated IM with Gardasil (lot# not reported).  It
was unknown if this was the patient's first dose.  On 25-MAR-2008 the patient experienced syncope.  The patient sought unspecified medical attention and it
was unknown if the doctor was going to continue with the vaccination series.  Subsequently, the patient recovered from syncope. Additional information has
been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

310478-1

14-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8279
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Jan-2007
Vaccine Date

23-Jan-2007
Onset Date

0
Days

23-Apr-2008
Status Date

MI
State

WAES0706USA04711
Mfr Report Id

Initial and follow up information has been received from a physician, via the Merck pregnancy registry, concerning a 16 year old female patient with gonorrhea
("around the time of her first dose"), a date of LMP on 26-DEC-2006 and no prior pregnancies, who on 23-JAN-2007 was vaccinated IM, with the first dose,
0.5ml, of Gardasil (Lot #654510/0962F).  On the day of vaccination (23-JAN-2007), a pregnancy test was negative.  However, on 13-FEB-2007, at a follow up
appointment, a pregnancy test was positive.  Follow up information indicated that in May 2007, an ultrasound result showed a normal fetus.  Prenatal vitamins
and an iron supplement were prescribed for daily use during pregnancy.  There were no complications during pregnancy.  On 03-OCT-2007, a normal, 6 pound
11 ounce, 19 inch long, female infant was born, at gestation week 40.  The infant's Apgar score was 8.1/9.5.  There were no complications during delivery.  No
other details were provided.  Follow up information from the physician, indicated that the infant was born with a congenital nevus, described as "dark brown
nevus lt. frontal bone," and had also had eczema "since birth."  On 22-OCT-2007, at age 19 days, the infant was seen in the physician's office, for "crying too
much," and irritability.  There was no fever, no respiratory distress, no cough, but the infant did have sneezing.  The physician recommended that feeding be
decreased to 1-2 oz every 2 hours.  Skin was noted as normal.  On 05-NOV-2007, the infant was seen in follow up, and the mother reported concerns about the
infant's dry skin.  The infant was reported to be "doing well."  On 13-DEC-2007, the infant was seen in the office, with noted seborrheic dermatitis on the scalp
and behind the ears, and dry skin and eczema.  Treatment included hydrocortisone 2.5% for eczema, and SELSUN shampoo for seborrheic dermatitis.
Vaccinations at this visit included a dose of the following: PEDIARIX, PREVNAR, Hib conj vaccine (OMPC) (MSD) and Rotateq (MSD).  The patient was to
return in 2 months.  On 0

Symptom Text:

iron (unspecified), dose; vitamins (unspecified), doseOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 12/26/2006); Gonorrhoea; Pregnancy; AnaemiaPrex Illness:

ultrasound, 05/??/07, normal fetus; beta-human chorionic, 02/13/07, pregnant; beta-human chorionic, 01/23/07, negative

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

310484-1

23-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Delivery, Drug exposure during pregnancy, Foetal disorder

 ER VISIT, NOT SERIOUS

Other Vaccine
22-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0962F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8280
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Jul-2007

Vaccine Date
26-Jul-2007
Onset Date

0
Days

23-Apr-2008
Status Date

AZ
State

WAES0710USA00765
Mfr Report Id

Information has been received through the Merck pregnancy registry from a physician concerning a female with a history of 0 pregnancies and 0 live births and
a history of anxiety disorder who on 26-JUL-2007 was vaccinated with the first dose of Gardasil (658490/0802U).  Concomitant therapy included prenatal
vitamins.  Subsequently, the patient was determined to be pregnant (last menstrual serious 09-JUL-2007).  On 29-NOV-2007, the patient had an ultrasound
which revealed normal anatomy.  Estimated date of delivery was 26-MAR-2008.  It was reported that on an unspecified date the patient was admitted to the
hospital for one week due to possible sepsis.  Subsequently, the patient developed chorioamnioitis.  On 25-MAR-2008, the patient developed maternal
exhaustion while pushing and had a vacuum assisted vaginal delivery.  She delivered a normal male infant, Apgar score was 2/5 and 8 at 10 minutes.  The
baby weight 3200 grams and head circumference was 33 1/4 cm.  Additional information has been requested.

Symptom Text:

vitamins (unspecified)Other Meds:
Lab Data:
History:
Prex Illness:

ultrasound, 11/29/07, normal anatomy; Apgar score, 03/25/08, 2/5 and 8 at 10 minutes
Anxiety disorder

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

310485-1 (S)

23-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Chorioamnionitis, Drug exposure during pregnancy, Fatigue, Vacuum extractor delivery

 HOSPITALIZED, SERIOUS

Other Vaccine
22-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0802U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8281
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Nov-2007
Vaccine Date

27-Nov-2007
Onset Date

0
Days

23-Apr-2008
Status Date

CO
State

WAES0712USA08445
Mfr Report Id

Initial and follow up information has been received from the Merck Pregnancy Registry for Gardasil from a Registered Nurse (R.N.) and doctor's office
concerning a 22 year old female patient with a history of spontaneous abortion and exercise induced asthma who on 27-NOV-2007 was vaccinated with a first
dose of Gardasil (lot # 659439/1267U).  The nurse reported that the patient received her first injection and found out she was pregnant.  On 12-DEC-2007 and
on 14-DEC-2007 urine beta-human chorionic gonadotropin test (HCG) was done.  On 18-DEC-2008 she had an ultrasound done where fetus was determined
to be 6 weeks and one day.  The ultrasound did not demonstrate any defects at that time.  The last menstrual period (LMP) was reported as 05-NOV-2007 and
estimated delivery due date (EDC) reported as 11-AUG-2008.  No adverse effects to pregnancy at this time of this reports.  The patient was placed on prenatal
vitamins (unspecified).  No additional information is available.  In follow up information from the doctor's office it was reported that on 28-FEB-2008 a quad
pregnancy screen test was done and the result was negative.  On 29-MAR-2008 patient experienced a fetal death (> 20 weeks) which was "20.4" weeks from
her LMP.  The products of conception were examined and was described to have 17 weeks demise.  The weight of product conception was one hundred twenty
five grams and was reported as visually normal.  It was also reported that it was unknown if the fetus was normal.  Upon internal review fetal death > 20 weeks
determined to be an other medical event.  No other information is available at this time.  Additional information is not expected.

Symptom Text:

Other Meds:
Lab Data:

History:
Pregnancy NOS (LMP = 11/5/2007); Asthma exercise inducedPrex Illness:

ultrasound, 12/18/07, fetus was 6 weeks and one day; urine beta-human, 12/12/07, Pregnancy; urine beta-human, 12/14/07, Pregnancy test; laboratory test,
02/28/08, Negat; Quad marker screen test
Abortion spontaneous

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

310486-1

23-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Intra-uterine death

 ER VISIT, NOT SERIOUS

Other Vaccine
22-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1267U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8282
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
23-Apr-2008
Status Date

FR
State

WAES0804AUS00135
Mfr Report Id

Information was obtained on request by the Company from the agency via a Case Line Listing concerning a 19 year old female who was vaccinated with
Gardasil.  Subsequently the patient experienced convulsion and syncope.  At the time of reporting on 19-SEP-2007, the patient had recovered from convulsion
and syncope.  The agency considered that the convulsion and syncope were related to therapy with Gardasil.  The original reporting source was not provided.
Upon internal medical review, convulsion was considered an other important medical event.  Subsequently the patient's experience was reported in an article.
Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

310487-1

23-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8283
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Jul-2007

Vaccine Date
26-Sep-2007
Onset Date

62
Days

23-Apr-2008
Status Date

FR
State

WAES0804AUS00136
Mfr Report Id

Information was obtained on request by the Company from the agency via a Case Line Listing with further follow-up via a Public Case Details concerning a 20
year old female who on 26-JUL-2007 was vaccinated with Gardasil.  On 26-SEP-2007 the patient experienced limb discomfort, rash, paraesthesia, anxiety,
crying, feeling abnormal and nervousness.  At the time of reporting on 26-SEP-2007, the patient's limb discomfort described as "her hand felt like she was
having a blood transfusion" and rash (back and chest) and paraesthesia (described as tingling feeling) and anxiety and crying and feeling abnormal and
nervousness persisted.  The agency considered the limb discomfort, rash, paraesthesia, anxiety, crying, feeling abnormal and nervousness were related to
therapy with Gardasil.  The original reporting source was not provided.  Limb discomfort, rash, paraesthesia, anxiety, crying, feeling abnormal and nervousness
were considered to be disabling by the agency.  Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

310488-1 (S)

23-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anxiety, Crying, Feeling abnormal, Limb discomfort, Nervousness, Paraesthesia, Rash

 PERMANENT DISABILITY, SERIOUS

Other Vaccine
22-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8284
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
23-Apr-2008
Status Date

FR
State

WAES0804AUS00137
Mfr Report Id

Information was obtained on request by the Company from the agency via a Case Line Listing concerning a 22 year old female who was vaccinated with
Gardasil.  Subsequently, after vaccination, the patient experienced convulsion and cold sweat.  At the time of reporting to the agency on 20-SEP-2007, the
patient had recovered from convulsion and cold sweat.  The agency considered that convulsion and cold sweat were related to therapy with Gardasil.  The
original reporting source was not provided.  Upon internal medical review convulsion was considered an other important medical event.  Subsequently the
patient's experience was reported in an article.  Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

310489-1

23-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Cold sweat, Convulsion

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8285
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Aug-2007
Vaccine Date

31-Aug-2007
Onset Date

0
Days

23-Apr-2008
Status Date

FR
State

WAES0804AUS00138
Mfr Report Id

Information was obtained on request by the Company from the agency via a Public Case Details Form and a Case Line Listing concerning a 22 year old female
who on 31-AUG-2007 was vaccinated with Gardasil (Lot No. 657874/0582U, Batch No. J2299, Expiry date 26-FEB-2010). On 31-AUG-2007, after vaccination,
the patient experienced headache and photophobia. At the time of reporting to the agency on 14-SEP-2007, the patient had recovered from headache and
photophobia. The agency considered that headache and photophobia were possibly related to therapy with Gardasil. The original reporting source was not
provided. Headache and photophobia were considered to be disabling by the agency. Subsequently the patient's experience was reported in an article.
Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

310490-1 (S)

23-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Photophobia

 PERMANENT DISABILITY, SERIOUS

Other Vaccine
22-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0582U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8286
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Jul-2007

Vaccine Date
01-Oct-2007
Onset Date

67
Days

23-Apr-2008
Status Date

FR
State

WAES0804USA02016
Mfr Report Id

Initial and follow-up information has been received from a health authority (reference number PEI2008002698) concerning a 16 year old female who on 26-
JUL-2007 was vaccinated with her first dose of GARDASIL (lot# not reported).  On 04-OCT-2007 the patient was vaccinated with her second dose of
GARDASIL (lot# not reported).  Within the following weeks (it was not clear whether the events began after the first or second dose), the patient experienced
severe headaches and dizziness.  The attacks of dizziness became more and more frequent.  Several times the patient fell down and fainted, hurting herself
(bruises on head and knees).  Additionally she sometimes had episodes of feeling hot and having cold hands.  The patient underwent some medical check ups
which did not reveal the aetiology of these events.  The patient's outcome was not reported.  Follow-up information indicated that the patient was hospitalized
on 06-APR-2008 for further check-up.  The patient's symptoms began in "October or November 2007."  It was reported that the patient's two elder sisters (twins
19 years old) were also vaccinated with GARDASIL, they had no adverse effects.  Other business partner numbers included: E2008-02365.  Further
information is expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

310491-1 (S)

23-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Contusion, Dizziness, Fall, Feeling hot, Headache, Injury, Peripheral coldness, Syncope

 HOSPITALIZED, SERIOUS

Other Vaccine
22-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8287
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Mar-2008
Vaccine Date

13-Mar-2008
Onset Date

0
Days

23-Apr-2008
Status Date

FR
State

WAES0804USA02312
Mfr Report Id

Information has been received from a Health Authorities agency concerning a 14 year old female who on 13-MAR-2008 at 19:30 am was vaccinated with her
first dose of GARDASIL (Lot #1475F; Batch #NF27910) intramuscularly in the deltoid (injection site).  At about 19:45, on the same day, the patient presented
with discomfort, and at 20:00 she developed tremors, tenseness, flushing, bronchospasm and tetany.  The patient was admitted to the emergency room where
she was with adrenalin at 20:05 and at 20:35 with adrenaline and betamethasone sodium phosphate (BENTELAN) intravenously.  At 23:00 there was a
resolution of symptoms.  The patient was kept in the emergency room under clinical observation for an unspecified duration.  It is also reported that the
objective exam performed prior to the vaccination was negative.  The patient completely recovered on 13-MAR-2008 at 23:00.  This case is closed.  Other
business partner numbers include E200803222 and IT137/08.  The reporter considered discomfort, tremors, tenseness, flushing, bronchospasm and tetany to
be other important medical events.  Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

310492-1 (S)

23-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Bronchospasm, Discomfort, Flushing, Tension, Tetany, Tremor

 HOSPITALIZED, SERIOUS

Other Vaccine
22-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1475F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8288
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
23-Apr-2008
Status Date

FR
State

WAES0804USA02722
Mfr Report Id

Information has been received from a physician concerning a 14 year old female with no reported medical history who on an unspecified date was vaccinated
with her first and her second dose of Gardasil (lot number, route and site not reported).  About two to three weeks following the second dose the patient
experienced autoimmune hemolytic anemia.  Laboratory tests on an unspecified date showed increased liver enzymes and decreased hemoglobin.  The patient
was hospitalized on an unspecified date.  No specified examinations were carried out and no cause for this event was found.  Meanwhile, the patient was
discharged on an unspecified date and received out- patient treatment.  The patient's outcome was not reported.  Other business partner numbers include
E200803232.  Additional information is expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

hemoglobin, decreased; hepatic function tests, increased liver enzymes
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

310493-1 (S)

23-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anaemia haemolytic autoimmune, Hepatic enzyme increased

 HOSPITALIZED, SERIOUS

Other Vaccine
22-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8289
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Mar-2008
Vaccine Date

05-Apr-2008
Onset Date

25
Days

23-Apr-2008
Status Date

FR
State

WAES0804USA02903
Mfr Report Id

Information has been received from a health professional concerning a 28 year old overweight female with no history of polycystic ovarian syndrome,
thrombophilia, or missed abortion, who on 11-MAR-2008 was vaccinated IM with a second dose of Gardasil, while she was unaware that she was pregnant.
The date of the patient's last menstrual period was 21-FEB-2008 and her estimated delivery date was 27-NOV-2008.  On 05-APR-2008 in a routine pregnancy
visit to her gynaecologist, the reporting physician diagnosed the patient with a first trimester missed abortion.  At the time of the report, the outcome of the
patient was unknown.  Other business partner numbers included: E2008-03470.  Additional information is not available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 21Feb08); OverweightPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
28.0

310494-1

23-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abortion missed, Drug exposure during pregnancy, Inappropriate schedule of drug administration

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8290
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
23-Apr-2008
Status Date

FR
State

WAES0804USA03670
Mfr Report Id

Information has been received from a pharmacist concerning an 18 year old female, who, on an unspecified date, was vaccinated with a dose of GARDASIL.
The route and site of administration were not reported.  Subsequently, the patient experienced thrombocytopenia at 40000.  The patient was hospitalized.  The
myelogram was normal.  At the time of the report, the outcome of the patient was unknown.  Other business partner numbers included: E200803487.
Additional information is not available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Myelography normal; Platelet count thrombocytopenia-40000.
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

310495-1 (S)

23-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Thrombocytopenia

 HOSPITALIZED, SERIOUS

Other Vaccine
22-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8291
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Apr-2008
Vaccine Date

Unknown
Onset Date Days

25-Apr-2008
Status Date

NH
State Mfr Report Id

L arm, red, edematous, itchy at site of Varivax inj.  Rx'd with Augmentin 875mg 1 BID x10 days.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

310499-1

25-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site oedema, Injection site pruritus

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-Apr-2008

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

1806U
1967U

1
1

Left arm
Left arm

Subcutaneously
Unknown



10 JUN 2008 06:27Report run on: Page 8292
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Jan-2008
Vaccine Date

01-Feb-2008
Onset Date

1
Days

28-Apr-2008
Status Date

NC
State Mfr Report Id

Has not had monthly period in the 3 months after receiving Gardasil. Had been regular for 1yr prior.Symptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

Pelvic U/S pending
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

310500-1

28-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Amenorrhoea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1448U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8293
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Mar-2008
Vaccine Date

27-Mar-2008
Onset Date

0
Days

28-Apr-2008
Status Date

MO
State Mfr Report Id

Patient became light headed and passed out after receiving Gardasil.Symptom Text:

Multivitamin; SeasoniqueOther Meds:
Lab Data:
History:

NonePrex Illness:

BP post Gardasil et blackout was 92/50.
Patient allergic to penicillin

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

310506-1

28-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Loss of consciousness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1487U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8294
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Apr-2008
Vaccine Date

14-Apr-2008
Onset Date

0
Days

01-May-2008
Status Date

MI
State Mfr Report Id

Imms of Hep A and HPV given at 830 AM. Patient waited 20 minutes and left to return to school . Called at 1015 AM that tongue was numb, (L) side hurt, was
dizzy. Brought back to clinic - observed with VS q 15 mins x 1 1/2 hours. All symptoms except numb tongue resolved.

Symptom Text:

Orthotricycline Lo; Allegra; MinecyclineOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

310522-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Hypoaesthesia oral, Pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-Apr-2008

Received Date

Numb tongue~Hep A (no brand name)~1~17~In PatientPrex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

1978U
AHAVB223AA

2
1

Right arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 8295
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Apr-2008
Vaccine Date

09-Apr-2008
Onset Date

1
Days

23-Apr-2008
Status Date

IL
State Mfr Report Id

Urticarial rash. Erythematous, edematous hands and feet. Onset 4/9/08 and persisting through 4/22/08. Treated with prednisone.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

CBC and ESR normal
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

310567-1

23-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Oedema peripheral, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
22-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1967U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8296
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Apr-2008
Vaccine Date

15-Apr-2008
Onset Date

0
Days

23-Apr-2008
Status Date

SC
State

SC0803
Mfr Report Id

TC from patient 2:30 pm 4/17/08.  Received HPV, Menactra, and Tdap while in clinic.  Also received 1 gram Zithromax and 500 mg Cipro--client on no meds.
No chronic illness. No allergies.  No problem with childhood vaccines.

Symptom Text:

See #7Other Meds:
Lab Data:
History:

Positive for chlamydiaPrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

310568-1

23-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Unevaluable event

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-Apr-2008

Received Date

Prex Vax Illns:

TDAP
HPV4
MNQ

SANOFI PASTEUR
MERCK & CO. INC.
SANOFI PASTEUR

C2766AA
0188U
U2357AA

0
0
0

Left arm
Right arm
Right arm

Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 8297
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Apr-2008
Vaccine Date

07-Apr-2008
Onset Date

0
Days

23-Apr-2008
Status Date

CA
State Mfr Report Id

21 yo female with fever 100.8, vomiting and diarrhea about 4-5 hours after administration of first HPV ( gardisil) shot.patient recovered within 24 hours.Symptom Text:

Other Meds:
Lab Data:
History:

noPrex Illness:

Patient is being worked up for cushing's syndrome.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

310578-1

23-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Diarrhoea, Pyrexia, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1210U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8298
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Apr-2008
Vaccine Date

22-Apr-2008
Onset Date

0
Days

23-Apr-2008
Status Date

MI
State Mfr Report Id

WENT TO CHECK PATIENT AFTER 15 MINUTES-BLOODY NOSE IN PROCESS-WAS SEEN BY CPNP-PLAPICAL & RADIAL=80   EPISTAXIS SLOWING
AFTER 5 MINUTES DENIES DIZZINESS, ANY OTHER S/S  PER MOM PT HAS EPISTAXIS ? ALLERGIES INCREASE INCIDENCE SPRING & FALL-  B/P
100/64 WAS TOLD OK TO GO HOME, TRY CLARITIN 1 TAB QTTS

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

310579-1

23-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Epistaxis

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1757U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8299
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Mar-2008
Vaccine Date

25-Mar-2008
Onset Date

0
Days

23-Apr-2008
Status Date

NC
State Mfr Report Id

Patient had 2nd HPV vaccine on 03/25/08 at her doctors office.  She passed out just a few minutes after having the injection. She immediately started having
pain,swelling, itching and redness of her upper left arm and dizziness. Then by 04/01/08 swelling and pain down the entire arm and pain moving into the neck.
She is also having joint pain. Went to the doctor on 04/01/08 and was given prednisone(6 days) and diclofenac pot. 50 mg for pain and the doctor advised her
not to have the 3rd dose of Gardasil. She started feeling better a few days later.  Then on 04/09/08 she went to the ER because she started swelling in the
face,lip and tongue, had difficulty breathing,hoarseness and throat hurting (this started around 4pm and by 7pm breathing became more difficult). Different test
were run and blood was drawn but everything was negative. We were told this was happening because of her Gardasil vaccine. We got home from the ER at
2am and the top of her arm was swelling above where blood was drawn.  Whenever the blood was drawn she said this was very painful and its the same type
of pain she felt whenever she received the Gardasil injection.   Then on 04/10/08 went back to doctors office because feeling worse - face swollen more, sinus
pressure, congestion,nausea, dizziness, hoarseness, throat still feeling very tight and swelling down arms and went to doctors office and was given cefdinir
250mg/5ml, claritin and naproxen 500mg.  Then on 04/11/08 went back to the doctor because swelling, pain, hoarseness had gotten worse and was now told to
stop all medications. The doctor started her on tagament,zyretec and prednisone(6 days) again. By 04/12/08 the swelling is now all over her body and horrible
pain all over her body. Over the next week swelling comes and goes.  The pain she is having has gotten no better.  This pain is all over and it hurts to barely
touch her skin and taking showers are very, very painful for her.  She has muscle weakness in all extremities and finds it difficult to walk upstairs. She has even
had s

Symptom Text:

Minocycline and Tri-Sprintec low doseOther Meds:
Lab Data:
History:

nonePrex Illness:

Strep Test, Mono Test, xray of Soft Tissue of Neck
acne

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

310586-1

13-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Activities of daily living impaired, Arthralgia, Dizziness, Dysphonia, Dyspnoea, Eye swelling, Gait disturbance, Hyperaesthesia, Immediate post-injection
reaction, Injection site erythema, Injection site pain, Injection site pruritus, Injection site swelling, Lacrimation increased, Lip swelling, Loss of consciousness,
Muscular weakness, Nausea, Neck pain, Ocular hyperaemia, Oedema peripheral, Pain, Pain in extremity, Pharyngolaryngeal pain, Respiratory tract
congestion, Sinus headache, Swelling face, Swollen tongue, Throat tightness

 ER VISIT, NOT SERIOUS

Other Vaccine
22-Apr-2008

Received Date

none~ ()~~0~In PatientPrex Vax Illns:

HPV4 MERCK & CO. INC. 1757U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8300
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Apr-2008
Vaccine Date

16-Apr-2008
Onset Date

0
Days

01-May-2008
Status Date

IA
State Mfr Report Id

Flushing, redness of face and neck, shortness of breath. Patient given epinephrine and solumedrol for allergic reaction in ER.Symptom Text:

Other Meds:
Lab Data:
History:

NoPrex Illness:

NA except for PRn zyrtec for allergies

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

310598-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dyspnoea, Erythema, Flushing

 ER VISIT, NOT SERIOUS

Other Vaccine
22-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0802U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8301
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Apr-2008
Vaccine Date

17-Apr-2008
Onset Date

1
Days

01-May-2008
Status Date

NJ
State

NJ200801
Mfr Report Id

Hive-like lesions developed after the patient's 3rd Gardasil injection. She states that the lesions began around her injection site on her (R) arm and spread out
throughout her body

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

Seasonal allergies

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

310600-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site rash, Rash generalised, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0928U 2 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8302
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Feb-2008
Vaccine Date

Unknown
Onset Date Days

15-May-2008
Status Date

CA
State

WAES0803USA03542
Mfr Report Id

Information has been received from a medical assistant concerning a 15 year old female who on 11-FEB-2008 was vaccinated IM with the first dose of
GARDASIL (Lot # 657622/0388U). Concomitant therapy included MENACTRA. Each day since the vaccinations the patient developed new symptoms such as
eye pain/pressure in both eyeballs, chest pain like heart attack, headache, neck pain, both arms tingling and crackling with pain, both legs tingling, ribs on both
sides ache, sides hurting, fainting frequently (7 times in one day). Patient then would hit her head when she fainted. Patient trying to get in with a neurologist.
Medical attention was sought in the emergency room several times. At the time of reporting the patient had not recovered. No product quality complaint was
involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Prex Illness:

diagnostic laboratory norma; head computed axial norma; upper extremity X-ray norma; femoral artery norma; electrocardiogram norma - normal in office;
electrocardiogram norma - normal ER
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

310614-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Chest pain, Eye pain, Head injury, Headache, Neck pain, Pain, Paraesthesia, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0388U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8303
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-May-2008
Status Date

PA
State

WAES0803USA03546
Mfr Report Id

Information has been received from a nurse for Merck Pregnancy Registry concerning a female who in February 2008, was vaccinated with the second dose of
Gardasil while she was pregnant.  Now she is experiencing bleeding.  Unknown medical attention was sought. Patient outcome was unknown.  No product
quality complaint was involved.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = Unknown)Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

310615-1

14-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Haemorrhage

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8304
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Sep-2007
Vaccine Date

Unknown
Onset Date Days

15-May-2008
Status Date

CA
State

WAES0803USA03565
Mfr Report Id

Information has been received from a physician concerning a female (age unknown) with unknown medical history, who in "September 2007", was vaccinated
intramuscularly with a first 0.5 mL dose of GARDASIL (Lot # unknown). Subsequently after the first dose, on an unspecified date, the patient experienced
"internal bleeding" after first dose. Outcome unknown. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

310616-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Haemorrhage

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8305
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-May-2008
Status Date

TX
State

WAES0803USA03581
Mfr Report Id

Information has been received from a physician concerning her daughter, a female (age unknown) with unknown medical history, who on an unknown date was
vaccinated (route unknown) with three doses of GARDASIL (Lot # unknown).  Subsequently, on an unknown, after receiving the third dose the patient
experienced redness, tightness, and pain in her arm where she received injection.  The physician reported that "the patient had also experienced this after the
first and second dose of the series, but the experience she had with the third dose was more severe".  Subsequently, on an unspecified date, on therapy, the
patient recovered from redness, tightness, and pain in arm where received injection.  The patient sought unspecified medical attention.  No product quality
control was involved.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

310617-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site pain, Vaccine positive rechallenge

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8306
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Feb-2008
Vaccine Date

04-Feb-2008
Onset Date

1
Days

14-May-2008
Status Date

--
State

WAES0803USA03582
Mfr Report Id

Information has been received from a physician who reported that a medical assistant reported to her concerning a 13 year old female who on 03-FEB-2008
was vaccinated with a 1st dose of Gardasil (lot# not reported). Concomitant vaccinations that same day included MENACTRA (lot# not reported). On 04-FEB-
2008 the patient developed a rash on her face, arms and a little bit around her chest area. The patient was treated with MEDROL for approximately one week.
On an unspecified date, the patient recovered from the rash on her face, arms and chest area. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

310618-1

14-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL 0

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 8307
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Aug-2007
Vaccine Date

Unknown
Onset Date Days

15-May-2008
Status Date

OH
State

WAES0803USA03625
Mfr Report Id

Information has been received from a physician concerning a female who on 02-AUG-2007 was vaccinated 0.5mL, IM with GARDASIL (Lot# not reported).
Concomitant therapy included MENACTRA (lot# not reported). Following her vaccination the patient experienced flu like symptoms and mood swings.
Subsequently, the patient recovered from flu like symptoms and mood swings. The patient sought unspecified medical attention at her physician's office.
Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

310619-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Influenza like illness, Mood swings

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Unknown
Intramuscular



10 JUN 2008 06:27Report run on: Page 8308
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Aug-2007
Vaccine Date

18-Aug-2007
Onset Date

0
Days

15-May-2008
Status Date

CT
State

WAES0803USA03626
Mfr Report Id

Information has been received from a physician concerning a 16 year old female with obsessive-complusive disorder, panic attacks, anaemia, scoliosis with
fusion (2005), and allergies to cat dander, pollen and grass who on 18-AUG-2007 was vaccinated with her first dose of 0.5 ml GARDASIL (Lot #653735/0688F)
intramuscularly in the left arm. Concomitant therapy included NOVO-PAROXETINE and iron tablets (unspecified). These symptoms were reported to the
physician during an appointment on 21-FEB-2008. The patient reported to the physician that after her first dose on 18-AUG-2007 she developed wheezing, a
hoarse voice, and chest pain in the car after her vaccination. The patient said the chest pain traveled from her arm to her chest, and stopped near her neck.
She also reported to the physician being anxious and feeling lightheaded. All symptoms resolved within two minutes. The patient had come to the physician's
office on 21-FEB-2008 for a second dose GARDASIL. Due to the symptoms on the first dose, the patient was not given a second dose. Also, the patient had
reported that she had a yeast allergy. She stated that she experienced swelling after eating a pizza. On 21-MAR-2008 the patient reported that she was joking
about her yeast allergy. She is requesting the second dose of GARDASIL. There was no further information available. Additional information has been
requested.

Symptom Text:

iron (unspecified); NOVO-PAROXETINEOther Meds:
Lab Data:
History:

Obsessive-complusive disorder; Panic attack; Anaemia; Scoliosis; Allergic to cats; Pollen allergyPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

310620-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anxiety, Chest pain, Dizziness, Dysphonia, Pain in extremity, Wheezing

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0688F 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8309
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-May-2008
Status Date

TX
State

WAES0803USA03636
Mfr Report Id

Information has been received from a physician concerning a 15 year old female with unknown medial history, who on an unspecified date was vaccinated
intramuscularly with a dose of GARDASIL. Subsequently, on an unknown date, immediately after being vaccinated, the patient experienced syncope. The
patient was fine before leaving the office. No lab diagnostic studies were performed. Subsequently, on an unknown date, the patient recovered from syncope.
No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

310621-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8310
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Mar-2008
Vaccine Date

18-Mar-2008
Onset Date

0
Days

15-May-2008
Status Date

FR
State

WAES0803USA03641
Mfr Report Id

Information has been received from a physician concerning a 22 year old female who on 18-MAR-2008 was vaccinated with her first dose of GARDASIL (lot#
not reported). On 18-MAR-2008 the patient fainted 4 hours after receiving the vaccine. Subsequently, the patient recovered from fainting. Additional information
has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

310622-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8311
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-May-2008
Status Date

NC
State

WAES0803USA03649
Mfr Report Id

Information has been received from a physician concerning a 16 year old female who was vaccinated on an unspecified date with her third dose of GARDASIL
(lot# not reported). Subsequently the patient experienced joint pain 2 months after receiving the third dose. The patient's joint pain persisted. She sought
unspecified medical attention. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

310623-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8312
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-May-2008
Status Date

--
State

WAES0803USA03664
Mfr Report Id

Information has been received from a health professional concerning a 15- year old female who was vaccinated IM with 0.5 ml doses of GARDASIL. The
patient had received all three doses. After each dose the patient developed weakness, dizziness and fainting. Unknown medical attention was sought. At an
unknown date the patient recovered. No PQC involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

310624-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Dizziness, Syncope, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8313
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-May-2008
Status Date

CA
State

WAES0803USA03674
Mfr Report Id

Information has been received from a licensed visiting nurse concerning an unspecified number of females (ages unknown), who, on unspecified dates, were
vaccinated with doses of GARDASIL. It was reported that "alot of girls are fainting (10%) and complaining that the injection was very painful (100%)." The
fainting occurred when the patients were in the waiting room or getting ready to got to the waiting room. At the time of the report, the outcome of the patients
were unknown. No product quality complaint was involved. Follow-up information indicated that the n nurse had not kept a record of the specific patients that
had experienced these symptoms. It was reported that the nurse felt that the symptoms were common in patients who were receiving multiple vaccinations at
the same visit. It was reported that the patients would become panic stricken with the anticipation of multiple injections. Due to the fact that no records of these
incidences had been kept, no additional patient details could be provided. This is one of two reports from the same source. Additional information is not
expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

310625-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8314
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Feb-2008
Vaccine Date

06-Mar-2008
Onset Date

24
Days

15-May-2008
Status Date

IN
State

WAES0803USA03847
Mfr Report Id

Information has been received from a health professional concerning a 23 year old white female, with no known drug allergies, who on 11-FEB-2008 was
vaccinated with a first dose of GARDASIL in the left deltoid. Secondary suspect therapy included vaccination in the left deltoid with a first dose of MENACTRA.
On 06-MAR-2008 the patient developed a knot at in left deltoid and a pain that radiates from knot to elbow up to neck and ear. It was reported that the patient
had a cold at the time of vaccination. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

ColdPrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

310626-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site mass, Pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2551AA
1263U

0
0

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 8315
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-May-2008
Status Date

UT
State

WAES0803USA03848
Mfr Report Id

Information has been received from a physician concerning an 18 year old female, who on 17-MAR-2008 was vaccinated with a first dose of GARDASIL, the
patient was noted to be very nervous. Concomitant therapy included antimicrobials (unspecified) for acne. Subsequently, a couple days post vaccination the
patient developed a herpes outbreak around her mouth and claimed that she had never had any outbreaks prior to the vaccination. At the time of the report, the
outcome of the patient was unknown. Additional information has been requested.

Symptom Text:

antimicrobial (unspecified)Other Meds:
Lab Data:
History:

AcnePrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

310627-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Nervousness, Oral herpes

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8316
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-May-2008
Status Date

MD
State

WAES0803USA03852
Mfr Report Id

Information has been received from a physician concerning a 16 year old female who was vaccinated with two doses of Gardasil. After the patient received the
first dose of Gardasil she developed severe itching and swelling of the labia. After the second dose of Gardasil the second incident was more severe than the
first incident. After the second dose the patient missed eight days of school and had difficulty walking. She was placed on steroids for eight days and the
symptoms resolved. It was reported that the patient did not have a yeast infection. Unknown medical attention was sought in the office. Patient outcome was
recovered. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

310628-1

14-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Activities of daily living impaired, Gait disturbance, Labia enlarged, Vulvovaginal pruritus

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8317
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Dec-2007
Vaccine Date

26-Dec-2007
Onset Date

0
Days

15-May-2008
Status Date

--
State

WAES0803USA03342
Mfr Report Id

Information has been received from a nurse practitioner concerning a female with asthma, mood disorder nos, fruit allergy, hypersensitivity to vegetables, oil
sensitivity, peanut allergy, drug hypersensitivity to DECADRON and PREDNISONE and allergic reaction to antibiotics who on 26-DEC-2007 was vaccinated
0.5mL IM in the right deltoid with a 1st dose of GARDASIL (lot# 659441/1446U). That same day the patient received an IM injection of DEPO-PROVERA in her
left deltoid. "A few days later the patient phoned the office to report that she had slight redness and edema at the injection site." Which injection site was not
specified. On 05-MAR-2008 the patient was vaccinated 0.5mL IM in the right deltoid with a 2nd dose of GARDASIL (lot# 659964/1978U). Concomitant therapy
included DEPO-PROVERA which was given in the left deltoid and vitamins (unspecified). On approximately 07-MAR-2008 (2 to 3 days after vaccination) the
patient noticed a rash at the injection site with itching. The patient (on approximately 09-MAR-2008) called her physician's office and was treated with
BENADRYL and an unspecified topical antihistamine. It was reported that 36 hours after treatment the patient had recovered from the rash and itching at
injection site. The nurse questioned if the patient had possibly confused which arms received which injections. The patient was scheduled to be seen in the
office on an unspecified date. Subsequently, the patient recovered from itching rash approximately 36 hours. Additional information has been requested.

Symptom Text:

DEPO-PROVERA; vitamins (unspecified)Other Meds:
Lab Data:
History:

Asthma; Mood disorder NOS; Fruit allergy; Hypersensitivity; Oil sensitivity; Peanut allergy; Drug hypersensitivity; Allergic reaPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

310629-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site oedema, Injection site pruritus, Injection site rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1446U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8318
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
26-Feb-2007
Onset Date Days

15-May-2008
Status Date

--
State

WAES0803USA03450
Mfr Report Id

Information has been received from a nurse practitioner concerning a 23 year old female who on 26-FEB-2007 was vaccinated with the first dose Gardasil. On
20-MAR-2008, the patient was vaccinated with the second dose of Gardasil. The patient experienced arm pain at the injection site for one month after the first
dose. It is unknown whether medical attention was sought. Patient was recovered from arm pain after a month. No product quality complaint was involved.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

310630-1

16-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8319
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Mar-2008
Vaccine Date

19-Mar-2008
Onset Date

0
Days

15-May-2008
Status Date

--
State

WAES0803USA03454
Mfr Report Id

Information has been received from a health professional concerning a 23 year old female who on 19-MAR-2008 was vaccinated intramuscularly with her first
dose of GARDASIL (lot# 659655/1486U) in the morning. In the evening of 19-MAR-2008 the patient experienced a fever, nausea, vomiting and diarrhea. The
patient's mother called the physician's office and she was told to eat a diet of bananas, rice, applesauce and toast in additional to a dietary restriction of milk.
The patient's fever, nausea, vomiting and diarrhea persisted. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

310631-1

16-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Diarrhoea, Nausea, Pyrexia, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1486U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8320
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-May-2008
Status Date

--
State

WAES0803USA03455
Mfr Report Id

Information has been received from a physician concerning a female (age not reported) who was vaccinated with the first dose of Gardasil (lot# not reported).
Subsequently the patient fainted. The patient recovered. There was no product quality control involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

310632-1

14-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8321
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
01-Feb-2008
Onset Date Days

15-May-2008
Status Date

--
State

WAES0803USA03469
Mfr Report Id

Information has been received from a physician assistant concerning a 23 year old female with no known medical history or drug reactions/allergies, who on an
unspecified date was vaccinated with a first dose of GARDASIL and on 07-FEB-2008 was vaccinated intramuscularly with a 0.5 ml second dose of GARDASIL.
Concomitant therapy included TRI-SPRINTEC. Approximately 3 weeks after each dose, the patient experienced a rash. The patient called the physician's
assistant for unspecified medical attention. Outcome unknown. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

TRI-SPRINTECOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

310633-1

16-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8322
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Feb-2008
Vaccine Date

06-Feb-2008
Onset Date

0
Days

15-May-2008
Status Date

FL
State

WAES0803USA03471
Mfr Report Id

Information has been received from a physician concerning a female (age unknown) with history of about one outbreak of "herpes simplex" a year, who on 06-
FEB-2008 was vaccinated with a first 0.5 mL dose of Gardasil (Lot # unknown). After receiving the vaccination the patient now has outbreaks more frequently.
Unspecified medical attention was sought. No product quality complaint was involved. Outcome unknown. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Herpes virus infectionPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

310634-1

16-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Condition aggravated, Herpes simplex

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8323
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Oct-2007
Vaccine Date

Unknown
Onset Date Days

15-May-2008
Status Date

IL
State

WAES0803USA03499
Mfr Report Id

Information has been received from a registered nurse concerning a 17 year old female who on 03-AUG-2007 was vaccinated 0.5mL, IM with a 1st dose of
GARDASIL (lot# 655165/1425F). On 18-Oct-2007 the patient was vaccinated 0.5mL, IM with a 2nd dose of GARDASIL (lot# 657621/0387U). There was no
concomitant medication. Subsequently the patient positive panpanicolaou test (date of test not reported). The patient sought unspecified medical attention in
her physician's office. Additional information has bee requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Pap test posit
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

310635-1

16-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Smear cervix abnormal

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0387U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8324
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Mar-2008
Vaccine Date

20-Mar-2008
Onset Date

0
Days

14-May-2008
Status Date

--
State

WAES0803USA03508
Mfr Report Id

Information has been received from a nurse practitioner concerning a 17 year old female with attention deficit disorder who on 20-MAR-2008 was vaccinated "in
the arm" (exact time not specified) with Gardasil (dose and lot# not reported). Concomitant therapy included ADDERALL TABLETS and hormonal
contraceptives (unspecified). On 20-MAR-2008, at an unspecified time, the patient experienced nausea, tingling in legs, faintness and decreased blood
pressure (measurement not provided) and at 2:30 she was being transported to the emergency room. At the time of the report it was not known if the patient
had recovered from these events. Additional information has been requested.

Symptom Text:

ADDERALL TABLETS; hormonal contraceptivesOther Meds:
Lab Data:
History:

Attention deficit disorderPrex Illness:

blood pressure decre

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

310636-1

14-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Nausea, Paraesthesia, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8325
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-May-2008
Status Date

TX
State

WAES0803USA03510
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated on an unspecified date with her first doe of GARDASIL. Concomitant
therapy included VARIVAX, (duration and dose not reported) on the same day. Subsequently the patient became dizzy and very faint. The patient sought
unspecified medical attention and her outcome was not reported. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

310637-1

16-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

NULL
NULL

0
0

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 8326
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-May-2008
Status Date

TX
State

WAES0803USA03515
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated on an unspecified date with Gardasil (lot# not reported).
Subsequently the patient experienced a panic attack after receiving the vaccine. The patient sought unspecified medical attention and her outcome was not
provided. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

310638-1

14-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Panic attack

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8327
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Mar-2008
Vaccine Date

17-Mar-2008
Onset Date

0
Days

15-May-2008
Status Date

TX
State

WAES0803USA03518
Mfr Report Id

Information has been received from a physician concerning a 10 year old female who on 17-MAR-2008 was vaccinated with her first dose of GARDASIL (lot#
not reported). After receiving the dose, the patient experienced dizziness, near fainting and jerky movements. She was taken to the ER to be treated.
Subsequently, the patient recovered from dizziness, near fainting and jerky movements on an unspecified date. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
10.0

310639-1

16-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Dyskinesia, Presyncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8328
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-May-2008
Status Date

OR
State

WAES0803USA03531
Mfr Report Id

Information has been received from a physician concerning a 24 year old female who was vaccinated with an unspecified date with Gardasil (lot# not reported).
Subsequently the patient experienced burning at injection site and pain at injection site that lasted for a couple days. Subsequently, the patient recovered from
burning at the injection site and pain at injection site. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

310640-1

14-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site irritation, Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8329
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Nov-2007
Vaccine Date

12-Nov-2007
Onset Date

4
Days

15-May-2008
Status Date

--
State

WAES0803USA03533
Mfr Report Id

Information has been received from a nurse practitioner concerning a 24 year old female who on 08-NOV-2007 was vaccinated IM in the gluteal region with 0.5
mL dose of GARDASIL (lot # 659437/1266U). Concomitant therapy included RELPAX as needed and YAZ. On 12-NOV-2007 the patient fainted receiving a
concussion. The patient called the office on 20-Mar-2008 to report the fainting and concussion that occurred in November of 2007. The patient did not want to
continue the vaccination series. The patient recovered. There was no product quality control involved. Additional information has been requested.

Symptom Text:

YAZ; RELPAXOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

310641-1

16-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Concussion, Drug administered at inappropriate site, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1266U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8330
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Mar-2008
Vaccine Date

17-Mar-2008
Onset Date

0
Days

14-May-2008
Status Date

GA
State

WAES0803USA03539
Mfr Report Id

Information has been received from a physician concerning a 16 year old female with IMITREX allergy who on 17-MAR-2008 was vaccinated with the first dose
of Gardasil. The same day of the vaccination, the patient ran a low grade temperature (99 deg F). The patient also developed lethargy, feeling sleepy, and sore
throat. Unknown medical attention was sought in the office. At time of reporting the patient was improving but still feeling tired. No product quality complaint was
involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Drug hypersensitivityPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

310642-1

14-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Body temperature increased, Lethargy, Pharyngolaryngeal pain, Somnolence

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8331
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-May-2008
Status Date

--
State

WAES0803USA03083
Mfr Report Id

Information has been received from a nurse concerning a female who was vaccinated on an unspecified date with Gardasil (dose and lot # not reported) at a
different facility. Subsequently the patient experienced an autoimmune response. The patient was having unspecified blood work done. The patient outcome
was not reported. The patient sought unspecified medical attention at the office. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

310643-1

14-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Autoimmune disorder

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8332
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Feb-2008
Vaccine Date

Unknown
Onset Date Days

15-May-2008
Status Date

AL
State

WAES0803USA03087
Mfr Report Id

Information has been received from a consumer concerning her daughter with a history of poison ivy allergy who "6 to 8 weeks ago", was vaccinated 0.5mL
with the 1st dose of GARDASIL (lot# not reported). Concomitant therapy included hormonal contraceptives (unspecified). Within a week of receiving the
vaccination the patient experienced a marble sized knot under her skin at the injection site and the area is still tender. The patient's marble sized knot under
skin at injection site persisted. The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Poison ivy rash

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

310644-1

16-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site mass, Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8333
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Mar-2008
Vaccine Date

11-Mar-2008
Onset Date

0
Days

15-May-2008
Status Date

CA
State

WAES0803USA03095
Mfr Report Id

Information has been received from a nurse concerning a 13 year old female who on approximately 11-MAR-2008 was vaccinated IM with a 0.5 ml dose of
GARDASIL in the right arm. Concomitant therapy included a dose diphtheria toxoid (+) pertussis acellular vaccine (unspecified) (+) tetanus toxoid in the left arm
(manufacturer unknown), a dose of hepatitis A virus vaccine (unspecified) in the left arm (manufacturer unknown) and a dose of vaccination (unspecified) in the
right arm. The patient experienced an immediate onset of blisters and swelling at the injection site on the left arm. The patient was prescribed BENADRYL.
Medical attention was sought via exam in the office. Patient outcome was unknown. No product quality complaint was involved. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

310645-1

16-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Inappropriate schedule of drug administration, Injection site swelling, Injection site vesicles

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

UNK
HPV4
HEPA
DTAP

UNKNOWN MANUFACTURER
MERCK & CO. INC.
UNKNOWN MANUFACTURER
UNKNOWN MANUFACTURER

NULL
NULL
NULL
NULL

Right arm
Right arm
Left arm
Left arm

Unknown
Intramuscular

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 8334
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-May-2008
Status Date

--
State

WAES0803USA03104
Mfr Report Id

Information has been received from a nurse practitioner concerning a 20 year old female, with unknown medical history, who was vaccinated with a dose of
GARDASIL (Lot # unknown). Subsequently, on an unknown date, the patient experienced itchiness at the injection site. The nurse did not administer the
vaccine herself. It is unknown if the patient sought medical attention. Outcome unknown. No product quality complaint was involved. Additional information has
been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

310646-1

16-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pruritus

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8335
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-May-2008
Status Date

MI
State

WAES0803USA03116
Mfr Report Id

Information has been received from a physician concerning a 20 year old female with unknown medical history, who was vaccinated with the three dose
regimen of GARDASIL (Lot # unknown). Subsequently, on an unknown date, the patient had an abnormal pap smear test, result in which she was positive for
low-grade dysplasia and HPV. The patient sought unspecified medical attention. Outcome unknown. No product quality complaint was involved. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

cervical smear - positive for low-grade dysplasia and HPV
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

310647-1

16-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Cervical dysplasia, Papilloma viral infection, Smear cervix abnormal

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8336
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-May-2008
Status Date

--
State

WAES0803USA03192
Mfr Report Id

Information has been received from a licensed practical nurse concerning a patient (age and gender unknown), who, on an unspecified date, was vaccinated
with a dose of Gardasil (Lot# 658556/1060U).  Subsequently, the patient experienced pain in arm and trouble lifting the arm.  At the time of the report, the
outcome of the patient was unknown.  This is one of two reports from the same source.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

310648-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Mobility decreased, Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1060U Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8337
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Mar-2008
Vaccine Date

12-Mar-2008
Onset Date

0
Days

15-May-2008
Status Date

--
State

WAES0803USA03264
Mfr Report Id

Information has been received from a nurse practitioner concerning a female (age not specified) who on approximately 12-MAR-2008 was vaccinated with her
first dose of Gardasil intramuscularly (lot number and site of administration not reported).  About an hour after being vaccinated the patient developed a full
body rash.  The patient sought unspecified medical attention on an unspecified date.  The patient has recovered.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

310649-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash generalised

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8338
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Mar-2008
Vaccine Date

17-Mar-2008
Onset Date

0
Days

15-May-2008
Status Date

TX
State

WAES0803USA03273
Mfr Report Id

Information has been received from a nurse in a doctor's office concerning a female (age not specified) patient who on approximately 17-MAR-2008 was
vaccinated with Gardasil (dose number unknown) (lot number, route and site of administration not specified) and then fainted.  The patient's outcome is
unknown.  No additional information was available.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

310650-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8339
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Oct-2007
Vaccine Date

04-Oct-2007
Onset Date

0
Days

15-May-2008
Status Date

KY
State

WAES0803USA03274
Mfr Report Id

Information has been received from a physician concerning an 18 year old female with no history of drug reactions or allergies who on 04-OCT-2007 was
vaccinated with her first dose of Gardasil intramuscularly (Lot #658282/1263U).  Concomitant suspect therapy included ACCUTANE.  On 04-OCT-2007, after
the vaccination, the patient fainted twice in

Symptom Text:

ACCUTANEOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

310651-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1263U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8340
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
12-Mar-2008
Onset Date Days

15-May-2008
Status Date

--
State

WAES0803USA03285
Mfr Report Id

Information has been received from a physician, concerning his 27 year old daughter with no pertinent medical history and no known allergies, who "six to eight
weeks ago" was vaccinated with a dose of GARDASIL (lot # not reported). There was no concomitant medication. On approximately 12-MAR-2008 ("about one
week ago"), this daughter developed bilateral numbness of the feet and lower legs, that "seems to be worse in the evening." Unspecified blood tests were
preformed, with normal results (date not provided). The physician stated that his daughter was being followed by a neurologist. No further information was
available. At the time of this report, the physician's daughter had not recovered. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Diagnostic laboratory - normal
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
27.0

310652-1

16-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Inappropriate schedule of drug administration

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8341
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-May-2008
Status Date

--
State

WAES0803USA03299
Mfr Report Id

Information has been received from a nurse, via a company representative, concerning a female patient (age not specified) who in March 2008 ("within the past
week"), was vaccinated with the first dose of Gardasil (lot # not reported).  On the same day of vaccination, the patient developed an injection site reaction
described by the patient's mother as swollen and red from the shoulder to the elbow, with a blister at the injection site.  The mother called the physician's office,
and the physician told her to discontinue the series.  Subsequently, the patient recovered from the events (duration not specified).  Additional information has
been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

310653-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site reaction, Injection site swelling, Injection site vesicles

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8342
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Jan-2008
Vaccine Date

09-Jan-2008
Onset Date

0
Days

15-May-2008
Status Date

WI
State

WAES0803USA03300
Mfr Report Id

Information has been received from a certified medical assistant, via the Merck pregnancy registry, concerning a 12 year old female patient with early sexual
activity and a history of being abused (details not provided), who experienced her LMP on approximately 14-DEC-2007, and on 09-JAN-2008 was vaccinated
with the first dose of GARDASIL. Concomitant therapy included prenatal vitamins (unspecified) and ZOFRAN. The patient's pregnancy was confirmed by an
ultrasound (date not reported). She developed irregular spotting and bleeding during the pregnancy (dates not provided), as well as vomiting. The estimated
date of delivery was 19-SEP-2008. At the time of this report, irregular spotting and bleeding was ongoing; the outcome of vomiting was not specified. The
patient was seen at the physician's office. Additional information has been requested.

Symptom Text:

ZOFRAN, vitamins (unspecified)Other Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 12/14/2007) Early sexual debutPrex Illness:

Ultrasound - pregnant
Victim of abuse

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

310654-1

16-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Haemorrhage, Menstruation irregular, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8343
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Oct-2007
Vaccine Date

02-Oct-2007
Onset Date

1
Days

15-May-2008
Status Date

NY
State

WAES0803USA03324
Mfr Report Id

Information has been received from a nurse, via a company representative, concerning a female patient (age not specified), who in October 2007, was
vaccinated in her deltoid region, with the first dose 0.5 ml, of GARDASIL (lot # not specified). The following day, she developed a rash on her buttocks. She
sought the medical advise of her physician. The patient refused to continue the series, because of the rash. At the time of this report, the outcome of the event
was unknown. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

310655-1

16-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8344
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-May-2008
Status Date

TN
State

WAES0803USA03328
Mfr Report Id

Information has been received from a nurse concerning a 16 or 17 year old female who in March 2008, was vaccinated IM with a 1st dose of Gardasil (lot# not
reported).  In March 2008, the patient fainted after receiving her vaccination.  Subsequently, the patient recovered from fainted and was fine before leaving the
office.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

310656-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8345
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-May-2008
Status Date

TN
State

WAWES0803USA03334
Mfr Report Id

Information has been received from a physician concerning a female who on an unspecified date was vaccinated 0.5mL, IM with GARDASIL (dose and lot# not
reported). Subsequently the patient experienced pain in the arm (left or right not specified) after her vaccination (unspecified if immediately or several days
later). Subsequently, the patient "improved" and was able to use her arm by the time she left the office (unspecified if day of vaccination or several days later).
The patient sought unspecified medical attention. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

310657-1

16-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8346
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Mar-2008
Vaccine Date

17-Mar-2008
Onset Date

0
Days

15-May-2008
Status Date

CA
State

WAES0803USA03336
Mfr Report Id

Information has been received from a health professional concerning a 25 year old female who on 15-JAN-2008 was vaccinated IM, 0.5mL with a 1st dose of
Gardasil (lot# 6582219/0755U).  On 17-MAR-2008 the patient was vaccinated IM, 0.5mL with a 2nd dose of Gardasil (lot# 654272/0073X).  Concomitant
therapy included hormonal contraceptives (unspecified) and TWINRIX "given in the other arm".  On 17-MAR-2008 the patient experienced soreness, redness
and a bump under skin size of a dime at injection site.  The patient's soreness at injection site and redness at injection site and bump under skin size of a dime
at injection site persisted.  On an unspecified date, the patient sought unspecified medical attention at her physician's office.  The patient was treated with ice.
At the time of this report the patient had not recovered from the reaction.  Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

310658-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site mass, Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4
HEPAB

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

0073X
NULL

1 Unknown
Unknown

Intramuscular
Unknown



10 JUN 2008 06:27Report run on: Page 8347
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-May-2008
Status Date

--
State

WAES0803USA04493
Mfr Report Id

Information has been received from a physician concerning a female (age not reported) who on an unspecified date was vaccinated with the third dose of
GARDASIL (lot not reported). Later that night the patient experienced temperature of 103 degrees, nausea and vomiting. The patient's status was not reported.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

310659-1

16-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Body temperature increased, Nausea, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8348
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Mar-2007
Vaccine Date

30-Mar-2007
Onset Date

0
Days

15-May-2008
Status Date

LA
State

WAES0803USA02848
Mfr Report Id

Information has been received  from a company representative concerning a female who on 30-MAR-2007 was vaccinated with her first dose of GARDASIL
(lot# unspecified) and experienced dizziness and chest pain. On 30-May-2007, the patient was vaccinated with her second dose of GARDASIL (lot#
unspecified) and again experienced dizziness and chest pain. It was reported that the patient refused her third dose. At the time of this report the outcome was
unknown. No further information was provided. Additional information has been requested.  4/29/2008 MR received from PCP for multiple OVs 3/30/07-3/18/08.
 First seen in F/u for ER visit 3/28/07 for viral infection.  Elevated HR note in ER. DX: URI,  ? Heart murmur.  HPV#2 given 5/30/07. Seen 1 week later for URI
and Tachycardia.  ? Hypothyroidism. Seen again 6/13/07 with Tachycardia and palpitations.  Refered to cardiology. Dx: Asthma 8/13/07. Seen again 2/15/08 for
chest pain. DX: ? Esophagitis, ? Anxiety and 2/21/08 for dizziness and shaking. ? Anxiety. 5/22/08 Cardiac consult of 8/28/2007 recd with DX: Non-specific
tachycardia, no evidence of arrhthmia or cardiac disease. Pt presented with c/o intermittent, brief heartrate increases which have occurred every week or 2 for
the past few months. PE (+) for S3 at the apex in the supine position, otherwise WNL.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown. Labs and Diagnostics:  ECG (+) tachycardia.  Echo WNL.  Holter monitoring (+) for tachycardia. No ectopy. TSH high with normal T4
Unknown. PMH: asthma and allergies

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

310660-1

23-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Asthma, Cardiac murmur, Chest pain, Dizziness, Heart rate increased, Heart sounds abnormal, Palpitations, Tachycardia, Tremor, Upper respiratory tract
infection, Vaccine positive rechallenge, Viral infection

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0960F 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8349
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-May-2008
Status Date

PA
State

WAES0803USA02880
Mfr Report Id

Information has been received from a nurse concerning a female who on unspecified date was vaccinated with her first dose of GARDASIL (lot#unspecified).
Concomitant therapy included DEPAKOTE, ZOLOFT and PRILOSEC. On unspecified date the benzodiazepine drug test was performed. It was reported that
the patient's benzodiazepine drug test came back positive even though she did not take any benzodiapine drugs. the only new drug that she received prior to
the test was the first dose of GARDASIL. She has not yet received the second dose. Unspecified medical attention was sought in physician's office. No further
information is available. Additional information has been requested.

Symptom Text:

DEPAKOTE, PRILOSEC, ZOLOFTOther Meds:
Lab Data:
History:
Prex Illness:

Urine benzodiazepines - positive
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

310661-1

16-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug screen positive

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8350
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Feb-2008
Vaccine Date

14-Feb-2008
Onset Date

0
Days

15-May-2008
Status Date

KS
State

WAES0803USA02936
Mfr Report Id

Information has been received from a physician concerning a female who in mid February 2008 was vaccinated with GARDASIL (lot # not reported) and
MENACTRA (lot # not reported).  It was reported that "the patient fainted shortly after the vaccine was administered."  The patient fully recovered while still in
the office.  No product quality complaint was involved.  Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

310662-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Unknown
Intramuscular



10 JUN 2008 06:27Report run on: Page 8351
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Mar-2008
Vaccine Date

14-Mar-2008
Onset Date

0
Days

15-May-2008
Status Date

--
State

WAES0803USA02940
Mfr Report Id

Information has been received from a Nurse Practitioner concerning a 22 year old female who on 14-MAR-2008 was vaccinated by injection with a first dose of
Gardasil (lot # not reported) and fainted 15 minutes later.  No product quality complaint was involved.  The patient sought unspecified medical attention.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

310663-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8352
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Nov-2007
Vaccine Date

13-Nov-2007
Onset Date

0
Days

15-May-2008
Status Date

NY
State

WAES0803USA02980
Mfr Report Id

Information has been received from a certified nurse midwife concerning a 23 year old female with no known drug allergies, who on 10-AUG-2007 was
vaccinated with a first dose of Gardasil (Lot # unknown) at another office.  On 13-NOV-2007 and 20-FEB-2008 the patient was vaccinated in the left deltoid with
a second and third dose of Gardasil (Lot # 659437/1266U & 659655/1486U), respectively.  Concomitant therapy included SEASONIQUE, CYMBALTA and
VALTREX, as needed.  On 13-NOV-2007 and the 20-FEB-2008 the patient experienced swelling between fingers of injected arm that lasted 2 days each time.
The swelling between the pointer and middle finger had small bumps on skin.  It was noted that the adverse events were less intense after each injection.  The
outcome was reported as recovered.  There were no illnesses at the time of the vaccination.  Additional information is not expected.

Symptom Text:

CYMBALTA; SEASONIQUE; VALTREXOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

310664-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Oedema peripheral, Rash, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1266U 1 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 8353
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-May-2008
Status Date

--
State

WAES0803USA02995
Mfr Report Id

Information has been received from a medical assistant, via a company representative, concerning an 11 or 12 year old female patient who in approximately
late January or early February 2008, was vaccinated with the first dose of GARDASIL (lot # not reported).  She broke out in a cold sweat, was in a daze and
had an elevated heart rate.  The patient stated that she has not eaten yet that day.  The outcome of the event was not specified.  This is one of several reports
received from the same source.  Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

310665-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Cold sweat, Feeling abnormal, Heart rate increased

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8354
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-May-2008
Status Date

--
State

WAES0803USA02996
Mfr Report Id

Information has been received from a medical assistant, via a company representative, concerning a female patient (age not specified), who in late December
2007 or early January 2008 was vaccinated with the first dose of GARDASIL (lot # not reported).  Concomitant therapy included an unspecified vaccine.
Following the vaccination, she became dizzy and her heart rate dropped.  The patient stated that she had not eaten yet that day.  The outcome of the events
was not specified.  This is one of several reports received from the same source.  Additional information is not expected.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

310666-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Heart rate decreased

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

UNK
HPV4

UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL 0

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 8355
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Feb-2008
Vaccine Date

15-Feb-2008
Onset Date

1
Days

15-May-2008
Status Date

PA
State

WAES0803USA03029
Mfr Report Id

Information has been received from a nurse concerning a 24 year old female with allergies to amoxicillin, penicillin, clarithromycin (BIAXIN) and IMITREX, who
on 14-FEB-2008 was vaccinated intramuscularly with her first dose of GARDASIL (Lot # 655154/1210U; site not reported).  There was no concomitant
medication.  On 15-FEB-2008 (also reported as 13 hours post vaccination) the patient experienced fever of 102F, swelling of face and swelling of neck.  The
symptoms lasted for 2 days, and the patient recovered from the fever of 102F, swelling of face and swelling of neck.  The patient sought unspecified medical
attention in the ER.  No further information is available.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Penicillin allergy; Allergic reaction to antibiotics; Drug hypersensitivityPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

310667-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Local swelling, Pyrexia, Swelling face

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1210U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8356
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Mar-2008
Vaccine Date

19-Mar-2008
Onset Date

0
Days

15-May-2008
Status Date

AR
State

WAES0803USA04504
Mfr Report Id

Information has been received from a health professional concerning an 18 year old female who on approximately 19-MAR-2008 was vaccinated IM with the
first dose of Gardasil (lot# not reported).  On approximately 19-MAR-2008 the patient experienced nausea.  The patient sought unspecified medical attention in
the physician's office.  Subsequently, the patient recovered from nausea.  Per the reporter, the patient was followed up with the next day by phone and that she
did not describe any additional adverse events.  No additional information is available.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

310668-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8357
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Mar-2008
Vaccine Date

18-Mar-2008
Onset Date

6
Days

15-May-2008
Status Date

--
State

WAES0803USA03035
Mfr Report Id

Information has been received from a physician concerning a 17 year old female who on 12-MAR-2008 was vaccinated with her first dose of GARDASIL (lot #
and site not reported).  On 18-MAR-2008 the patient "fainted before she left the office".  The patient sought unspecified medical attention.  No further
information was provided.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

310669-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8358
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-May-2008
Status Date

--
State

WAES0803USA03042
Mfr Report Id

Information has been received from a nurse practitioner concerning a 14 year old female who, on an unspecified date, was vaccinated intramuscularly with her
first dose of GARDASIL.  The patient discovered a cyst in one of her breasts sometime after receiving the vaccination.  The patient sought unspecified medical
attention in the office.  No other information was provided.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

310670-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Breast cyst

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8359
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-May-2008
Status Date

PA
State

WAES0803USA03054
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with GARDASIL (Lot #, dose, and site not reported). Subsequently
the "patient experienced extreme pain in the arm, nausea, dizziness and vomiting. The pain was so bad that she went to the ER". No additional information was
provided. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

310671-1

16-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Nausea, Pain in extremity, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8360
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Feb-2008
Vaccine Date

21-Feb-2008
Onset Date

0
Days

15-May-2008
Status Date

FL
State

WAES0803USA03057
Mfr Report Id

Information has been received from a physician concerning a 12 year old female who on 21-FEB-2008 was vaccinated intramuscularly in her left arm with a first
dose of GARDASIL (Lot # unknown) and vaccinated subcutaneously in her left arm with a second dose of VARIVAX (Lot # unknown). Less than 24 hours later,
on approximately 21-FEB-2008, the patient's bicep became very painful and very red. She also experienced syncope and dizziness. It was also reported that
the patient's brother (WAES No. 0803USA03075) experienced similar symptoms with a 2nd dose of Varicella virus vaccine live. Outcome unknown. There was
no product quality complaint involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

310672-1

16-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Erythema, Familial risk factor, Pain in extremity, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

NULL
NULL

0
0

Unknown
Unknown

Subcutaneously
Intramuscular



10 JUN 2008 06:27Report run on: Page 8361
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Jan-2008
Vaccine Date

03-Jan-2008
Onset Date

0
Days

15-May-2008
Status Date

LA
State

WAES0803USA03062
Mfr Report Id

Information has been received from a registered nurse concerning a 14 year old female with no medical history and no known drug reactions/allergies reported,
who on 03-JAN-2008 was vaccinated intramuscularly in the right deltoid with a first 0.5 mL dose of GARDASIL (Lot # unknown).  No concomitant medication
were reported.  The patient left the office and at home on 03-JAN-2008 became flushed, shaky, burning ears, threw-up and was light-headed.  The patient
rested, got something to drink and felt better later the same day.  The office discovered the adverse reaction when the patient called for the second vaccination.
 Subsequently, on 03-JAN-2005, the patient recovered.  No product quality complaint was involved.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

310673-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Ear discomfort, Flushing, Tremor, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8362
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-May-2008
Status Date

PA
State

WAES0803USA03064
Mfr Report Id

Information has been received from a physician concerning a "23 year old female" with unknown medical history, who was vaccinated intramuscularly with a
first dose of Gardasil (Lot # unknown).  Subsequently on an unknown date, the patient experienced nausea and vomiting for two days and was diagnosed with
fever (of 101 degrees) after receiving the first dose.  Outcome reported as recovering.  Unspecified medical attention was sought.  No product quality complaint
was involved.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

310674-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Nausea, Pyrexia, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8363
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-May-2008
Status Date

NY
State

WAES0803USA04550
Mfr Report Id

Information has been received from a pharmacist concerning a female who was vaccinated with a second dose of Gardasil (lot # not provided).  The patient
developed a swollen tongue and edema of the extremities after receiving the second dose.  Subsequently, the patient recovered from a swollen tongue and
edema of the extremities.  The patient contacted the pharmacy for medical attention.  No product quality complaint was involved.  Additional information has
been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

310675-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Oedema peripheral, Swollen tongue

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8364
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-May-2008
Status Date

--
State

WAES0803USA03071
Mfr Report Id

Information has been received from a registered nurse concerning a "high-risk" female (age unknown) with an early history of a HPV positive pap smear,
followed by a "cleared" HPV pap smear (dates of testing not provided) who was then vaccinated with an unknown number of doses of GARDASIL (Lot #
unknown).  It was reported that the patient may have received 2 doses.  Post vaccination, on an unspecified date, the patient had a positive HPV result on pap
smear.  The patient sought unspecified medical attention in the doctor's office.  The patient's outcome was reported as not recovered.  No product quality
complaint was involved.  No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Cervical smear - (+) HPV post vaccination; Cervical smear - (+) HPV pre vaccination; Cervical smear - HPV (-) after first (+) pap.
Papanicolaou smear positive

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

310676-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Human papilloma virus test positive

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8365
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
28-Apr-2008
Status Date

IN
State

WAES0803USA04552
Mfr Report Id

Information has been received for Merck Pregnancy Registry for Gardasil from a mother of a nineteen year old patient witno allergies, inflammation of
appendix, cholecystitis "needed to go out", and spleen disorder.  She also had a history of infectious mononucleosis in September 2007.  The patient received
a first dose of Gardasil on an unspecified day and on 31-OCT-2007 she received the second injection.  Concomitant therapy included PRENATE, ferrous
sulfate, children's vitamins (unspecified) and iron supplement (unspecified).  It was reported that PRENATE and ferrous sulfate were discontinued since it upset
her stomach (no date for start and stop of therapy reported).  The reporter reported that her daughter got pregnant after she received the injection.  She had
been to the emergency room four times because of dehydration.  She experienced pregnancy related nausea.  Patient also experienced abdominal pain and
had a urine beta-human chorionic gonadotropin test (PAP) which caused some bleeding.  She was in the emergency room (E.R) on 13-MAR-2008 and was
given morphine and intravenous (I.V) fluids.  Serum beta-human chorionic gonadotropin tests were done but result was not reported.  She had not needed
hospitalization during this time.  No other information was available.  The outcome was unknown.  Additional information has been requested.

Symptom Text:

PRENATE; ferrous sulfate; iron (unspecified); vitamins (unspecified)Other Meds:
Lab Data:
History:

Pregnancy NOS (LMP = Unknown); Inflammation; Cholecystitis; Spleen disorderPrex Illness:

urine beta-human, Patient is pregnant; serum beta-human
Infectious mononucleosis

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

310677-1

28-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Dehydration, Drug exposure during pregnancy, Haemorrhage, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
23-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8366
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-May-2008
Status Date

--
State

WAES0803USA01972
Mfr Report Id

Information has been received from a company representative concerning a female who on an unspecified date was vaccinated with 2nd dose of Gardasil (lot#
not provided).  Subsequently the patient experienced felt faint.  The patient outcome was not reported.  No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

310678-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8367
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Mar-2008
Vaccine Date

11-Mar-2008
Onset Date

0
Days

15-May-2008
Status Date

MA
State

WAES0803USA01973
Mfr Report Id

Information has been received from a physician concerning a female who on 11-MAR-2008 was vaccinated with Gardasil (lot# not provided).  On 11-MAR-2008
as the patient left the practice she fainted and hit her head on a curb.  The resulting injury to her head required treatment at an emergency room.  The patient
had 15 sutures.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

310679-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Head injury, Suture insertion, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8368
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-May-2008
Status Date

MD
State

WAES0803USA01990
Mfr Report Id

Information has been received from a health professional concerning approximately 15 patients who on an unspecified date were vaccinated IM with
GARDASIL (dose and lot#s not reported). It was reported that post vaccination on an unspecified date the patients developed itching and redness at the
injection site. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

310680-1

16-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site pruritus

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8369
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Jan-2008
Vaccine Date

30-Jan-2008
Onset Date

0
Days

15-May-2008
Status Date

MO
State

WAES0803USA02007
Mfr Report Id

Information has been received from a physician, through the Pregnancy Registry for GARDASIL, concerning a 25 year old female who on 30-JAN-2008 was
vaccinated with her first dose of GARDASIL (Lot # and route not reported). At the time of vaccination, the patient reported that she did not have her period for 3
months. A few days after her vaccination, the patient experienced spotting and went to the emergency room. A pregnancy test was administered and was
positive (LMP approximately 05-Nov-2007). The patient was not admitted to the hospital. No further information is available. Additional information has been
requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Urine beta-human 02/08 - Positive
Pregnancy NOS (LMP = 11/5/2007)

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

310681-1

16-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Menstruation irregular, Metrorrhagia

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8370
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Aug-2007
Vaccine Date

01-Aug-2007
Onset Date

0
Days

15-May-2008
Status Date

FL
State

WAES0803USA02014
Mfr Report Id

Information has been received from a physician concerning a female who in August 2007, was vaccinated intramuscularly with a first dose GARDASIL (lot # not
reported). There was no concomitant medication. It was reported that "two weeks after receiving her first dose of GARDASIL (lot # not reported), the patient
presented with headaches and two weeks after that had an MRI done. Subsequently, the patient recovered from headaches a "couple weeks after the first
dose." The patient still received her second dose of GARDASIL (lot # not reported) in October 2007 and had no adverse experience afterwards." No further
information is available.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Magnetic resonance 08/07
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.2

310682-1

16-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Headache

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8371
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-May-2008
Status Date

CA
State

WAES0803USA02050
Mfr Report Id

Information has been received from a physician concerning a female who on an unspecified date was vaccinated with her first dose of GARDASIL (Lot # and
route not reported). On an unspecified date, the patient developed diarrhea. The diarrhea resolved in one week without requiring treatment, and the patient fully
recovered. The patient sought unspecified medical attention by contacting the physician by phone. No further information is available. Additional information is
not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

310683-1

16-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Diarrhoea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8372
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
05-Mar-2008
Onset Date Days

15-May-2008
Status Date

--
State

WAES0803USA02052
Mfr Report Id

Information has been received from a nurse practitioner concerning a 10 year old female who on unspecified dates was vaccinated with her first two doses of
Gardasil (Lot # and route not reported). The patient experienced burning at the injection site during her second vaccination with Gardasil. The injection site
became fevered, red and swollen with 2x3" knot after the second vaccination. The patient was treated with and ice pack and MOTRIN. The patient recovered in
4 days. On 05-MAR-2008 the patient was vaccinated intramuscularly in the left deltoid with her third vaccination of Gardasil (Lot # not reported). The patient
experienced burning at the injection site during her third vaccination. The injection site became fevered, red and swollen with a 2x3" knot after the third
vaccination. The patient was treated with ice pack and MOTRIN. The patient recovered in 4 days. The patient sought unspecified medical attention by calling
the office. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
10.0

310684-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site irritation, Injection site mass, Injection site swelling, Injection site warmth, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8373
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Mar-2008
Vaccine Date

26-Mar-2008
Onset Date

0
Days

15-May-2008
Status Date

OH
State

WAES0803USA04558
Mfr Report Id

Information has been received from a physician, via a company representative, concerning a 14 year old female patient, who on 26-MAR-2008 was vaccinated
IM, with the first dose, 0.5 ml, of Gardasil (lot # not reported).  On 26-MAR-2008 the patient fainted 1 minute after receiving the vaccination.  The patient sought
unspecified medical attention by speaking to a nurse.  Subsequently, the patient recovered (duration not specified).  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

310685-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8374
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-May-2008
Status Date

FL
State

WAES0803USA02062
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated intramuscularly with her first dose of Gardasil (lot number
unspecified). Subsequently the patient experienced severe joint pain. The physician does not have any information about the patient as he only saw her for the
joint pain. The patient sought unspecified medical treatment. The physician does not want to be contacted. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

310686-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8375
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Mar-2008
Vaccine Date

Unknown
Onset Date Days

15-May-2008
Status Date

--
State

WAES0803USA02072
Mfr Report Id

Information has been received from a health professional concerning a 12 year old female who on 12-MAR-2008 was IM vaccinated with her first dose of
Gardasil (lot number unspecified) in her deltoid of an unknown arm.  Report states a 175 pound female client was vaccinated and felt weak post vaccination.
Nurse observed client acted nervous during vaccination.  When client arrived at her home, she fainted, broke out into hives and fainted again.  When client
fainted the second time she fell and hit her jaw.  Client went to the Emergency room for unspecified medical attention.  Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

310687-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Fall, Head injury, Nervousness, Syncope, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8376
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Feb-2008
Vaccine Date

19-Feb-2008
Onset Date

7
Days

15-May-2008
Status Date

--
State

WAES0803USA02075
Mfr Report Id

Information has been received from a physician assistant concerning a 16 year old female with diabetes and "other unspecified problems" who on
approximately 12-FEB-2008 (reported as "about a month ago") was vaccinated intramuscularly with the first dose of Gardasil. On approximately 19-FEB-2008
(reported as "about a month ago") the patient experienced numbness and tingling down her arm and into her fingers. She also experienced headaches. The
patient sought unspecified medical attention. An electroencephalogram was performed and "came back fine." At the time of the report, the patient's outcome
had not recovered. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Diabetes; General symptomPrex Illness:

electroencephalography "came back fine"

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

310688-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Hypoaesthesia, Paraesthesia

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8377
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-May-2008
Status Date

OR
State

WAES0803USA02087
Mfr Report Id

Information has been received from a physician concerning a 20 year old female, who, on an unspecified date, was vaccinated with a first dose of Gardasil.
Subsequently, the patient became light headed.  It was reported that they thought the patient may faint or pass out so they laid her down.  The patient was "ok"
and left the office by herself.  At the time of the report, the patient had recovered.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

310689-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8378
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-May-2008
Status Date

--
State

WAES0803USA02088
Mfr Report Id

Information has been received from a health professional concerning a female who was vaccinated with her second dose of Gardasil (lot number unspecified).
Subsequently the patient experienced swelling of lips and swelling of throat.  Subsequently, the patient recovered from swelling of lips and swelling of throat.
No treatment and no therapy were necessary.  The patient sought unspecified medical treatment in the office.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

310690-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Lip swelling, Pharyngeal oedema

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8379
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Mar-2008
Vaccine Date

13-Mar-2008
Onset Date

0
Days

15-May-2008
Status Date

PA
State

WAES0803USA02094
Mfr Report Id

Information has been received from a physician concerning a teen age female who on 13-MAR-2008 was IM vaccinated with GARDASIL (dose # unknown, Lot
number unspecified). On 13-MAR-2008 the patient fainted just after the vaccine was given. The patient sought unspecified medical treatment while still in the
office. No other symptoms were noted. The patient fully recovered. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

310691-1

16-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8380
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Feb-2008
Vaccine Date

27-Feb-2008
Onset Date

2
Days

15-May-2008
Status Date

--
State

WAES0803USA02134
Mfr Report Id

Information has been received from a physician's wife concerning a 16 year old female who on 25-FEB-2008 was vaccinated with the third dose of Gardasil (lot
number: 659182/1757U). On approximately 27-FEB-2008 the patient experienced a hive-like eruption at the injection site within 48 hours post vaccination. It
was reported by the physician's wife that the patient called the office on 27-FEB-2008 to report her symptoms and the patient was then treated with Benadryl
25mg and cold compress until the symptoms resolved. Subsequently, the patient recovered from hive-like eruption. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

310692-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1757U 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8381
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-May-2008
Status Date

OH
State

WAES0803USA02173
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with an unspecified dose of Gardasil (lot number unspecified).
Subsequently, the next day, the patient experienced vaginal bleeding.  No further information provided.  The physician requested not to be contacted.  No
further information available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

310693-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Vaginal haemorrhage

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8382
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Dec-2007
Vaccine Date

05-Dec-2007
Onset Date

0
Days

15-May-2008
Status Date

--
State

WAES0803USA04615
Mfr Report Id

Information has been received from a physician concerning a 14 year old female with a history of anxiety with such procedures as blood drawing and
vaccinations and no known drug allergies who on 05-DEC-2007 was vaccinated IM with her first dose of GARDASIL (lot# 659437/1266U).  There was no
concomitant medication.  Subsequently the patient had fainted several times.  She also vomited, urinated and had terrible sweating.  An ambulance was called
into the office, but she wasn't taken to a hospital because she recovered at the site.  The patient had sought medical attention with her physician.  Additional
information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

AnxietyPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

310694-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hyperhidrosis, Urinary incontinence, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1266U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8383
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Jun-2007
Vaccine Date

Unknown
Onset Date Days

15-May-2008
Status Date

--
State

WAES0803USA04624
Mfr Report Id

Information has been received from a company representative who reported that a physician informed him about a 16 year old female with no known drug
allergies and no past medical history who on 29-JUN-2007 was vaccinated with her first dose of GARDASIL (lot# unspecified, site and route not reported). The
patient received the second dose of GARDASIL (lot# unspecified, site and route not reported) and the third of GARDASIL (lot # unspecified, site and route not
reported) was given on 15-MAR-2008. There was no concomitant medication. Subsequently the patient experienced a very low white blood cell count. The
white blood cell count is so low that she may be neutropenic. The patient has no known underlying causes for neutropenia. The patient sought medical
attention at the doctors' office. A blood test was performed on 24-MAR-2008. The patient's outcome was reported as not recovered. No further information is
available. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Diagnostic laboratory 03/24/08
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

310696-1

16-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Neutropenia

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8384
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Mar-2008
Vaccine Date

26-Mar-2008
Onset Date

0
Days

01-May-2008
Status Date

--
State

WAES0803USA04651
Mfr Report Id

Information has been received from a physician concerning a "12 year old" female with no known drug allergies and known drug allergies and no past medical
history who on 26-MAR-2008 was vaccinated with her first of three doses of GARDASIL (lot# unspecified, sit not reported.). Concomitant therapy included
MENACTRA. The physician reported that the patient fainted after receiving the vaccination. Subsequently, the patient recovered. No additional information was
provided. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

310697-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
23-Apr-2008

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL 0

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 8385
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-May-2008
Status Date

MO
State

WAES0803USA04656
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with an unspecified dose of GARDASIL (lot# not reported) and was
found to be positive for HPV.  Also another report was mentioned about a different patient who was vaccinated with an unspecified dose of GARDASIL (lot# not
reported) and fainted in the elevator.  The patient's outcomes were note reported.  A phone call was placed on 08-APR-2008 to obtain patient identifiers.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

310698-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Papilloma viral infection, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8386
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Jan-2008
Vaccine Date

21-Jan-2008
Onset Date

0
Days

24-Apr-2008
Status Date

--
State

WAES0803USA04657
Mfr Report Id

Information has been received from a nurse practitioner concerning a 24 year old female with no known drug allergies and no past medical history who on 21-
Jan-2008 was vaccinated with her first dose of GARDASIL (lot# 659964/1978U, site and route not reported). The patient experienced a creep, crawly insect
under the skin feeling all over her body and systemically. No associated rash, however it was itchy. No wheezing, no cough and spontaneously resolved by
itself with no treatment. The patient received the second dose of GARDASIL (lot# unspecified, site and route not reported) on 27-MAR-2008. Subsequently, the
reaction occurred more quickly and they gave her Allegra, an allergy medication to try and calm things down. Concomitant therapy included LEVLEN (30 mg
estrogen and 0.15 progesterone). The patient experienced feeling of creep, crawly insect under skin and itchy. The patient recovered from feeling of creep,
crawly insect under skin and itching feeling. No additional information was provided. Additional information has been requested.

Symptom Text:

LEVLENOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

310699-1

24-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Formication, Pruritus

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8387
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
06-Mar-2008
Onset Date Days

15-May-2008
Status Date

WA
State

WAES0803USA04664
Mfr Report Id

Information has been received from a physician concerning a female with a history of depression who was vaccinated on an unspecified date with her first dose
of GARDASIL (lot# not reported). Concomitant therapy included ZOLOFT. On approximately 06-MAR-2008 the patient experienced transient inflammatory
arthritis. The patient was prescribed a MEDROL dose-pack by her physician. A complete blood count, metabolic panel and creatine phosphokinase were
normal. Antinuclear antibody and rheumatoid factor were negative. Sed rate was elevated to 65 and C-reactive protein was elevated to 24.6. A doppler study of
the lower extremities was normal. Subsequently, the patient recovered from transient inflammatory arthritis. Additional information has been requested.

Symptom Text:

ZOLOFTOther Meds:
Lab Data:

History:
Prex Illness:

ultrasound - normal; complete blood cell - normal; full blood chemistry - normal; serum creatine kinase - normal; serum ANA - negative; serum rheumatoid
factor - negative; erythrocyte 65 - elevated; serum C-reactive 24.6 - elevated
Depression

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.6

310700-1

16-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthritis, Inflammation

 ER VISIT, NOT SERIOUS

Related reports:   310700-2;  310700-3

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8388
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Feb-2008
Vaccine Date

28-Feb-2008
Onset Date

7
Days

23-May-2008
Status Date

WA
State Mfr Report Id

Approximately 1 week after receiving vaccine, pt developed ankle swelling, arthritic joint pain, & morning stiffness, lasting 1-5 weeks.  Pt saw rheumatologist on
3/11/08 & was given MEDROL + a diuretic.  After starting meds, sx went away in 6 days.  Per Dr., sx could have been coincidental + unrelated to GARDASIL.
Pt also took ibuprofen for sx per RN/Dr. office 5/16/08.

Symptom Text:

unknownOther Meds:
Lab Data:
History:
Prex Illness:

Bloodwork was completed, unknown results.
NKDA, dyslipidemia, borderline HTN, anxiety, migraine headaches

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

310700-2

23-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Joint swelling, Musculoskeletal stiffness

 ER VISIT, NOT SERIOUS

Related reports:   310700-1;  310700-3

Other Vaccine
16-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0188U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8389
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Feb-2008
Vaccine Date

28-Feb-2008
Onset Date

7
Days

29-May-2008
Status Date

WA
State Mfr Report Id

Symptoms began 1-2 weeks after vaccine administered with some bilateral knee pain and swelling.  She took 2 ibuprofen TID.  She was seen 3/5/08 by me;
obvious edema and knee effusion was noted.  She was treated with MEDROL DOSE PACK, 1/2 ayazide x 1 week.  Her CRP was 24.5, ESR was 6.5.
Symptoms resolved; a followup with rheumatologist suggested no other cause except for the vaccine because of proximity to symptoms.

Symptom Text:

ZOLOFTOther Meds:
Lab Data:
History:

nonePrex Illness:

anxiety

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

310700-3

30-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Joint effusion, Joint swelling, Oedema

 NO CONDITIONS, NOT SERIOUS

Related reports:   310700-1;  310700-2

Other Vaccine
23-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0188U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8390
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2008
Status Date

PA
State

WAES0803USA04701
Mfr Report Id

Information has been received from a physician concerning a 17 year old female who was vaccinated on an unspecified date and her first dose of GARDASIL
(lot# not reported). Subsequently the patient experienced hives all down her arm. She sought unspecified medical attention and her outcome was not reported.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

310701-1

16-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8391
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Feb-2008
Vaccine Date

14-Feb-2008
Onset Date

1
Days

28-Apr-2008
Status Date

TX
State

WAES0803USA04713
Mfr Report Id

Information has been received from a company representative concerning a female who on approximately 14-FEB-2008 was vaccinated with the first dose of
Gardasil (lot# not reported).  On approximately 14-FEB-2008 the patient experienced a stiff neck, swollen lip and headache.  Per the reporter, the stiff neck,
swollen lip and headache had resolved in about 24 hours.  The patient has recently been experiencing autoimmune issues and is going for lupus testing.
There is no other information to report.  Additional information has been requested.  5/23/08 Reviewed PCP medical records & vax records.  2/13/08 note
indicates patient was experiencing breast leakage.  Had amenorhea & was on depo-provera.  Dx w/hypothyroid & tx w/meds.  On 3/25, c/o swollen joints,
itching all over, fever, tender digits, rash.  Dx w/viral syndrome & acute CTD of unknown origin.  On 3/28 had exudative pharyngitis & tx w/antibiotics.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

LABS: 2/19/2008 T3 228 (H), T3U 21 (L).  3/25/08 CBC, chemistry WNL.  Lupus neg.
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

310702-1

27-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Amenorrhoea, Autoimmune disorder, Breast disorder female, Connective tissue disorder, Headache, Hypothyroidism, Inflammation, Joint swelling, Lip
swelling, Musculoskeletal stiffness, Pain in extremity, Pharyngitis, Pruritus generalised, Pyrexia, Rash, Viral infection

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
23-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1740U 0 Left leg Intramuscular



10 JUN 2008 06:27Report run on: Page 8392
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Feb-2008
Vaccine Date

Unknown
Onset Date Days

15-May-2008
Status Date

TN
State

WAES0803USA04726
Mfr Report Id

Information has been received from a physician concerning a 15 year old female who on 11-FEB-2008 was vaccinated with her first dose of Gardasil (lot# not
reported). Subsequently the patient experienced fatigue, malaise and chest tightness at an unspecified time which lasted for several days. The patient went to a
cardiologist where she had a full work up. The following tests were normal: Epstein-Barr, CRP, chem panel, MRI and CAT scan. The patient did test positive for
Juvenile Rheumatoid Arthritis. The patient's outcome was not reported. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Prex Illness:

magnetic resonance normal; computed axial normal; Epstein-Barr virus normal; serum C-reactive normal; blood chemistry normal; serum rheumatoid factor
positive
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

310703-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Chest discomfort, Fatigue, Juvenile arthritis, Malaise

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8393
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
24-Apr-2008
Status Date

FL
State

WAES0804USA02963
Mfr Report Id

Information has been received from a physician concerning a female (age unknown), who, on an unspecified date, was vaccinated with a first dose of
GARDASIL. Subsequently, two days post vaccination, the patient experienced shortness of breath to the point that she needed to be hospitalized. The duration
of the hospitalization was unknown. It was reported that the patient planned to receive the following doses of GARDASIL. At the time of the report, the outcome
of the patient was unknown. No product quality complaint was involved. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

310704-1 (S)

24-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dyspnoea

 ER VISIT, HOSPITALIZED, SERIOUS

Other Vaccine
23-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8394
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Apr-2008
Vaccine Date

18-Apr-2008
Onset Date

0
Days

28-Apr-2008
Status Date

AZ
State Mfr Report Id

Syncopal episode pt recovered after 30 seconds.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

310717-1

28-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
23-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0063XX 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 8395
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Aug-2007
Vaccine Date

21-Aug-2007
Onset Date

1
Days

28-Apr-2008
Status Date

SC
State Mfr Report Id

Increased migraines.  Dizzy all the time.  Seizure/syncope.  All have started since first dose of Gardasil vaccine.Symptom Text:

Mayalt, Vyvonse, Trileptal, Antivert, ZoloftOther Meds:
Lab Data:
History:

Seizure/more migraines, dizzy, syncopePrex Illness:

MRI; EEG; repeated examinations in office
ADD

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

310718-1

28-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Condition aggravated, Convulsion, Dizziness, Migraine, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
23-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1208F 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 8396
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Apr-2008
Vaccine Date

22-Apr-2008
Onset Date

0
Days

24-Apr-2008
Status Date

NY
State Mfr Report Id

Approx 5 min after receiving HPV vaccine #2 Pt was atanding at appt desk and suddenly fell backwards and hit head on window ledge. Pt moved to exam room
for evaluation. Bleeding controlled, 11/2 inch "C" shaped laceration noted to back of head. I staple placed by Physician covering for Attending. Pt was alert and
oriented. Pt stated she did not have much to eat. Drink and snack given in office.

Symptom Text:

noneOther Meds:
Lab Data:
History:

none knownPrex Illness:

none
none known

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

310730-1

25-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Fall, Haemorrhage, Head injury, Skin laceration

 ER VISIT, NOT SERIOUS

Other Vaccine
23-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0063Y 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8397
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Aug-2007
Vaccine Date

08-Sep-2007
Onset Date

26
Days

24-Apr-2008
Status Date

MI
State Mfr Report Id

First episode occured three weeks after she had the first shot of Gardasil and the second episode also occured about three weeks after she had the second
shot of Gardasil. She was diagnosed with a grand mal seizure. Patient was seen in the ER on Sept 8, 2007 for her first episode. Patient was then seen in our
office on Sept 10, 2007 and reffered to Neurology. Patient was then seen in our office again on Nov 27, 2007 and wanted the doctor to report to vaccine
manufactor about the possible adverse reaction to the vaccine. The patient is very conviced that there is an association between the Gardasil vaccine and
seizures.

Symptom Text:

Other Meds:
Lab Data:
History:

Patient had nausea, dizziness, and abdominal pain. Was diagnosed with gallstones.Prex Illness:

Patient had a carotid scan, echocardiogram, and also a brain MRI.
Gallstones, Asthma, Lumbar disc disease, and depression.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

310731-1

25-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Grand mal convulsion

 ER VISIT, NOT SERIOUS

Other Vaccine
23-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0387U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8398
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Feb-2008
Vaccine Date

Unknown
Onset Date Days

24-Apr-2008
Status Date

GA
State Mfr Report Id

Numbness in left arm where shot was administered.  Sensation started as a pinprick and now, the area is completely numb.Symptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

310745-1

24-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Paraesthesia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
24-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8399
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Apr-2008
Vaccine Date

09-Apr-2008
Onset Date

1
Days

24-Apr-2008
Status Date

VA
State

A0724169A
Mfr Report Id

This case was reported by a physician and described the occurrence of elevated liver enzymes in a 18-year-old female subject who was vaccinated with
HAVRIX, GlaxoSmithKline.  Concurrent medical conditions included fatigue.  Concurrent vaccination included GARDASIL, Merck given on 8 April 2008.  On 8
April 2008 the subject received 1st dose of HAVRIX (unknown).  On 9 April 2008, 1 day after vaccination with HAVRIX, blood work was done on the subject
(due to concurrent condition of fatigue) which revealed elevated aspartate aminotransferase (AST) at 129 (0-40) and elevated alanine aminotransferase (ALT)
at 223 (0-40).  A mononucleosis test was also done which returned positive.  The physician questioned the HAVRIX vaccine for both elevating the liver
enzymes and the possibility of giving a false positive mono test.  This case was assessed as medically serious by GSK.  At the time of reporting the outcome of
the events was unspecified.

Symptom Text:

Other Meds:
Lab Data:

History:
FatiguePrex Illness:

Alanine aminotransferase 09Apr2008 223 (low) 0 (high) 40; Aspartate aminotransferase 09Apr2008 129 (low) 0 (high) 40; Monospot test positive 09Apr2008
positive.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

310746-1

24-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Fatigue, Hepatic enzyme abnormal

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
23-Apr-2008

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

NULL
NULL 0

Unknown
Left arm

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 8400
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Feb-2008
Vaccine Date

28-Mar-2008
Onset Date

51
Days

24-Apr-2008
Status Date

NJ
State Mfr Report Id

Pt had CVA on 3/28/08.  Started with L hand & facial numbness which progressed on that 1/2 of body, went to ER. Oral contraception.Symptom Text:

SeasoniqueOther Meds:
Lab Data:

History:
NonePrex Illness:

MRI of brain, small area of restricted diffusion, scattered foci of altered signal in deep white matter. 4/24/08-MRI report received for DOS 3/28/08-
Impression:small area of restricted diffusion, scattered foci of altered signal within dee
seasonal allergies

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

310749-1 (S)

24-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Cerebrovascular accident, Hypoaesthesia, Hypoaesthesia facial, Oral contraception

 ER VISIT, HOSPITALIZED, SERIOUS

Other Vaccine
23-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1287U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8401
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
21-Feb-2008
Onset Date Days

15-May-2008
Status Date

OK
State

WAES0803USA02180
Mfr Report Id

Information has been received from a physician concerning a female who on approximately 21-FEB-2008, "about three weeks ago" was vaccinated with an
unspecified dose of GARDASIL (lot number unspecified).  The patient fainted.  The patient came to and was fine.  The lot number was unknown.  The patient
recovered.  No further information was provided.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

310768-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8402
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-May-2008
Status Date

--
State

WAES0803USA02208
Mfr Report Id

Information has been received from a nurse practitioner concerning a 13 year old female who, on an unspecified date, was vaccinated with her first dose of
GARDASIL (Lot # and site not reported).  The patient experienced redness and itching around the injection site.  On an unspecified date the patient was
vaccinated with her second dose of GARDASIL (Lot # and site not reported).  Subsequently the patient experienced redness, itching, and hives following her
second dose of GARDASIL.  The patient sought unspecified medical attention.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

310769-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Injection site erythema, Injection site pruritus, Pruritus, Urticaria, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8403
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Nov-2007
Vaccine Date

01-Dec-2007
Onset Date

18
Days

16-May-2008
Status Date

WI
State

WAES0803USA02209
Mfr Report Id

Information has been received from a physician concerning a 24 year old female with endometriosis and a history of acne who on 13-SEP-2007 was vaccinated
with her first dose of GARDASIL (lot # and route not provided). On 13-NOV-2007, the patient was vaccinated with her second dose of GARDASIL (lot # and
route not provided). On about 13-DEC-2007 (about one month after the second vaccination), the patient developed joint pain and muscle aches. A mild
elevation of liver enzymes AST and ALT were noted during laboratory test (dated and results unspecified) following the joint pain and muscle aches. The
patient underwent various blood test (not further specified and results not reported). On 13-Mar-2008, the patient was vaccinated with her third dose of
GARDASIL (lot # and route not provided). Concomitant therapy included AYGESTIN, minocycline (unspecified) and RETIN-A. The patient underwent a number
of blood tests and liver function tests to rule out hepatitis by her primary physician (tests, results and primary physician not specified). The patient sought
unspecified medical attention. The joint pain and muscle aches are continuing, but have improved at the time of this report. No other information was reported.
Additional information has been requested.

Symptom Text:

Minocycline, AYGESTIN, RETIN-AOther Meds:
Lab Data:
History:

Acne; EndometriosisPrex Illness:

Diagnostic laboratory; hepatic function tests - elevated AST and ALT (mild)

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

310770-1

16-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Myalgia

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8404
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Oct-2007
Vaccine Date

01-Oct-2007
Onset Date

0
Days

16-May-2008
Status Date

--
State

WAES0803USA02216
Mfr Report Id

Information has been received from a nurse concerning a 16 year old female who sometime in October 2007, was vaccinated with the first dose of Gardasil (lot
number not reported). Concomitant therapy included SINGULAIR, VENTOLIN and ZYRTEC. In October 2007, the patient experienced losing her hair and was
diagnosed with "alopecia ariat". On an unspecified date the patient has received the second dose of Gardasil (lot number not reported). The patient is still
experiencing hair loss and currently receives steroid injections in her head every six weeks. No further information is available.

Symptom Text:

VENTOLIN (ALBUTEROL); ZYRTEC; SINGULAIROther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

310771-1

16-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Alopecia areata

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8405
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-May-2008
Status Date

--
State

WAES0803USA02247
Mfr Report Id

Information has been received from a nurse practitioner concerning a female who was vaccinated with GARDASIL (lot number not provided).  Subsequently the
patient experienced fever, nausea and diarrhea.  No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

310772-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Diarrhoea, Nausea, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8406
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Feb-2008
Vaccine Date

01-Mar-2008
Onset Date

2
Days

15-May-2008
Status Date

--
State

WAES0803USA02271
Mfr Report Id

Information has been received from a nurse practitioner concerning a 14 year old female with a history of anaemia who on 28-FEB-2008 was vaccinated
intramuscularly in the left deltoid with her first dose of Gardasil (Lot # reported as 1758O).  About 2 days after the vaccination, the patient developed a rash on
her abdomen, chest and shoulder.  There was no shortness of breath, no hives, no fever or no other symptoms.  The patient sought unspecified medical
attention in the office.  No other information is available.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Anaemia

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

310773-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1758O 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8407
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jul-2007

Vaccine Date
Unknown

Onset Date Days
15-May-2008
Status Date

WA
State

WAES0803USA02278
Mfr Report Id

Information has been received through an agency from a nurse and physician concerning a 16 year old female with drug hypersensitivity (Hydrocodeine) and a
history of asthma, selective IgA subclass deficiency, and severe bladder infection, who on 18-JUL-2007 was vaccinated intramuscularly with a 0.5 ml of her first
dose of GARDASIL (lot#655620/0171U).  Concomitant suspect therapy included DTaP.  On an unspecified date in October 2007, the patient found out she was
pregnant (LMP not reported).  The specific pregnancy test and date it was performed, were not reported.  In the follow-up information it was reported, that the
patient had developed a severe bladder infection and was restricted to bed rest because of preterm labor.  Unspecified medical attention was sought by calling
doctor's office.  At the time of this report it was unknown if the patient had recovered from her experiences.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = Unknown); Drug hypersensitivityPrex Illness:

Unknown
Asthma; Selective IgG subclass deficiency; Bladder infection

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

310774-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Cystitis, Drug exposure during pregnancy, Premature labour

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4
DTAP

MERCK & CO. INC.
UNKNOWN MANUFACTURER

0171U
NULL

0 Unknown
Unknown

Intramuscular
Unknown



10 JUN 2008 06:27Report run on: Page 8408
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Aug-2007
Vaccine Date

30-Aug-2007
Onset Date

0
Days

16-May-2008
Status Date

MN
State

WAES0803USA02287
Mfr Report Id

Information has been received from a registered nurse concerning a 26 year old female, who on 16-JAN-2007 was vaccinated IM in the left arm with a 0.5mL
first dose of GARDASIL (Lot# 653978/0955F). There were no adverse events post vaccination. On 030-AUG-2007 the patient was vaccinated in the left arm
with a second dose of GARDASIL (Lot# 658558/1061U), approximately 2 weeks post vaccination the patient experienced muscle weakness, night sweats, and
hormonal changes. On 18-DEC-2007 the patient was vaccinated in the right arm with a third dose of GARDASIL (Lot# 659441/1446U). The symptoms
worsened after the third dose. The patient was seen at the clinic. It was reported that all of the tests performed were negative, including the test for muscle
weakness. At the time of the report, the outcome of the patient was unknown. No product quality complaint was involved. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Diagnostic laboratory - all test were negative including test for muscle weakness.
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

310775-1

16-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hormone level abnormal, Muscular weakness, Night sweats, Vaccine positive rechallenge

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1061U 1 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 8409
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Aug-2007
Vaccine Date

07-Sep-2007
Onset Date

8
Days

15-May-2008
Status Date

TX
State

WAES0803USA02317
Mfr Report Id

Information has been received from a consumer concerning her 13 years old daughter who on approximately 30-AUG-2007 was vaccinated with her first dose
of Gardasil (lot# unspecified).  There was no concomitant medication.  Approximately one week later the patient began experiencing dizziness and vomiting.  It
was reported that initially she experienced the dizziness and vomiting at least once a week and then once every couple of months.  Unspecified medical
attention was sought.  At the time of this report, the patient was still recovering from her experience.  No additional information was provided.  Additional
information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

310776-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8410
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Jan-2008
Vaccine Date

Unknown
Onset Date Days

15-May-2008
Status Date

AL
State

WAES0803USA02381
Mfr Report Id

Information has been received from a physician concerning a female who on 14-JAN-2008 was vaccinated "by injection" with Gardasil (lot # not reported).
Subsequently the patient developed a knot at injection site. The patient sought unspecified medical attention. Therapy with Gardasil vaccine was discontinued.
The knot at the injection site persisted. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

310777-1

03-Jun-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site mass

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8411
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Dec-2007
Vaccine Date

01-Dec-2007
Onset Date

0
Days

15-May-2008
Status Date

OH
State

WAES0803USA02383
Mfr Report Id

Information has been received from a physician concerning a 14 year old female who on 01-DEC-2007 was vaccinated 0.5mL, IM with Gardasil (Lot# not
reported).  Following her vaccination the patient experienced flu like symptoms that lasted about 3 days.  Subsequently, the patient recovered from flu like
symptoms.  The patient sought unspecified medical attention at her physician's office.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

310778-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Influenza like illness

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8412
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-May-2008
Status Date

TN
State

WAES0803USA02384
Mfr Report Id

Information has been received from a physician concerning a female with anxiety who on an unspecified date was vaccinated intramuscularly with a third dose
of Gardasil from a single dose vial (lot # not reported). The physician reported that after receiving the third dose of Gardasil, "almost immediately", the patient
experienced dizziness. The patient sought unspecified medical attention. It was reported that "the patient is fine." Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

AnxietyPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

310779-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Immediate post-injection reaction

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8413
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Mar-2008
Vaccine Date

13-Mar-2008
Onset Date

0
Days

15-May-2008
Status Date

--
State

WAES0803USA02396
Mfr Report Id

Information has been received from a physician concerning a female who on 13-MAR-2008 was vaccinated intramuscularly with her second and third dose of
Gardasil (lot number not provided).  On 13-MAR-2008 the patient fainted after administration.  Subsequently, the patient recovered from fainted.  No further
information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

310780-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8414
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Feb-2008
Vaccine Date

29-Feb-2008
Onset Date

0
Days

15-May-2008
Status Date

CA
State

WAES0803USA02416
Mfr Report Id

Information has been received from a physician concerning a 15 year old female who on 29-FEB-2008 was vaccinated with GARDASIL (lot number not
specified).  Concomitant therapy included MENACTRA given in one arm and PEDIARIX given in the same arm as the GARDASIL.  The patient had a reaction
in the arm the MENACTRA was given (unspecified if it was the right or left arm).  On 29-FEB-2008 the patient experienced uncontrolled spasms in fingers and
tingling in fingers.  The reaction has now stopped getting worse and the physician feels the patient is recovering.  The physician feels that could be due to any
of these vaccines although GARDASIL was not given in this arm.  The patient sought medical attention and is being treated with FLEXERIL and ATIVAN.  No
other information is available.  Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

310781-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site reaction, Muscle spasms, Paraesthesia

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8415
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Feb-2008
Vaccine Date

01-Feb-2008
Onset Date

0
Days

15-May-2008
Status Date

IN
State

WAES0803USA02433
Mfr Report Id

Information has been received from a physician concerning a female who "a month ago" approximately in February 2008, was vaccinated 0.5mL with Gardasil
(lot# not reported). Concomitant therapy included MENACTRA (lot# not reported) in the same arm. Subsequently, the patient developed a lump in her arm and
soreness up and down her arm. It was not reported if these symptoms occurred immediately or within days after vaccination. The patient recovered from the
lump in her arm and soreness up and down her arm. No further information is available.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

310782-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Mass, Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 8416
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Feb-2008
Vaccine Date

03-Mar-2008
Onset Date

27
Days

15-May-2008
Status Date

--
State

WAES0803USA02465
Mfr Report Id

Information has been received from a licensed practical nurse concerning a 16 year old female with a history of an spleen enlarged and a penicillin allergy who
on 05-FEB-2008 was vaccinated intramuscularly with Gardasil (Lot # 659962/1740U).  There was no concomitant medication.  On 03-MAR-2008 the patient
began experiencing body aches, belly pain and extreme fatigue.  On unspecified date, the patient had an ultrasound, a complete blood cell count (CBC), a
serum C-reactive protein test (CRP), and an Epstein-Barr virus antibodies screen; however, no results were reported.  The patient sought unspecified medical
attention by being seen in the office.  At the time of this report, the patient's body aches and belly pain and extreme fatigue have persisted.  No additional
information was provided.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

ultrasound; complete blood cell; serum C-reactive; Epstein-Barr virus
Spleen enlarged; Penicillin allergy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

310783-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain upper, Fatigue, Pain

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1740U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8417
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
07-Mar-2008
Onset Date Days

15-May-2008
Status Date

AZ
State

WAES0803USA02477
Mfr Report Id

Information has been received from a Nurse Practitioner concerning a 21 year old female who was vaccinated "by injection" with a second dose of Gardasil (lot
# not reported).  "Last week", on approximately 07-MAR-2008 the patient developed an itchy rash at the injection site.  The patient sought unspecified medical
attention and was given Benadryl to stop the itching.  Subsequently, the patient recovered from the itchy rash at the injection site.  Additional information has
been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

310784-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pruritus, Injection site rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8418
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jan-2008
Vaccine Date

01-Mar-2008
Onset Date

60
Days

16-May-2008
Status Date

--
State

WAES0803USA02479
Mfr Report Id

Information has been received from a pharmacist concerning her relative, a 23 year old female who in January 2008, was vaccinated with her second dose of
Gardasil (lot# not reported). Concomitant therapy included hormonal contraceptives (unspecified). In March 2008, the patient experienced shingles on trunk.
She was seen by her physician and is being treated with VALTREX. The patient was recovering from shingles on her trunk. Additional information has been
requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

310785-1

16-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Herpes zoster

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8419
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Feb-2008
Vaccine Date

29-Feb-2008
Onset Date

2
Days

15-May-2008
Status Date

IL
State

WAES0803USA02486
Mfr Report Id

Information has been received from a health professional concerning a female who on 27-DEC-2007 was vaccinated intramuscularly with a 0.5 mL first dose of
Gardasil (lot # reported as "1266").  On 27-FEB-2008 the patient was vaccinated intramuscularly with a 0.5 mL second dose of Gardasil (lot # reported as
"1266").  There was no concomitant medication.  On approximately 29-FEB-2008, "about two weeks ago", the patient noticed that she developed vaginal warts.
 No other symptoms and treatment were reported.  The patient sought unspecified medical attention during an office visit.  Additional information has been
requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

310786-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Vulvovaginal human papilloma virus infection

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1266 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8420
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Mar-2008
Vaccine Date

06-Mar-2008
Onset Date

0
Days

15-May-2008
Status Date

--
State

WAES0803USA02496
Mfr Report Id

Information has been received from a physician concerning a 16 year old female who on 06-MAR-2008 was vaccinated intramuscularly with her first dose of
GARDASIL (lot# 659182/1757U) and when she walked to the front desk afterwards she fainted.  Concomitant suspect therapy included VARIVAX.  Other
concomitant therapy included LOESTRIN.  The patient was given some unspecified fluids in the office and recovered from the event.  No further information
provided.  Additional information has been requested.

Symptom Text:

LOESTRINOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

310787-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

NULL
1757U 0

Unknown
Unknown

Unknown
Intramuscular



10 JUN 2008 06:27Report run on: Page 8421
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Mar-2008
Vaccine Date

03-Mar-2008
Onset Date

0
Days

15-May-2008
Status Date

--
State

WAES0803USA02519
Mfr Report Id

Information has been received from a medical assistant concerning a 17 year old female with diabetes who on 03-MAR-2008 was vaccinated with a second
dose of Gardasil IM injection in the arm. On 03-MAR-2008 after receiving her second dose of Gardasil the patient cried, could not move, became stunned and
was in extreme pain. It was noted that the patient had not eaten that day. At the time of the report on an unspecified date the patient had recovered with
unspecified therapy. On an unspecified date the patient had received a first dose of Gardasil. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Diabetes

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

310788-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Crying, Hypokinesia, Pain

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8422
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-May-2008
Status Date

NY
State

WAES0803USA02753
Mfr Report Id

Information has been received from a physician concerning an approximately 12 year old female who on unspecified date was vaccinated intramuscularly with
the second dose of Gardasil (lot # unspecified).  Date of 1st dose of Gardasil was not reported.  Post vaccination the patient experienced pain at the injection
site for approximately one month.  The physician reported that the patient did not have this experience after the first dose.  Subsequently, on unspecified date
the patient recovered from the pain at the injection site. No further information was provided.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

310789-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, No reaction on previous exposure to drug

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8423
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Mar-2008
Vaccine Date

14-Mar-2008
Onset Date

0
Days

16-May-2008
Status Date

WI
State

WAES0803USA02772
Mfr Report Id

Information has been received from a medical assistant concerning a female with no medical history and no drug reactions/allergies, who on 14-MAR-2008 was
vaccinated with her first dose of GARDASIL (lot# unspecified). It was reported that 30 minutes after vaccination the patient had rash. Unspecified medical
attention was sought by contacting physician. At the time of this report the patient was still recovering from her experience. No other information was available.
Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

310790-1

16-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8424
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
01-Feb-2008
Onset Date Days

15-May-2008
Status Date

OH
State

WAES0803USA02786
Mfr Report Id

Information has been received from a physician concerning an approximately 20 year old female who, on an unspecified date was vaccinated in the deltoid with
her first dose of Gardasil (lot # not reported). The patient felt faint after receiving the first vaccination. On an unspecified date, the patient was vaccinated in the
deltoid with her second dose of Gardasil (lot # not reported). On approximately 25-Feb-2008, also reported as "within the last 3 weeks", the patient felt both her
hands and feet were numb after receiving the second dose of Gardasil. The reporter noted that the adverse event improved "on therapy" (not otherwise
specified) and that the patient was recovering. The patient sought unspecified medical attention. No additional information was provided. Additional information
has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

310791-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Hypoaesthesia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8425
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-May-2008
Status Date

--
State

WAES0803USA02792
Mfr Report Id

Information has been received from a mother, who is also a nurse, concerning her 20 year old daughter, with possible polycystic ovarian syndrome and a
history of adenoidectomy as a child, who in February 2008, was vaccinated in the right gluteus with her first dose of Gardasil (lot #not reported).  The patient
was lying down when she received the vaccination and the patient stated she felt "a little funny, like you hit a nerve."  The patient was told to lay there for
awhile.  On 14-Mar-2008, the patient was vaccinated intramuscularly in the right arm with her second dose of Gardasil (lot # not reported) while sitting on the
exam table.  There was no concomitant medication.  The patient fainted after receiving the second vaccination.  She fell to the floor and hitting her right eye on
the stool.  There was a laceration of 1" above the eye.  The mother took the daughter to the ER where they glued and steristripped the laceration.  While at the
ER, a Cat Scan of the head was performed with the result being positive for a possible shadow.  The patient was not hospitalized.  On 15-MAR-2008, the
patient went to a different hospital for follow-up.  Another Cat Scan of the head was performed but the result were normal.  The hospital wanted to keep the
patient overnight, but she refused.  The patient is scheduled to have a MRI.  The reporter stated that patient is "feeling good now".  Additional information has
been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Polycystic ovarian syndromePrex Illness:

head computed axial, 03/14/08, possible shadow; head computed axial, 03/15/08, normal
Adenoidectomy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

310792-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug administered at inappropriate site, Eye injury, Fall, Feeling abnormal, Laceration, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Gluteous maxima Unknown



10 JUN 2008 06:27Report run on: Page 8426
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Jan-2008
Vaccine Date

15-Jan-2008
Onset Date

0
Days

15-May-2008
Status Date

--
State

WAES0803USA02794
Mfr Report Id

Information has been received from a nurse concerning a 17 year old female who on 15-JAN-2008 was vaccinated intramuscularly with her first dose of
GARDASIL (lot # 658563/1063U).  There was no concomitant medication.  On 15-JAN-2008 the patient experienced severe nausea after receiving the first
dose of GARDASIL.  The patient sought unspecified medical attention in the office.  On 16-Jan-2008, the patient recovered from severe nausea.  No further
information is available.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

310793-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Nausea

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1063U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8427
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Mar-2008
Vaccine Date

17-Mar-2008
Onset Date

0
Days

15-May-2008
Status Date

MD
State

WAES0803USA02804
Mfr Report Id

Information has been received from a healthcare worker concerning a female who  on 31-MAY-2007 was vaccinated with her first dose of Gardasil (lot# not
reported). On 17-MAR-2008 the patient was vaccinated with her second dose of Gardasil (lot# not reported) and experienced injection site pain. The patient's
outcome was not reported. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

310794-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8428
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-May-2008
Status Date

--
State

WAES0803USA02809
Mfr Report Id

Information has been received from a physician who heard from another physician concerning a female patient, "about 16 or 17 years old", who had received
two doses of Gardasil (lot numbers not reported), went to a gynecologist with a problem, and it was diagnosed as a genital wart. It is unknown if the wart was
present prior to receiving Gardasil. No product quality complaint was involved. The patient

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

310795-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anogenital warts

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8429
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Mar-2008
Vaccine Date

12-Mar-2008
Onset Date

0
Days

15-May-2008
Status Date

--
State

WAES0803USA02813
Mfr Report Id

Information has been received from a health professional concerning a 17 year old female who on approximately 12-MAR-2008 was vaccinated with her first
dose of GARDASIL (lot number 658556/1060U).  On approximately 12-MAR-2008 the patient experienced nausea, vomiting, diarrhea and gastroenteritis.  The
symptoms began within 24 hours of vaccination.  The patient's nausea and vomiting and diarrhea and gastroenteritis persisted.  The patient sought unspecified
medical treatment when her mother called the office.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

310796-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Diarrhoea, Gastroenteritis, Nausea, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1060U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8430
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2008
Status Date

PA
State

WAES0803USA02844
Mfr Report Id

Information has been received from a medical assistant concerning a 16 year old female who on 13-MAR-2008 was vaccinated with her third dose of
GARDASIL (lot# 659653/1448U). On unspecified date the patient developed a fever of 100F, congestion, coughing. The date and lot numbers of the first two
doses were not provided. Unspecified medical attention was sought by calling office. The patient was advised to take ADVIL for relief of symptoms. At the time
of this report the patient did not recover from her experiences. No other symptoms or treatment reported. No other information available. Additional information
has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Temperature measurement 100 F
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

310797-1

16-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Cough, Pyrexia, Upper respiratory tract congestion

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1448U 2 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-May-2008
Status Date

--
State

WAES0803USA02845
Mfr Report Id

Information has been received from a nurse practitioner concerning a female who on unspecified date was vaccinated intramuscularly with 0.5 ml dose of
Gardasil (lot# unspecified).  It was reported that on unspecified date, a week after the vaccination the patient developed a rash from head to toe.  The patient
had a full work up with an allergist and physician.  On unspecified date the patient recovered from her experience.  It was determined that the rash was caused
by Gardasil.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

310798-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash generalised, Vaccination complication

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8432
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Apr-2008
Vaccine Date

21-Apr-2008
Onset Date

11
Days

01-May-2008
Status Date

VA
State Mfr Report Id

Symp. warm to touch / sharp pains and movement  of right arm. Given a ice pack in school; some Ibuprofen at home.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

310799-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pain in extremity, Skin warm

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
24-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1978U 1 Right arm Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Aug-2007
Vaccine Date

02-Aug-2007
Onset Date

1
Days

29-Apr-2008
Status Date

AR
State

AR0736
Mfr Report Id

Chest & back pain with breathing.Symptom Text:

Other Meds:
Lab Data:
History:

unknownPrex Illness:

unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

310828-1

30-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Back pain, Chest pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
24-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0181U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8434
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Mar-2008
Vaccine Date

25-Mar-2008
Onset Date

1
Days

29-Apr-2008
Status Date

NC
State Mfr Report Id

24 hrs after injection c/o weakness and tingling right side of face.  Tongue numb.  Difficult to use a straw.  L eye lid with lid lag.Symptom Text:

AlavertOther Meds:
Lab Data:
History:

NonePrex Illness:

CBC; CMP; TSH; MRI-head - all negative
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

310832-1

30-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Eyelid ptosis, Facial paresis, Hypoaesthesia oral, Paraesthesia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
24-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Apr-2008
Vaccine Date

15-Apr-2008
Onset Date

1
Days

01-May-2008
Status Date

DE
State Mfr Report Id

Student called SHS on Wed. 4/16/08 stating she had fever to 101.7 night before and her face was red for about 3 hrs around cheeks and sinuses. Appt.
scheduled for 1:00 on 4/16/08. At visit no sign of facial redness.

Symptom Text:

Amoxil 875mg. BID; Rx'd on 4/15/08 amOther Meds:
Lab Data:
History:

Undiagnosed sinusitisPrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

310833-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
24-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1978U 0 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Apr-2008
Vaccine Date

23-Apr-2008
Onset Date

0
Days

29-Apr-2008
Status Date

MA
State Mfr Report Id

sEVERE COUGH, URTICARIAL RASH ABOUT 10 HRS POST VACCINE ADMINISTRATION, ? MILD ANAPHYLACTOID RXNSymptom Text:

OCP'sOther Meds:
Lab Data:
History:

nonePrex Illness:

OCP

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

310860-1

29-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Cough, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
24-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Dec-2007
Vaccine Date

26-Dec-2007
Onset Date

0
Days

01-May-2008
Status Date

TN
State Mfr Report Id

Mom states "After 2nd HPV that evening broke out in wheals and itched that afternoon after shot." Mom gave Benadryl.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
Keflex

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

310872-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
24-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0523U 1 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Dec-2007
Vaccine Date

04-Jan-2008
Onset Date

24
Days

28-Apr-2008
Status Date

FR
State

WAES0804CZE00004
Mfr Report Id

Information has been received from an agency concerning a 17 year old female with contraception and a history of epilepsy who on 11-DEC-2007 was
vaccinated with Gardasil.  Concomitant therapy included LOGEST.  On 04-JAN-2008 the patient experienced grand mal with incontinence and amnesia and
was hospitalized from 4-Jan-2008 to 11-Jan-2008.  Therapy Agapurin i.v., administration of specific epileptic therapy.  From that time the patient was followed
again in outpatient office for epilepsy.  The reporter felt that grand mal was related to therapy with Gardasil.  Additional information has been requested.

Symptom Text:

ethinyl estradiol (+) gestodene, Unk - UnkOther Meds:
Lab Data:
History:

ContraceptionPrex Illness:

Unknown
Epilepsy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

310887-1 (S)

28-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Amnesia, Condition aggravated, Grand mal convulsion, Incontinence

 HOSPITALIZED, SERIOUS

Other Vaccine
25-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Jun-2007
Vaccine Date

11-Aug-2007
Onset Date

65
Days

28-Apr-2008
Status Date

FR
State

WAES0804CZE00005
Mfr Report Id

Information has been received from an agency concerning a 16 year old female who on 07-JUN-2007 was vaccinated with GARDASIL.  There was no
concomitant medication.  On 11-AUG-2007 the patient experienced peripheral paralysis of facial nerve - Bell's type and was hospitalized.  Subsequently, the
patient recovered from paralysis of facial nerve - therapy Dokybene, Medrol tbl., KC1, Ulcosan, Milgamman caps.  The reporter felt that paralysis of facial nerve
was related to therapy with GARDASIL.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

310888-1 (S)

28-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Facial palsy

 HOSPITALIZED, SERIOUS

Other Vaccine
25-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Oct-2007
Vaccine Date

01-Oct-2007
Onset Date

0
Days

28-Apr-2008
Status Date

FR
State

WAES0804CZE00006
Mfr Report Id

Information has been received from an agency concerning a female with a history of migraine who on approximately 01-OCT-2007 was vaccinated with
Gardasil. Concomitant therapy included IBALGIN and PARALEN if needed / very sporadic use/. On approximately 01-OCT-2007 the patient experienced
accented headache with a character of migraine attack / bitemporal, both foto and fono fobia, nausea, vomiting/ and was hospitalized from 4-Dec-2007 to 12-
Dec-2007. The patient's migraine persisted. The reporter felt that migraine was related to therapy with Gardasil. Additional information has been requested.

Symptom Text:

acetaminophen, Unk - Unk; ibuprofen, Unk - UnkOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Migraine

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

310889-1 (S)

28-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Condition aggravated, Migraine, Nausea, Phonophobia, Photophobia, Vomiting

 HOSPITALIZED, SERIOUS

Other Vaccine
25-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Aug-2007
Vaccine Date

27-Aug-2007
Onset Date

7
Days

28-Apr-2008
Status Date

FR
State

WAES0804CZE00007
Mfr Report Id

Information has been received from an agency concerning a 16 year old female who on 20-AUG-2007 was vaccinated with GARDASIL.  Concomitant therapy
included desogestrel/ethinyl estradiol (MARVELON) and ibuprofen (IBALGIN).  On 27-AUG-2007 the patient experienced myodystrophy/susp. myodystrophic
syndrome of the right side/ which was treated by Ibalgin and locally by Fastum gel.  The reporter felt that myodystrophy was related to therapy with GARDASIL.
Additional information has been requested.

Symptom Text:

Desogestrel/ethinyl estradiol unk - unk; Ibuprofen unk - unkOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

310890-1

28-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Muscular dystrophy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
25-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Jan-2008
Vaccine Date

24-Jan-2008
Onset Date

7
Days

28-Apr-2008
Status Date

FR
State

WAES0804USA03770
Mfr Report Id

Information has been received from a gynecologist concerning a 22 year old female who on 13-JUL-2007 was vaccinated with her first dose of GARDASIL (Lot
#655671/1024F;Batch #NE51790) (site and route not reported). On 17-SEP-2007 she was vaccinated with her second dose of GARDASIL (Lot #1473F;Batch
#NF46730) (site and route not reported). On 17-JAN-2008 she was vaccinated with her third dose of GARDASIL (Lot #0277U;Batch #NG00020)
intramuscularly into the upper arm. Both the first and second vaccinations were well tolerated. About one week post vaccination after the third dose, on
approximately 24-JAN-2008, the patient experienced swelling of her upper lip without itching. At the time of reporting the symptoms were ongoing. Swelling of
the upper lip was considered by the reporter to be an other important medical event. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

310892-1

28-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Lip swelling, No reaction on previous exposure to drug

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
25-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0277U 2 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Jan-2008
Vaccine Date

09-Jan-2008
Onset Date

1
Days

28-Apr-2008
Status Date

PA
State

WAES0804USA03527
Mfr Report Id

Information has been received from a physician concerning an 11 year old female patient with no known drug allergies and no past medical history, who on 08-
JAN-2008 was vaccinated intramuscularly into the left deltoid with the second dose of Gardasil (Lot # 659439/1267U).  There was no concomitant medication,
and no other shots were received that day.  No trauma to the arm was reported.  On 09-JAN-2008 the patient developed pain at the injection site pain radiating
down to the fingertips, swelling of the left upper arm, numbness, tingling and weakness in the hand.  The patient was seen on 26-FEB-2008 and treated with
over the counter medication ADVIL which decreased the pain.  Diagnostic testing included an MRI indicating a 5x11x9 millimeter and a small focus edema 1 to
2 centimeters deep in the subcutaneous fat of the lateral upper left arm.  No abnormal bone marrow or muscle.  Re-evaluation on 02-APR-2008 revealed
tenderness over biceps, no erythema, no warmth, and no palpable cord.  Neurovascular exam was intact.  It was also reported that she had no problems on 05-
NOV-2007 with the first dose of Gardasil.  The reporting physician considered the injection site pain radiating down to the fingertips, swelling of the left upper
arm, numbness and tingling and weakness in the hand to be disabling and another important medical event.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

magnetic resonance, 5x11x9 mm; small focus edema; 1-2 cm deep in subcutaneous fat
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

310893-1 (S)

28-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Injection site pain, Injection site swelling, Muscular weakness, Oedema peripheral, Pain in extremity, Paraesthesia

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Other Vaccine
25-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1267U 1 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Jan-2008
Vaccine Date

26-Feb-2008
Onset Date

32
Days

28-Apr-2008
Status Date

FR
State

WAES0804USA04078
Mfr Report Id

Information has been received from a physician concerning a 17 year old female patient with no medical history, who on 25-JAN-2008 was vaccinated
intramuscularly into the deltoid with a first dose of GARDASIL.  On 26-FEB-2008, one month after vaccination, the patient experienced anomalies of her visual
field and consulted her physician.  On an unspecified date, primary brain tumour was diagnosed.  The patient was hospitalised and the tumour was operated
on.  At the time of reporting, the patient had not recovered.  She was discharged home and chemotherapy was scheduled.  Other business partner numbers
included: E200803623.  No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

310894-1 (S)

28-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Brain neoplasm, Surgery, Visual disturbance

 HOSPITALIZED, SERIOUS

Other Vaccine
25-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Apr-2008
Vaccine Date

09-Apr-2008
Onset Date

0
Days

28-Apr-2008
Status Date

FR
State

WAES0804USA04098
Mfr Report Id

Information has been received from a physician concerning a 17 year old female with a history of trichorhinophalangeal syndrome, who on 09-APR-2008 was
vaccinated IM in the left deltoid with a first dose of GARDASIL (Batch# NH10080).  In the evening post vaccination the patient experienced redness and
induration of the upper arm.  The patient developed paresthesia of the face and arm, tingling in the arm, and numbness of the left side of the face.  The tingling
and paraesthesia in the arm was resolved.  The patient was treated with floxacillin sodium (STAPHYLEX) for three days and then the treatment was stopped.
The patient was admitted to the hospital on 11-APR-2008.  The paresthesia and numbness of the face was ongoing at the time of the report.  Other business
partner numbers included: E200803449.  Additional information is not available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Trichorhinophalangeal syndrome

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

310895-1 (S)

28-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Hypoaesthesia facial, Induration, Paraesthesia

 HOSPITALIZED, SERIOUS

Other Vaccine
25-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NH10080 0 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Apr-2007
Vaccine Date

24-Apr-2007
Onset Date

0
Days

28-Apr-2008
Status Date

FR
State

WAES0804AUS00139
Mfr Report Id

Information was obtained on request by the Company from the agency via a Public Case Detail Form and a Case Line Listing concerning a 16 year old female
who on 24-APR-2007 was vaccinated with her second dose of GARDASIL (Lot No. 655742/0138U, Batch No. J0800, Expiry date 07-AUG-2009). On 24-APR-
2007, after vaccination, the patient experienced abdominal pain, diarrhoea and vomiting. The patient was unable to attend school. It was reported that the
patient was previously a healthy year 11 student. The patient's general physician now considered symptoms may be vaccine associated and has advised to
have the third dose following exams in November 2007. At the time of reporting to the agency on 13-SEP-2007, the patient had recovered from abdominal pain,
diarrhoea and vomiting. The agency considered that abdominal pain, diarrhoea and vomiting were certainly related to therapy with GARDASIL. The original
reporting source was not provided. Abdominal pain, diarrhoea and vomiting were considered to be disabling by the agency. Subsequently the patient's
experience was reported in an article. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

310903-1 (S)

28-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Activities of daily living impaired, Diarrhoea, Vaccination complication, Vomiting

 PERMANENT DISABILITY, SERIOUS

Other Vaccine
25-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0138U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8447
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Feb-2008
Vaccine Date

21-Feb-2008
Onset Date

1
Days

01-May-2008
Status Date

PA
State Mfr Report Id

4/21/08 Patient received Gardasil 2/20/08 at right deltoid. Patient complained of that next day increased swollen glands at neck. Right side - size of a "golf ball"
x 4 weeks - completely resolved additional 4wks as decrease in size. Patient complained of fatigue, exhaustion, sore throat, headache. No pain at deltoid, only
reaction was on right side. Patient did not go to MD due to no insurance, but states was in bed (totally) x 3 days - then long recovery x 1 wk before normal
activities; CRNP aware of patient reaction.

Symptom Text:

OCP's onlyOther Meds:
Lab Data:
History:

end of common coldPrex Illness:

L/O mono at 10YO (13 years ago)
allergy -> amoxicillin

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

310904-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Activities of daily living impaired, Fatigue, Headache, Lymphadenopathy, Pharyngolaryngeal pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
25-Apr-2008

Received Date

No~ ()~~0~In Sibling|No~ ()~~0~In PatientPrex Vax Illns:

HPV4 MERCK & CO. INC. 1266U 0 Right arm Unknown



10 JUN 2008 06:27Report run on: Page 8448
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Oct-2007
Vaccine Date

21-Nov-2007
Onset Date

37
Days

28-Apr-2008
Status Date

MO
State

WAES0804USA03784
Mfr Report Id

Information has been received from a physician concerning a 21 year old female with no medical history and no drug allergies, who on 13-AUG-2007 was
vaccinated with a first dose of Gardasil. On 15-OCT-2007 the patient was vaccinated IM with a 0.5 mL second dose of Gardasil (Lot# 658558/1061U). There
was no concomitant medication. On 21-NOV-2007 the patient experienced a seizure. The patient was seen by the physician. A computed axial tomography
(CAT scan) was performed. The patient recovered on an unspecified date. No product quality complaint was involved. Upon internal review seizure was
considered to be an other important medical event. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

computed axial
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

310910-1

28-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion

 ER VISIT, NOT SERIOUS

Other Vaccine
25-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1061U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8449
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Jun-2007
Vaccine Date

07-Jun-2007
Onset Date

2
Days

28-Apr-2008
Status Date

FR
State

WAES0804AUS00140
Mfr Report Id

Information was obtained on request by the Company from the agency via a Public Case Detail Form and a Case Line Listing concerning a 14 year old female
who on 05-JUN-2007 was vaccinated with GARDASIL (Lot No. 655742/0138U, Batch No. J0800, Expiry date 07-AUG-2009). On 07-JUN-2007 the patient
experienced rash vesicular, blister, back pain and pyrexia and was hospitalised. It was described that the patient experienced blistering and painful rash on the
groin. At the time of reporting to the agency on 10-SEP-2007 the patient had received from rash vesicular, blister, back pain and pyrexia. The agency
considered that rash vesicular, blister, back pain and pyrexia were possibly related to therapy with GARDASIL. The original reporting source was not provided.
Subsequently the patient's experienced was reported in an article. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

310911-1 (S)

28-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Back pain, Blister, Pyrexia, Rash vesicular

 HOSPITALIZED, SERIOUS

Other Vaccine
25-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0138U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8450
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-May-2007
Vaccine Date

09-May-2007
Onset Date

1
Days

28-Apr-2008
Status Date

FR
State

WAES0804AUS00141
Mfr Report Id

Information was obtained on request by the Company from the agency concerning a 14 year old female who on 08-MAY-2007 was vaccinated with GARDASIL
(Batch No. J0798, Expiry date 07-AUG-2009, Lot No. 655742).  On 09-MAY-2007 the patient experienced malaise, abdominal pain upper, chest discomfort and
pyrexia and was hospitalised.  The patient had been unwell on and off since vaccination.  The agency considered the malaise, abdominal pain upper, chest
discomfort and pyrexia were related to therapy with GARDASIL.  The original reporting source was not provided.  Subsequently, the patient's experience was
reported in an article.  Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

310912-1 (S)

28-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain upper, Chest discomfort, Malaise, Pyrexia

 HOSPITALIZED, SERIOUS

Other Vaccine
25-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0138U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8451
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Mar-2007
Vaccine Date

30-Apr-2007
Onset Date

33
Days

28-Apr-2008
Status Date

FR
State

WAES0804USA02595
Mfr Report Id

Information has been received from a physician concerning a 25 year old female who on 28-MAR-2007, was vaccinated with a first dose of GARDASIL (Lot#
654948/0903F; Batch # NE38100). On 30-APR-2007, the patient became blind in the left eye and opticus neuritis was diagnosed. The patient was hospitalized
from 02-MAY-2007 to 04-MAY-2007. An magnetic resonance imaging (MRI) was performed and her diagnosis was hyperintense arealis. A lumbar puncture
showed inflammation of cerebrospinal fluid. On 03-AUG-2007, a control of "MRT" was performed with the diagnosis that hyperintense areals have not
increased. The adverse event was treated with high dose Cortisone. On an unspecified date, the patient recovered. It was also reported that a conization due to
PAP IV, CIN 3 was performed in February 2006. On 01-JUN-2007 and 25-SEP-2007, the patient received a second and third dose of GARDASIL (Lot#
654948/0903F; Batch # NE38100) and did not have any disorders. The reporter considered a correlation between the vaccination and the adverse events but
causality was not addressed at this time. Other business partners numbers include: E2008-03323. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
UnknownPrex Illness:

magnetic resonance imaging, 02?May07, diagnosis of hyperintense areals; spinal tap, 02?May07, inflammation of cerebrospinal fluid; diagnostic radiology,
03Aug07, MRT
Cervical conisation; Papanicolaou smear abnormal; Cervical intraepithelial neoplasia III

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

310913-1 (S)

28-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Blindness unilateral, Inflammation, Optic neuritis

 HOSPITALIZED, SERIOUS

Other Vaccine
25-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0903F 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8452
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Nov-2007
Vaccine Date

01-Nov-2007
Onset Date

0
Days

28-Apr-2008
Status Date

NY
State

WAES0804USA02880
Mfr Report Id

Information has been received from a physician concerning a 14 year old female with asthma and no drug allergies, who in November 2007 was vaccinated
with a first dose of GARDASIL.  There was no concomitant medication.  Subsequently, two or three weeks post vaccination the patient developed an enlarged
spleen, swollen liver, high liver enzymes, swollen eye lids, weight loss, difficulty urinating, fever, fatigue, joint pain, and swollen glands.  The patient had been
out of school and was hospitalized for approximately one week.  The following tests were performed: mononucleosis, lupus, rheumatoid arthritis, hepatitis, lime
disease, and many other lab tests.  At the time of the report the patient had not recovered.  No product quality complaint was involved.  Additional information
has been requested.  5/19/2008 MR received for DOS 3/4-8/2008 with D/C DX: Viral Syndrome.  Pt presented to ER with 5 day hx of fevers, difficulty urinating,
fatigue, abdominal and flank pain as well as eyelid swelling. Pt reports knee, elbow and joint pain. PE (+) for periorbital swelling and abdominal tenderness. Tx
with ceftriaxone.

Symptom Text:

NoneOther Meds:
Lab Data:

History:
AsthmaPrex Illness:

Diagnostic laboratory test for lupus; diagnostic laboratory test for hepatitis; diagnostic laboratory many other tests; serum Epstein-Barr; Lyme disease assay;
serum rheumatoid factor. Labs and Diagnostics:  CT and US abdomen (+) spleen en
PMH: asthma, elbow fracture w/surgery, febrile seizure, ear tube placement

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

310914-1 (S)

19-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Activities of daily living impaired, Arthralgia, Dysuria, Eye swelling, Eyelid oedema, Fatigue, Flank pain, Pyrexia, Splenomegaly, Viral infection,
Weight decreased

 HOSPITALIZED, SERIOUS

Other Vaccine
25-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8453
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
28-Apr-2008
Status Date

NY
State

WAES0804USA03465
Mfr Report Id

Information has been received from a physician concerning an approximately eleven or twelve year old female patient who was vaccinated with the third dose
of GARDASIL.  Subsequently, after receiving the third dose of GARDASIL, the patient "went into a" seizure.  The seizure lasted a couple of seconds and then
the patient was "ok."  The patient sought unspecified medical attention.  It was reported that the patient was "ok" after receiving the first and second doses of
GARDASIL.  No product quality complaint was involved.  Upon internal review, seizure was considered to be an other important medical event.  Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

310915-1

28-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, No reaction on previous exposure to drug

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
25-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8454
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
28-Apr-2008
Status Date

TX
State

WAES0804USA03622
Mfr Report Id

Information has been received from a representative as told by a physician "in conversation patient's mother mentioned her friend's daughter who was
vaccinated with GARDASIL and mentioned the reason she will not let her daughter receive the vaccine is because her friend's daughter experienced
convulsions after receiving GARDASIL". No further information was provided as the representative did not have direct contact or conversation with the patient.
Upon internal review convulsion is considered to be an other medical event.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

310916-1

28-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
25-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8455
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Apr-2008
Vaccine Date

09-Apr-2008
Onset Date

0
Days

28-Apr-2008
Status Date

--
State

WAES0804USA02772
Mfr Report Id

Information has been received from an office manager at a physician's office concerning a 20 year old female who was vaccinated with a first dose of
GARDASIL (lot number, route and site not reported) on an unspecified date.  The patient received a second dose of GARDASIL (lot number not reported)
intramuscularly on an unspecified date.  The office manager reported that the patient fainted and hit her head on a railing while making an appointment for her
third dose at the receptionist desk.  The patient also became hypertensive, began seizing, and throwing up.  The patient was admitted to the hospital where she
received 7 stitches.  A computed axial tomography was performed (results not reported).  The patient was admitted on 09-APR-2008 and released on 10-APR-
2008.  After being released the patient is still experiencing pain at the injection site, headaches, nausea and back pain.  At the time of reporting the patient had
not recovered.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

computed axial - no results reported
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

310917-1 (S)

28-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Back pain, Convulsion, Head injury, Headache, Hypertension, Injection site pain, Nausea, Suture insertion, Syncope, Vomiting

 HOSPITALIZED, SERIOUS

Other Vaccine
25-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8456
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Mar-2008
Vaccine Date

07-Mar-2008
Onset Date

0
Days

28-Apr-2008
Status Date

FL
State

WAES0803USA02837
Mfr Report Id

Initial and follow up information has been received from a health professional for Merck Pregnancy Registry, concerning a 24 year old female patient who had
an allergy to aspirin and had an abnormal cervical smear on 28-FEB-2008 which showed atypical cells. Patient was positive for human papilloma virus (exact
stain was not known). On 07-MAR-2008 she was vaccinated IM with her first dose of GRADASIL (lot # 655504/0052X). It was reported that there was no
concomitant medication. The home pregnancy test showed that the patient was pregnant. The medical assistant mentioned that the patient was going to have
an office visit on 18-Mar-2008. In follow up information from the doctor's office it was reported that her last menstrual period was 15-FEB-2008 and expected
delivery date would be 21-NOV-2008. On 23-MAR-2008 patient had an elective abortion which was five weeks after the LMP. The outcome of the event was
unknown. Upon internal review elective termination of pregnancy was determined to be an other important medical event. Additional information is not
expected.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 2/15/2008); Drug hypersensitivity; Papilloma viral infectionPrex Illness:

cervical smear 02/28/08 - abnormal showed atypical cell; serum HPV 18 02/28/08 - positive high risk as per lab results
Papanicolaou smear abnormal

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

310918-1

28-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abortion induced, Drug exposure during pregnancy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
25-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0052X 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8457
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Apr-2008
Vaccine Date

23-Apr-2008
Onset Date

5
Days

29-Apr-2008
Status Date

LA
State Mfr Report Id

Bruising, palatael petechiaeSymptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

CBC
Alveolar RMS

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

310930-1

29-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Contusion, Petechiae

 ER VISIT, NOT SERIOUS

Other Vaccine
25-Apr-2008

Received Date

Bruising, palatael petechiae~HPV (Gardasil)~1~19~In PatientPrex Vax Illns:

HPV4 MERCK & CO. INC. 1758U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8458
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
01-May-2008
Status Date

GA
State Mfr Report Id

Gardasil administered 4/16/08. On 4/20/08 fever at 103. Seen by primary care physician treated with Amoxicillin and then got a rash. Today 4/25/08 with low
grade temp 101. Appetite slightly better. Has returned to school.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
Sulfa

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

310947-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Decreased appetite, Pyrexia, Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
25-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1287U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8459
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Apr-2008
Vaccine Date

24-Apr-2008
Onset Date

0
Days

01-May-2008
Status Date

NJ
State Mfr Report Id

5 PM Few seconds after GARDASIL was injected to (L) deltoid IM, patient developed nausea, palpitation, to drowsiness, pyrexia followed. Developed pallor,
diaphoresis to pre-syncopal attack. Tachy, stimulation applied; patient then reported nausea and subsequently vomited. After this pallor resolved and regained
full consciousness. T 99, BP 100/70. Fully recovered, stood up, walked and discharged. Duration 15 minutes.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

310948-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hyperhidrosis, Nausea, Pallor, Palpitations, Presyncope, Pyrexia, Somnolence, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
25-Apr-2008

Received Date

Prex Vax Illns:

VARCEL
HEPA

HPV4
IPV

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
SANOFI PASTEUR

1996U
AHAVB176AA

1758U
A0273

1
1

0
4

Left arm
Right arm

Left arm
Right arm

Subcutaneously
Intramuscular

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 8460
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Aug-2007
Vaccine Date

Unknown
Onset Date Days

01-May-2008
Status Date

CA
State Mfr Report Id

Lt facial numbness, tremors to lt hand, arm, hard. Pain to left side of head. Stutters. Mother evidenced sxs with HPV and MCV4. Has been seen in hospital,
neuro clinic. Unknown Dx - possible complex partial seizure/? Psychogenic component.  5/9/08 Reviewed neuro clinic records of 1/29-2/21/08. FINAL DX:
stress induced conversion reaction Records reveal patient experienced left sided numbness, left hand twitching which included face & leg intermittently
w/periodic vertigo & HA.  Exam found very blunted affect, poor eye contact, slow speech, mild decreased sensation of LUE w/normal strength, tone & reflexes.
By 2/21, tremors had increased & now included stuttering.  Referred for counseling.

Symptom Text:

Other Meds:
Lab Data:

History:
N/APrex Illness:

All done at hospital.  LABS: EEG abnormal w/mild encephalopathy & abnormalities suggesting a risk for focal seizures.  CBC, chemistry, UA, urine c/s,
monospot all WNL.  MRI of brain & c-spine WNL.
N/A

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

310953-1

12-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Conversion disorder, Dysphemia, Encephalopathy, Headache, Hypoaesthesia, Hypoaesthesia facial, Induration, Mood altered, Muscle twitching, Sensory loss,
Social avoidant behaviour, Speech disorder, Stress, Tremor, Vertigo

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
25-Apr-2008

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2351AA
0263U

0
0

Right arm
Left arm

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 8461
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2008
Status Date

--
State

WAES0803USA04116
Mfr Report Id

Information has been received form a health professional concerning a female who was vaccinated on an unspecified date with GARDASIL. Subsequently the
patient experienced extreme swelling and redness at the injection site. It was reported that the site "looked infected." Subsequently, the patient recovered from
extreme swelling and redness at the injection site. The patient sought unspecified medical attention.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

310962-1

16-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8462
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-May-2008
Status Date

MH
State

WAES0803USA04122
Mfr Report Id

Information has been received from a health professional concerning a female who was vaccinated IM with the first dose of Gardasil (lot# not reported). Per the
reporter the patient experienced a rash on her trunk 2 days after the first dose. The patient sought unspecified medical attention. The nurse did not have the
patient's chart and could not find her chart during the phone call. No other information was available. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

310963-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8463
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jun-2007
Vaccine Date

Unknown
Onset Date Days

15-May-2008
Status Date

PA
State

WAES0803USA04126
Mfr Report Id

Information has been received from a health professional concerning a 16 year old female who in June 2007, was vaccinated with the first dose of Gardasil (lot
# 657617/0384U). In December 2007, the patient was vaccinated with the third dose of Gardasil (lot # 659437/1266U). Subsequently the patient experienced
rash. The reporting nurse was from the dermatologist office who reported the patient had a rash from the GARDASIL. The rash was on both arms of the patient,
the triceps, and back. The office did not administer the vaccine, it was given at a different office. The patient sought unspecified medical treatment by speaking
to the physician. A biopsy of the rash showed it was viral and a drug related eruption. The patient reports this is the only medication she has had since the rash.
The patient received all three doses, however information pertaining to the second dose is missing. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

skin biopsy viral & drug related eruption
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

310964-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1266U 2 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Mar-2008
Vaccine Date

11-Mar-2008
Onset Date

0
Days

16-May-2008
Status Date

VA
State

WAES0803USA04133
Mfr Report Id

Information has been received from a physician concerning a 20-something year old female who on approximately 11-MAR-2008 was vaccinated with her third
dose of GARDASIL (lot number not specified). On approximately 11-MAR-2008 the patient experienced a severe rash. The patient sought unspecified medical
treatment. It is not known if the patient's rash persisted. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

310965-1

16-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8465
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Mar-2008
Vaccine Date

25-Mar-2008
Onset Date

1
Days

16-May-2008
Status Date

IN
State

WAES0803USA04138
Mfr Report Id

Information has been received form a health professional concerning a 14 year old female with a viral infection and a sore throat who on 24-MAR-2008 was IM
vaccinated with a pre filled syringe of GARDASIL. On 25-MAR-2008 the patient fainted in the shower and bumped her head. The patient did not have a fever on
24-MAR-2008 when the vaccine was administered. The patient has had a suspected viral infection with a sore throat for the last 2-3 days. On 25-MAR-2008 the
patient's temperature was 99.7 measured orally. The mother reported that the patient did not have any lumps following syncope and was going to be examined
by the family physician. Additional information has been requested. This is one of several reports from the same source.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Viral infection; Sore throat

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

310966-1

16-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Head injury, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1967U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8466
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Mar-2008
Vaccine Date

24-Mar-2008
Onset Date

5
Days

15-May-2008
Status Date

NM
State

WAES0803USA04143
Mfr Report Id

Information has been received from a health professional concerning an 18 year old female who on 19-MAR-2008 was IM vaccinated in the right deltoid with
Gardasil (lot number 659964/1978U). On 24-MAR-2008 the patient experienced redness, a hive like rash and swelling from shoulder to elbow. The patient
phoned the physician to report the adverse reaction on 24-Mar-2008. The patient was not seen and no treatment was recommended. There were no other
symptoms reported. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

310967-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site rash, Oedema peripheral

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1978U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8467
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Jun-2007
Vaccine Date

Unknown
Onset Date Days

15-May-2008
Status Date

NY
State

WAES0803USA04144
Mfr Report Id

Information has been received from a health professional concerning a 25 year old female who on 18-JUN-2007 was vaccinated with her first dose of Gardasil
(lot number unspecified) and then developed Lyme disease.  The patient started treatment for the Lyme disease on "18-Aug-2008", as originally reported.  The
second dose of vaccine was delayed because the patient was treated with antibiotics.  The patient's Lyme disease persisted.  Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

310968-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Lyme disease

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8468
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Sep-2007
Vaccine Date

05-Sep-2007
Onset Date

0
Days

16-May-2008
Status Date

KS
State

WAES0803USA04150
Mfr Report Id

Information has been received from a health professional concerning a female who on 05 SEP-2007 was IM vaccinated with her first dose of GARDASIL (lot
number unspecified). On 21-Nov-2007 the patient was IM vaccinated with her second dose of GARDASIL (lot number unspecified). Subsequently the patient
experienced nausea and dizziness after both doses. The patient sought unspecified medical treatment which included the patient's mother calling the
physician. Subsequently, the patient recovered from nausea and dizziness. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

310969-1

16-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Nausea, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8469
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-May-2008
Status Date

CA
State

WAES0803USA04151
Mfr Report Id

Information has been received from a physician concerning a 17 year old female who was vaccinated on an unspecified date with her first dose of Gardasil.
Subsequently the patient experienced abdominal pain that lasted 3-4 days.  Subsequently, the patient recovered from the abdominal pain.  The patient received
the second dose of Gardasil on an unspecified date and told the physician she had abdominal pain again.  The patient recovered on an unspecified date.  The
physician was not sure if the patient really had pain or if it was psychological.  The patient had not decided yet whether or not she will received the third dose.
She sought unspecified medical attention.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

310970-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8470
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Mar-2008
Vaccine Date

17-Mar-2008
Onset Date

0
Days

16-May-2008
Status Date

MO
State

WAES0803USA04156
Mfr Report Id

Information has been received from a health professional concerning a female with a history of coeliac disease who on 18-JAN-2008 was IM vaccinated with
her first dose of GARDASIL (lot # 655154/1210U). Concomitant therapy included SEASONIQUE. On 17-MAR-2008 the patient was IM vaccinated with her
second dose of GARDASIL (lot # 655327/1287U). On 17-MAR-2008, the patient experienced pain in left arm after administration in her left deltoid. The patient
described the pain as "shooting down her arm to her fingers". The pain initially lasted 1-2 days and resolved. Subsequently the patient experienced reoccurring
pain in arm and burning sensation in arm a couple of days later. The pain gets worse when she opens and closes her fist. When she closes her fist she gets a
pain in her ring finger, little finger, and top of thumb. She also is experiencing a burning sensation down her arm. She is not able to use her arm and can not lift.
The patient is being referred to a neurologist. The patient sought unspecified medical treatment via a telephone call to the office The patient's reoccurring pain
in arm and burning sensation in arm persisted. Additional information has been requested.

Symptom Text:

SEASONIQUEOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Coeliac disease

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

310971-1

16-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Burning sensation, Injected limb mobility decreased, Pain, Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1281U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8471
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Nov-2007
Vaccine Date

23-Nov-2007
Onset Date

0
Days

15-May-2008
Status Date

NY
State

WAES0803USA04158
Mfr Report Id

Information has been received from a physician concerning an 18 year old female with allergies who on 20-AUG-2007 was vaccinated intramuscularly with her
first dose of Gardasil (lot# not reported). Concomitant therapy included ORTHO TRI-CYCLEN and ALLEGRA. On 23-NOV-2007 the patient was vaccinated
intramuscularly with her second dose of Gardasil (lot# not reported). On 26-NOV-2007 the patient experienced a single hive near her eye. The patient
contacted the office and was prescribed SUDAFED. Subsequently, the patient recovered from a single hive near her eye after one dose of pseudoephedrine
hydrochloride. The patient did mention that she ate shrimp on 26-NOV-2007. There was no adverse reaction after the first dose of Gardasil. Additional
information has been requested.

Symptom Text:

ORTHO TRI-CYCLEN; ALLEGRAOther Meds:
Lab Data:
History:

HypersensitivityPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

310972-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 No reaction on previous exposure to drug, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8472
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Mar-2008
Vaccine Date

24-Mar-2008
Onset Date

0
Days

16-May-2008
Status Date

PA
State

WAES0803USA04161
Mfr Report Id

Information has been received from a physician concerning a 25 year old female who on 24-MAR-2008 was vaccinated intramuscularly with her first dose of
GARDASIL (lot# not reported). On 24-MAR-2008 the patient experienced stomach cramps, nausea and insomnia. Subsequently, the patient recovered on 25-
MAR-2008 from the stomach cramps, nausea and insomnia. The patient sought medical attention by calling the physician's office. Additional information has
been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

310973-1

16-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain upper, Insomnia, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8473
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Jan-2008
Vaccine Date

17-Jan-2008
Onset Date

0
Days

15-May-2008
Status Date

TX
State

WAES0803USA04164
Mfr Report Id

Information has been received from a health professional concerning a 12 year old female with a history of asthma who on 17-JAN-2008 was IM vaccinated
with her first dose of GARDASIL (lot number reported as "2405AA").  Concomitant therapy included SINGULAIR, MENINGOCOCCAL POLYSACCHARIDE
VACCINE GROUPS A AND C COMBINED and ASMANEX.  On 17-JAN-2008 the patient experienced numbness in lower extremities and myalgia in lower
extremities.  Subsequently, the patient recovered from numbness in lower extremities and myalgia in lower extremities at an unspecified date.  The patient
sought unspecified medical attention.  Additional information has been requested.

Symptom Text:

Budesonide (+) Levalbuterol; Meningococcal Polysaccharide; Asmanex; SingulairOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

310974-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Myalgia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 2405AA 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8474
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-May-2008
Status Date

PA
State

WAES0803USA04166
Mfr Report Id

Information has been received from a physician concerning a female with a history of irregular menstrual cycle who was vaccinated with her first dose of
Gardasil (lot number unspecified).  Subsequently the patient experienced prolonged menstrual bleeding.  The patient experienced the bleeding for two
continuous weeks after receiving the dose.  It was noted that the patient had a history of irregular menstrual periods.  The patient sought medical attention by
calling the office and speaking to the physician's assistant.  Subsequently, the patient recovered from prolonged menstrual bleeding.  Additional information has
been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Irregular menstrual cycle

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

310975-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Menorrhagia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8475
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-May-2008
Status Date

--
State

WAES0803USA04181
Mfr Report Id

Information has been received from a nurse (consumer) indicating that on an unspecified date she was vaccinated with the third dose of Gardasil (Lot number
not provided).  Six weeks after receiving the third dose of Gardasil she tested HPV positive.  She was retested 4 weeks later and was HPV positive.  The
physician felt that the first test was a false positive due to the administration of Gardasil.  Unknown medical attention was sought in the office.  Patient outcome
was unknown.  No product quality complaint was involved.  No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory, first HPV test 6 weeks after vaccination positive; diagnostic laboratory, second HPV test 4 weeks after the first test negative
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

310976-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Papilloma viral infection

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8476
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Mar-2008
Vaccine Date

20-Mar-2008
Onset Date

0
Days

15-May-2008
Status Date

MD
State

WAES0803USA04183
Mfr Report Id

Information has been received from a health professional concerning a 21 year old female who on 27-DEC-2007 was IM vaccinated with her first dose of
Gardasil (lot number unspecified).  On 17-Mar-2008 the patient was IM vaccinated with her second dose of Gardasil (lot number unspecified) at another
physician's office.  On 20-Mar-2008 the patient was due for her DEPO-PROVERA shot but was given Gardasil (lot number unspecified) by mistake.  The office
manager reports this was a communication error not a product confusion.  The patient did not inform the office that a second dose was given on 17-Mar-2008.
The patient sought unspecified medical treatment by calling the nurse.  No adverse reactions were reported and no other information was available to the office
manager.  Additional information has been requested.

Symptom Text:

DEPO-PROVERAOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

310977-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Contraception, Inappropriate schedule of drug administration, Wrong drug administered

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8477
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Mar-2008
Vaccine Date

25-Mar-2008
Onset Date

0
Days

15-May-2008
Status Date

--
State

WAES0803USA04194
Mfr Report Id

Information has been received from a physician assistant concerning a female (age not reported) who on 25-MAR-2008 was vaccinated with the third dose of
GARDASIL (lot # not reported).  On 25-MAR-2008 while in the office, the patient fainted.  On 25-MAR-2008, the patient recovered.  There was no product
quality control involved.  Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

310978-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8478
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Mar-2008
Vaccine Date

17-Mar-2008
Onset Date

0
Days

15-May-2008
Status Date

CA
State

WAES0803USA04200
Mfr Report Id

Information has been received from a consumer concerning her 17 year old daughter with an allergy to penicillin, latex and metals who on 17-MAR-2008 was
vaccinated with a 0.5 mL first dose of GARDASIL (lot # not specified).  Concomitant therapy included vitamins (unspecified).  On 17-MAR-2008 the patient's
mother reported that the patient almost fainted in the office after receiving the 1st dose.  The next day it was reported that the patient was sent home early from
school and also didn't go to school on the next day, "which is unlike her daughter."  Also, it was reported that the patient felt like she was going to faint, and
experienced anxiety, vaginal rash/itching, and developed a bruise at the injection site.  The patient sought medical attention at the physician's office.  The
patient was reported to be recovering.  No product quality complaint was involved.  Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:

Penicillin allergy; Latex allergy; Allergy to metals.Prex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

310979-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Activities of daily living impaired, Anxiety, Dizziness, Injection site bruising, Presyncope, Pruritus, Rash, Vulvovaginal pruritus

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8479
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-May-2008
Status Date

TX
State

WAES0803USA04210
Mfr Report Id

Information has been received from a registered nurse concerning a female (16 or 17 years old) who on an unknown date was vaccinated (route unknown) with
a first dose of Gardasil (Lot # unknown) and fainted.  The nurse indicated that she did receive 4 total vaccines (therapy unspecified) when she fainted.
Subsequently, on an unknown date, the patient recovered.  The nurse also reported that the patient had received her second dose and was fine.  Additional
information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

310980-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

UNK
HPV4

UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL 0

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 8480
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Jan-2008
Vaccine Date

22-Jan-2008
Onset Date

0
Days

15-May-2008
Status Date

CT
State

WAES0803USA04213
Mfr Report Id

Information has been received from a pharmacist concerning a 13 year old female with allergic reaction to AUGMENTIN and cephalosporin (reported as
cephlosporin) who on 22-JAN-2008 was vaccinated with a first dose of Gardasil (Lot # 659657/1487U) and was vaccinated with a dose of MENACTRA.  With in
hours of receiving the first dose of Gardasil, on 22-JAN-2008, the patient developed hives all over her body.  No treatment Information was provided.  It was
reported that after 4 days on 26-JAN-2008, the patient recovered from her hives.  It was reported that the patient had not had previous exposure to this or
related drug, and the patient is not pregnant.  No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Allergic reaction to antibiotics; HypersensitivityPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

310981-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
1487U 0

Unknown
Unknown

Unknown
Intramuscular



10 JUN 2008 06:27Report run on: Page 8481
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Feb-2008
Vaccine Date

01-Feb-2008
Onset Date

0
Days

16-May-2008
Status Date

--
State

WAES0803USA04376
Mfr Report Id

Information has been received from a physician concerning a 14 year old female who "about a month ago" in February 2008, was vaccinated intramuscularly in
the upper arm in the deltoid with a first dose of GARDASIL. The physician reported that the patient received the vaccine "in the joint." ON an unspecified date,
in February 2008, the patient developed pain. (NOS) and swelling (NOS). It was reported that the patient's mother gave the patient an NSAID (type
unspecified). About 12 days ago, on approximately 14-MAR-2008, the patient went to the physician's office and was found to be "infected at the joint". No
treatment information was provided. No lab diagnostics studies were performed. Outcome unknown. No product quality complaint was involved. No further
information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

310982-1

16-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthritis infective, Incorrect route of drug administration, Pain, Swelling

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8482
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Nov-2006
Vaccine Date

22-Nov-2006
Onset Date

0
Days

16-May-2008
Status Date

CA
State

WAES0803USA04378
Mfr Report Id

Information has been received from a medical assistant concerning her 16 year old daughter with no medical history or known drug allergies who on 25-SEP-
2006 was vaccinated with a first dose of Gardasil (lot # not specified). On 22-NOV-2006 the patient was vaccinated with a second dose of Gardasil (lot # not
reported) and experienced fatigue and tiredness right after receiving the second dose, lasting approximately two days. On 22-MAR-2007 the patient was
vaccinated with a third dose of Gardasil (lot # not specified) and experienced fatigue and tiredness right after receiving the third dose, lasting approximately two
days. The patient slept all day after receiving the second and third doses. Subsequently, the patient recovered from fatigue and tiredness. The patient sought
unspecified medical attention. A product quality device was not involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

310983-1

16-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Fatigue, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8483
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Mar-2008
Vaccine Date

25-Mar-2008
Onset Date

0
Days

15-May-2008
Status Date

VA
State

WAES0803USA04382
Mfr Report Id

Information has been received from a nurse concerning a 17 year old female who on 25-MAR-2008 was vaccinated intramuscularly with a third dose of
GARDASIL (Lot # unknown).  Dates of the previous doses are not reported.  On 25-MAR-2008, the patient developed a fever of 101 and aching in both her
arms and legs, vomiting and shaking.  No lab diagnostics studies were performed.  Unspecified medical attention was sought.  No product quality complaint
was involved.  Outcome unknown.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

310984-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Limb discomfort, Pyrexia, Tremor, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8484
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-May-2008
Status Date

CT
State

WAES0803USA04383
Mfr Report Id

Information has been received from a physician concerning a 21 year old female with no known medical history, who in December 2007, was vaccinated with a
third dose of Gardasil (Lot # 659055/1522U).  On unspecified dates, the patient was also vaccinated with the first and second dose of Gardasil (Lot #
657868/"523U" and 658554/"928U").  Concomitant therapy included rizatriptan benzoate (MSD) as needed (dose and indication not reported).  Other
concomitant therapy included birth control (hormonal contraceptives unspecified), TOPAMAX, NASONEX and ZYRTEC.  The physician reported that on an
unspecified date, 6 weeks after receiving her third dose, the patient became infected with condyloma.  The patient's condyloma persisted.  The patient sought
unspecified medical attention at an office visit.  No product quality complaint was involved.  Additional information has been requested.

Symptom Text:

ZYRTEC; hormonal contraceptives; NASONEX; MAXALT; TOPAMAXOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

310985-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anogenital warts, Contraception

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1522U 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8485
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Jan-2008
Vaccine Date

10-Jan-2008
Onset Date

1
Days

15-May-2008
Status Date

--
State

WAES0803USA04388
Mfr Report Id

Information has been received from a nurse practitioner concerning a 22 year old female who on 09-JAN-2008 was vaccinated IM with a 0.5 mL dose of
GARDASIL (no lot# provided).  On 10-JAN-2008 the patient developed an itchy rash under her arm in the axilla area and rash later spread over her whole
body.  Subsequently, the patient recovered from itchy rash under her arm in the axilla area and over her whole body.  The patient sought medical attention via
the family physician.  No product quality complaint was involved.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

310986-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash generalised, Rash pruritic

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8486
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-May-2008
Status Date

CA
State

WAES0803USA04399
Mfr Report Id

Information has been received from a physician's wife concerning their daughter who was vaccinated with three doses of GARDASIL (lot #s not provided).
Subsequently the patient experienced headaches for approximately one month after receiving a dose.  This occurred after administration of one of the three
doses.  It was not specified which of the three doses it was.  Subsequently, the patient recovered from the headaches.  The patient sought unspecified medical
attention.  A product quality complaint was not involved.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

310987-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Headache

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8487
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Feb-2008
Vaccine Date

20-Feb-2008
Onset Date

2
Days

15-May-2008
Status Date

PA
State

WAES0803USA04444
Mfr Report Id

Information has been received from a physician concerning a 23 year old female with Crohn's disease who on 18-FEB-2008 was vaccinated with a first dose of
GARDASIL (lot # not reported).  On approximately 20-FEB-2008, "within days of receiving the first dose of GARDASIL", the patient experienced severe joint
pain, myalgia, and fever.  It was reported that "the joint pain and myalgia caused the patient to experience difficulty walking for a period of approximately two
weeks.  Subsequently, the patient recovered from the severe joint pain, myalgia, fever and difficulty walking.  The patient sought unspecified medical attention
in an office visit.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Crohn's diseasePrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

310988-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Gait disturbance, Myalgia, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8488
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Mar-2008
Vaccine Date

25-Mar-2008
Onset Date

1
Days

15-May-2008
Status Date

CA
State

WAES0803USA04446
Mfr Report Id

Information has been received from a female consumer with genital warts and herpes virus infection who on 24-MAR-2008 was vaccinated in the left arm with a
first dose of GARDASIL (lot # not reported).  The patient states that "sometimes her menstrual cycle is late and at the beginning of each menstrual cycle she
has a light flow for 2 or 3 days."  The patient reported that "her menstrual cycle has stopped, she was supposed to get her menstrual period on 25-MAR-2008
and she still has not gotten it" (as of 27-Mar-2008).  The patient confirmed that she is not pregnant because she has "not been sexually active."  She stated that
she would like to conceive.  Her last menstrual period was 21-FEB-2008.  Also, the patient stated that she has been experiencing some stomach pains, and
some dizziness.  The patient stated she will seek medical attention in a follow-up visit with a doctor this afternoon (27-MAR-2008) and she will discuss her
symptoms with her physician.  There was no concomitant medication and the patient has no known allergies.  There was no product quality complaint involved.
Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Genital wart; Herpes virus infectionPrex Illness:

None
Late period; Light periods

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

310989-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain upper, Dizziness

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 8489
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Mar-2008
Vaccine Date

19-Mar-2008
Onset Date

0
Days

15-May-2008
Status Date

--
State

WAES0803USA04477
Mfr Report Id

Information has been received from a nurse concerning a 15 year old female who on approximately 19-MAR-2008 was vaccinated IM with the first dose of
Gardasil (lot# not provided).  Immediately after the vaccination the patient became nauseous.  That was resolved within few minutes and the patient was sent
home.  The nurse was followed up with the patient the next day and the patient did not experience any other symptoms.  Unknown medical attention was
sought in the office.  The patient was recovered.  No product quality complaint was involved.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

310990-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8490
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jan-2008
Vaccine Date

01-Jan-2008
Onset Date

0
Days

15-May-2008
Status Date

TX
State

WAES0803USA04486
Mfr Report Id

Information has been received from a Certified Medical Assistant concerning a 15 year old female who in January 2008 was vaccinated IM with the first 0.5 ml
dose of Gardasil (lot not reported). While in the office and after receiving the first dose of Gardasil (lot not reported) the patient fainted. No other symptoms
were noted. The patient recovered. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

310991-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8491
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Feb-2007
Vaccine Date

09-Nov-2007
Onset Date

280
Days

29-Apr-2008
Status Date

IN
State

WAES0704USA06160
Mfr Report Id

Initial and follow-up information has been received for a pregnancy registry for Gardasil.  A nurse reported concerning a 23 year old female with a penicillin
allergy, sulfonamide allergy, drug hypersensitivity to REGLAN and allergy to flu vaccine with a history of 1 full term delivery (no birth defects and no
complications), family history of maternal diabetes who on 02-FEB-2007 was vaccinated with Gardasil, 0.5 mL in her left arm (route unspecified) (LOT#
655617/1447F).  Concomitant therapy included NUVARING, MYLANTA, ZOFRAN, and prenatal vitamins.  As of 26-APR-2007, the patient was pregnant.  Her
last menstrual period was 08-FEB-2007.  It was confirmed by an office pregnancy test and unspecified "prenatal labs with blood tests" (results not reported).
On 16-APR-2007, the patient had an ultrasound with results within normal limits (WNL) and reason for testing was "dating".  No problems were reported.  As of
26-APR-2007, the patient was pregnant and was taking prenatal vitamins.  The patient's estimated date of delivery was 11-NOV-2007.  Follow-up information
was received from the registered nurse via a questionnaire and medical records.  All screening ultrasounds were normal.  On 07-NOV-2007, the patient
delivered a full term normal female infant 6 pounds, 12 ounces, Apgar score 8 and 9.  There were no infections or illnesses during the pregnancy.  There was
no complications during the pregnancy or labor/delivery.  It was indicated on the questionnaire that the baby had congenital anomalies.  A phone call was made
to the registered nurse who reported that the baby did not have any congenital anomalies and that it was an error on the questionnaire.  The mother had group
B streptococci (GBS) positive and was treated with vancomycin.  On 07-NOV-2007, at birth, the baby was given vitamin K IM.  On 09-NOV-2007, the baby had
mild jaundice.  On 15-NOV-2007 newborn check up, the baby had mild gynecomastia and a touch of jaundice, sclera was yellow.  Breast feeding continued.
On 17-NOV-2007, evaluation revealed the b

Symptom Text:

MYLANTA; NUVARING; ZOFRAN; vitamins (unspecified)Other Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 2/8/2007); Penicillin allergy; Sulfonamide allergy; Drug hypersensitivity; Allergy to vaccine; ContraceptioPrex Illness:

ultrasound, 04/16/07, within normal limits; ultrasound, ?/?/07, within normal limits; beta-human chorionic, positive; Apgar score, 11/07/07, 8 and, at birth

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

310994-1

29-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Congenital genital malformation, Dacryostenosis congenital, Delivery, Drug exposure during pregnancy, Flatulence, Gastrooesophageal reflux
disease, Gynaecomastia, Irritability, Jaundice neonatal, Screaming, Streptococcal identification test positive

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
28-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1447F 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 8492
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Jul-2007

Vaccine Date
25-Jul-2007
Onset Date

0
Days

29-Apr-2008
Status Date

CT
State

WAES0709USA03270
Mfr Report Id

Initial and follow-up information has been received from a registered nurse through the Merck pregnancy registry concerning an 18 year old female smoker with
one previous pregnancy and one elective termination and bipolar disorder (stopped medications April 2007), an Low grade squamous intraepithelial lesion (LG
SIL) PAP on 25-JUL-2007, anemia, a sister who is a carrier of cystic fibrosis, and with a history of an overdose on TYLOX in February 2007, who on 25-JUL-
2007 was vaccinated intramuscularly in the left deltoid with a 0.5mL first dose of GARDASIL (Lot# 658222/0927U). Other concomitant therapy included ferrous
sulfate. Subsequently, the patient was pregnant. At the time of the vaccination with GARDASIL the patient had a negative pregnancy test. The patient's last
menstrual period was 13-JUL-2007 and her estimated date of delivery was 18-APR-2008. The patient called the physician. A pregnancy test was performed (no
results provided). On 08-OCT-2007 the patient was vaccinated with a 0.5cc dose of influenza virus vaccine (unspecified). On 08-OCT-2007 an ultrasound was
performed for viability and dating the results were "IUP - FH x 2" twins and a urine test for THC was positive. On 06-NOV-2007 a serum alpha-fetoprotein test
was performed for genetic screening and was within normal limits. On 16-NOV-2007 a level II ultrasound was performed and was within normal limits, however
showed an echogenic foci for twin B. On 18-NOV-2007 the patient went to the emergency room with the complaint of stomach pain and was treated with IV
famotidine (MSD), and REGLAN. At the time of the report, the patient's outcome was unknown. No product quality complaint was involved. Follow-up
information indicated that on 30-JAN-2008 it was determined that there was a demise of Twin A with an estimated gestational age of 28 weeks. However, the
demise of Twin A took place at 22 weeks. On 06-FEB-2008 and 07-FEB-2008 the patient received a dose of CELESTONE SOLUSPAN to enhance fetal lung
maturity. On 26-FEB-2008, Twin A was stillborn. An aut

Symptom Text:

ferrous sulfateOther Meds:
Lab Data:

History:
Pregnancy NOS (LMP = 7/13/2007); Smoker; Bipolar disorder; Anaemia; Low grade squamous intraepithelial lesionPrex Illness:

diagnostic laboratory 07/25/07 - LG SIL-anemia; ultrasound 10/08/07 - reason-viability and dating; results;"IUP + FH x2" Twins; ultrasound 11/16/07 - level II
within normal limits - echogenic foci - twin B; diagnostic laboratory - several P
Overdose

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

310995-1

29-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain upper, Drug exposure during pregnancy, Intra-uterine death

 ER VISIT, NOT SERIOUS

Other Vaccine
28-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0927U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8493
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
01-May-2007
Vaccine Date

15-Jul-2007
Onset Date

75
Days

29-Apr-2008
Status Date

FR
State

WAES0804CZE00008
Mfr Report Id

Information has been received from an agency concerning a 16 year old patient with a history of myoclonus of upper extremities who on approximately 01-
MAY-2007 vaccinated with a dose of Gardasil. On 15-JUL-2007 the patient experienced unconsciousness with generalized tonic-clonic convulsions which has
been treated by Diazepam. Subsequently, the patient recovered from unconsciousness and generalized tonic-clonic convulsions. The reporter felt that
unconsciousness and generalized tonic-clonic convulsions were related to therapy with Gardasil. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Myoclonus

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

310996-1

29-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Grand mal convulsion, Loss of consciousness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
28-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8494
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Apr-2008
Status Date

--
State

WAES0804USA03293
Mfr Report Id

Information has been received from a nurse practitioner concerning a female patient who on an unspecified date was vaccinated with the first, second and third
dose of Gardasil. Subsequently, the patient experienced amenorrhea for various durations, (up to several months, after receiving all three doses of Gardasil.
The patient had "no pain, just no periods." The patient sought unspecified medical attention. The patient received DEPO PROVERA to induce a period several
weeks after the first missing period. Subsequently, the patient recovered. No product quality complaint was involved. Amenorrhea was considered to be an
other important medical event. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

310997-1

29-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Amenorrhoea, Vaccine positive rechallenge

 ER VISIT, NOT SERIOUS

Other Vaccine
28-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8495
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Apr-2008
Status Date

--
State

WAES0804USA03505
Mfr Report Id

Information has been received from a nurse practitioner concerning an 18-20 year old female who on an unspecified date was vaccinated with her first dose of
Gardasil (lot number, route and site not reported). On an unspecified date the patient was vaccinated with her second dose of Gardasil (lot number, route and
site not reported). The nurse practitioner reported that the patient experienced seizures the day after receiving the second dose of Gardasil. The patient's
outcome was not reported. No further information was provided. Upon internal review seizures were considered to be an other important medical event.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

310998-1

29-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
28-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8496
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-Apr-2008
Status Date

TX
State

WAES0804USA03701
Mfr Report Id

Information has been received from a physician concerning a patient (age and gender unknown) with a history of fainting while seeing blood, who, on an
unspecified date, was vaccinated with a second dose of Gardasil.  Subsequently, the patient experienced very low blood pressure, fainted, and had a seizure.
At the time of the report, the outcome of the patient was unknown.  Upon internal review seizure was considered to be an other important medical event.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

blood pressure - very low
Syncope

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

310999-1

29-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Hypotension, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
28-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Feb-2008
Vaccine Date

21-Feb-2008
Onset Date

2
Days

29-Apr-2008
Status Date

MN
State

WAES0804USA04062
Mfr Report Id

Information has been received from a physician concerning a 17 year old female patient with depression and no known drug allergies, who on 19-FEB-2008
was vaccinated with the first dose of Gardasil.  Concomitant therapy included EFFEXOR and TOPAMAX.  On 21-FEB-2008 the patient developed urticaria after
administration of her first dose of Gardasil.  The patient was examined in the Emergency Room and was treated with epinephrine and prednisone.  She was not
admitted and was released the same day (date unknown).  No diagnostic laboratory testing was performed.  It was reported that she was currently taking
prednisone and an antihistamine.  At the time of this report, the outcome had not recovered.  No product quality complaint was involved.  The reporting
physician considered the urticaria to be disabling, due to the patient's mental stress.  Additional information has been requested.

Symptom Text:

TOPAMAX; EFFEXOROther Meds:
Lab Data:
History:

DepressionPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

311000-1 (S)

29-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Other Vaccine
28-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8498
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Apr-2008
Vaccine Date

17-Apr-2008
Onset Date

0
Days

01-May-2008
Status Date

NV
State Mfr Report Id

Urticaria - facial swelling and skin welts. Started hours after 2nd HPV vaccination. Treated with steroids and antihistamines.Symptom Text:

(1) Sulfa (2bx); (2) DMPA-last dose 2/27/08Other Meds:
Lab Data:
History:
Prex Illness:

Cellulitis-ankle. Finished 10 days of TMP/Sulfa day prior

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

311032-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Swelling face, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
28-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1426F 1 Right arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Apr-2008
Vaccine Date

11-Apr-2008
Onset Date

0
Days

29-Apr-2008
Status Date

TX
State Mfr Report Id

Syncope episode after vaccines. Patient seated in chair after vaccines. Became limp, fell to floor, hit head at (R) upper out orbital  rim. Briefly unresponsive,
limp, tongue prominent. Awakened slowly placed in recumbent position. Given water, observed, ice applied to eyebrow, obs. 20 min, Ambulatory to leave

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
History of ventriculoseptal defect; vesicoureteral reflux

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

311041-1

30-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dyskinesia, Fall, Head injury, Hypotonia, Syncope, Unresponsive to stimuli

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
28-Apr-2008

Received Date

Prex Vax Illns:

VARCEL
MNQ
TDAP
HPV4
HEPA

MERCK & CO. INC.
SANOFI PASTEUR
SANOFI PASTEUR
MERCK & CO. INC.
MERCK & CO. INC.

15670
02553AA
0284214A
19670
125911

1
0
0
0
1

Right arm
Right arm
Right arm
Left arm
Left arm

Intramuscular
Intramuscular
Intramuscular
Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Apr-2008
Vaccine Date

14-Apr-2008
Onset Date

0
Days

30-Apr-2008
Status Date

MD
State Mfr Report Id

Patient called the office on 4-16-08 stating that she developed a rash on her chest, arms, and back the evening after her vaccine.  Patients that she feels fine
otherwise.  Advised pt to take Benadryl, call back if needed; no further vaccines (HPV).

Symptom Text:

Other Meds:
Lab Data:
History:

none knownPrex Illness:

none indicated
none known

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

311047-1

30-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
28-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1967U 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Apr-2008
Vaccine Date

15-Apr-2008
Onset Date

1
Days

01-May-2008
Status Date

IN
State Mfr Report Id

2cm x 4cm area of Redness and Swelling, (+) itching, (+) hot to touch at injection site of varicella vaccine noted at Dr appt - symptoms had improved from onset
Redness Swelling had decreased

Symptom Text:

Other Meds:
Lab Data:
History:

nonePrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

311050-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site pruritus, Injection site swelling, Injection site warmth

 ER VISIT, NOT SERIOUS

Other Vaccine
28-Apr-2008

Received Date

Prex Vax Illns:

VARCEL
HPV4
MNQ

MERCK & CO. INC.
MERCK & CO. INC.
SANOFI PASTEUR

1915U
1267U
U2566AA

1
0
0

Left arm
Right arm
Right arm

Subcutaneously
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 8502
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Mar-2008
Vaccine Date

28-Mar-2008
Onset Date

0
Days

29-Apr-2008
Status Date

WV
State Mfr Report Id

ON FOLLOW UP VISIT PATIENT STATES ARM IS STILL SORE AT INJECTION SITE 1 MONTH LATER.  NO KNOT OR REDNESS NOTED.Symptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

311051-1

29-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
28-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1478U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8503
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Apr-2008
Vaccine Date

24-Apr-2008
Onset Date

3
Days

29-Apr-2008
Status Date

OR
State Mfr Report Id

Headache X 4 days with fever to 101:Rash on chest and faceSymptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

311067-1

30-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Pyrexia, Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
28-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1740U 2 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8504
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Apr-2008
Vaccine Date

28-Apr-2008
Onset Date

0
Days

29-Apr-2008
Status Date

AZ
State Mfr Report Id

After given series of shots, pat was found on the floor outside of bathroom and complaining of dizziness and fainting.  Suspect Gardasil.Symptom Text:

PPD also givenOther Meds:
Lab Data:
History:

NonePrex Illness:

N/A

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

311075-1

30-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
28-Apr-2008

Received Date

Prex Vax Illns:

TDAP
HPV4
MNQ

SANOFI PASTEUR
MERCK & CO. INC.
SANOFI PASTEUR

C2767AA
1978U
U2571AA

0
Right arm
Right arm
Left arm

Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 8505
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Jan-2008
Vaccine Date

25-Apr-2008
Onset Date

100
Days

29-Apr-2008
Status Date

WY
State Mfr Report Id

4/28/08 random BS 386, urine > 1000 mg/dl glucose 05/05/08-records received-seen in office 3/5/08-C/O LOM. Next visit 4/25/08-feels well however C/O vision
problems, 20/40. DX: Diabetes

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

5/5/08-records received-Accucheck 386-4/28/08-A1C >14. krk
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

311079-1 (S)

07-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Blood glucose increased, Diabetes mellitus, Glucose urine present, Otitis media, Visual disturbance

 LIFE THREATENING, SERIOUS

Other Vaccine
28-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0523U 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8506
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jan-2008
Vaccine Date

26-Mar-2008
Onset Date

85
Days

16-May-2008
Status Date

--
State

WAES0803USA04737
Mfr Report Id

Information has been received from the mother of a 14.5 year old female with a history of minor asthma and no drug reactions/allergies who in approximately
January 2008 (about 2 months ago), was vaccinated with the first dose of GARDASIL (lot not reported). On 26-MAR-2008, the patient was vaccinated with the
second 0.5 mL dose of GARDASIL (lot not reported). There was no concomitant medication. The mother reported that after about five minutes of her daughter
receiving the second dose of GARDASIL (lot not reported) she fainted while in the office. She came to in about two minutes and recovered within a few
minutes. No laboratory diagnostics test were performed. No further information is available.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
Asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

311118-1

16-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Immediate post-injection reaction, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8507
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Nov-2007
Vaccine Date

28-Nov-2007
Onset Date

0
Days

16-May-2008
Status Date

DE
State

WAES0803USA04785
Mfr Report Id

Information has been received from a physician concerning a 17 year old female who on 28-NOV-2007 was vaccinated with a first dose of Gardasil (lot # not
reported) and the patient turned pale and experienced low blood pressure after the dose. Subsequently, the patient recovered from turning pale and low blood
pressure. The patient sought unspecified medical attention. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

311119-1

16-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hypotension, Pallor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8508
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-May-2008
Status Date

DE
State

WAES0803USA04759
Mfr Report Id

Information has been received from a physician concerning a 16 year old female who was vaccinated with a first dose of Gardasil (no lot # provided).
Subsequently the patient fainted after receiving the injection.  Subsequently, the patient recovered from fainting.  The patient sought unspecified medical
attention.  No product quality complaint was involved.  This is one of the multiple reports from the same source (WAES# 0804USA00153).  Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

311120-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8509
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-May-2008
Status Date

RI
State

WAES0803USA04787
Mfr Report Id

Information has been received from a physician, concerning a patient whom a colleague indicated had been vaccinated with a dose of Gardasil (date, route, lot
# not reported), and "in the past year" developed "medium vesicle vasculitis." No further details were reported. The outcome of the event was not specified.
This is one of several reports received from the same source. This is a hearsay report in the absence of an identifiable patient. Attempts are being made to
verify the existence of a patient.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

311121-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Vasculitis

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8510
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-May-2008
Status Date

RI
State

WAES0803USA04788
Mfr Report Id

Information has been received from a physician, concerning 6 patients whom a colleague indicated she had read about, who had been vaccinated with a dose
of GARDASIL (date, route, lot # not reported), and subsequently developed "medium vesicle vasculitis."  No further details were reported.  The outcome of the
events was not specified.  This is one of several reports received from the same source.  This is a hearsay report in the absence of unidentifiable patients.
Attempts are being made to verify the existence of the individual patients.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

311122-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Vasculitis

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8511
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
25-Mar-2008
Onset Date Days

15-May-2008
Status Date

OH
State

WAES0803USA04944
Mfr Report Id

Information has been received from a physician concerning a 14 year old female who was vaccinated intramuscularly on an unspecified date with her second
dose of Gardasil (lot# not reported).  On 25-MAR-2008 the patient experienced dizziness, but recovered from the dizziness.  Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

311123-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8512
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Mar-2008
Vaccine Date

22-Mar-2008
Onset Date

3
Days

15-May-2008
Status Date

--
State

WAES0803USA04951
Mfr Report Id

Information has been received from a nurse concerning a 22 year old female with sulfonamide allergy who on 19-MAR-2008 was vaccinated IM with a first dose
of Gardasil (lot # not provided). Concomitant therapy included NUVARING. On 22-MAR-2008, three days later, the patient experienced shortness of breath and
nausea. On an unspecified date, the patient recovered from shortness of breath and nausea. It is unknown if the patient sought medical attention. No product
quality complaint was involved. Additional information has been requested.

Symptom Text:

NUVARINGOther Meds:
Lab Data:
History:

Sulfonamide allergyPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

311124-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dyspnoea, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8513
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
27-Mar-2008
Vaccine Date

27-Mar-2008
Onset Date

0
Days

16-May-2008
Status Date

PA
State

WAES0803USA04960
Mfr Report Id

Information has been received from a physician concerning a patient who was vaccinated on 27-MAR-2008 with her first dose of GARDASIL (lot#
659182/1757U). Concomitant therapy included MENACTRA (U2583AA) on the same day. Subsequently the patient fainted, but was fine when she left the
office. No other information was available. A call was made to the office because the report says the above occurred with 4 or 5 patients. The office could only
remember one patient's information. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

311125-1

16-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2582AA
1757U 0

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 8514
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Jan-2008
Vaccine Date

Unknown
Onset Date Days

16-May-2008
Status Date

--
State

WAES0803USA04978
Mfr Report Id

Information has been received from a consumer concerning her 20 year old daughter with no known drug allergies and no past medical history who on
approximately 15-JAN-2008 was vaccinated with a dose of GARDASIL (lot# unspecified, site and route not reported). There was no concomitant medication.
Subsequently the patient experienced mononucleosis "a couple of weeks ago" after receiving the vaccination. It was also noted that the patient had a cold a
week before receiving the vaccine. The patient sought medical attention at her physician's office. A Laboratory diagnostic test was performed. The patient's
status was not reported. No further information was provided. Additional information is not expected.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

311126-1

16-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Infectious mononucleosis

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8515
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2008
Status Date

--
State

WAES0803USA04989
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated on an unspecified date with her third dose of GARDASIL. Sometime
during the summer 2007, the patient experienced lightheadedness and dizziness after receiving the vaccination. The patient sought medical attention at the
doctors office. Subsequently, the patient recovered from lightheadedness and dizziness. No further information is available. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

311127-1

16-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8516
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Mar-2008
Vaccine Date

27-Mar-2008
Onset Date

0
Days

16-May-2008
Status Date

MD
State

WAES803USA05045
Mfr Report Id

Information has been received from a healthcare professional concerning a female who on 27-MAR-2008 was vaccinated with the first dose of GARDASIL (lot#
not reported). On 27-MAR-2008 the patient experienced fainting. Subsequently, the patient recovered from having fainted. The patient sought unspecified
medical attention. No further information was reported. The nurse also reported she had heard of "few" patients that had complained their arm had gone numb
at the injection site where GARDASIL was received; however, no additional AE information was provided. The nurse also reported that one patient had an
"allergic reaction like hives" at the injection site where GARDASIL was received; however, no additional AE information was provided. Additional information
has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

311128-1

16-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site anaesthesia, Injection site urticaria, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8517
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
M

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-May-2008
Status Date

--
State

WAES0803USA05051
Mfr Report Id

Information has been received from an office receptionist concerning a 15 year old male who on an unspecified date was vaccinated IM with a dose of
GARDASIL (lot# unspecified, site not reported).  The receptionist stated that it was not an accident that a male probably older than 15 years, received the
vaccine.  She "was told to give it to him and she did."  He has received only one dose so far.  The patient left the office and went to the hospital because his
father was having major surgery that day; he fainted there, about 1 hour ago after the vaccination.  She wasn't sure if he fainted because of the vaccine or
because of the stress he was under by being upset by his father's surgery.  He called the office to report the fainting.  She stated that he is fine now.  Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

311129-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Off label use, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8518
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Mar-2008
Vaccine Date

24-Mar-2008
Onset Date

7
Days

16-May-2008
Status Date

VA
State

WAES0803USA05071
Mfr Report Id

Information has bee received from a nurse midwife concerning a 20 year old female who on 17-MAR-2008 was vaccinated with her third dose of GARDASIL
(lot# not reported). Concomitant therapy included hormonal contraceptives (unspecified). On 24-MAR-2008 the patient visited a tanning salon and then
experienced a rash on her chest. The patient called the physician's office and was recovering from the rash on her chest. Additional information has been
requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

311130-1

16-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8519
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Mar-2008
Vaccine Date

26-Mar-2008
Onset Date

1
Days

15-May-2008
Status Date

NV
State

WAES0804USA00026
Mfr Report Id

Information has been received from a physician concerning a female who on 25-MAR-2008 was vaccinated with the second dose of Gardasil (lot# not
reported).  On 26-MAR-2008 the patient experienced a swollen face and was taken to the emergency room.  The date of the first dose was unknown and it was
not specified whether or not this experience occurred with the first dose.  No additional information was provided.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

311131-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Swelling face

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8520
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-May-2008
Status Date

NJ
State

WAES0804USA00041
Mfr Report Id

Information has been received from a physician concerning an 18 year old female who on an unspecified date was vaccinated with a third dose of Gardasil.
Subsequently, the patient developed chronic abdominal pain, vaginitis and body aches.  Outcome was not specified.  Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

311132-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Pain, Vaginal infection

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8521
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Oct-2007
Vaccine Date

23-Oct-2007
Onset Date

0
Days

15-May-2008
Status Date

CA
State

WAES0804USA00043
Mfr Report Id

Information has been received from a physician concerning her 19 year old daughter with no drug reactions/allergies who on 23-OCT-2007 was vaccinated with
a third dose of Gardasil (lot# 658563/1063U).  Concomitant therapy on the same day included a tetanus vaccination in the same arm.  On 23-OCT-2007, the
patient was standing when given the Gardasil.  The patient became faint after receiving the Gardasil but may not have lost consciousness.  The patient's arm
was sore after the Gardasil injection and the patient complained of pain for 3 days post vaccination.  Unspecified medical attention was sought.  No further
information was available.  At the time of reporting on an unspecified date the patient recovered.  Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

311133-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pain in extremity, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

TTOX
HPV4

UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
1063U 2

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 8522
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
24-Mar-2008
Onset Date Days

15-May-2008
Status Date

--
State

WAES0804USA00045
Mfr Report Id

Information has been received from a 19 year old female with a history of negative PAP test for human papilloma virus who in November 2006, was vaccinated
with a first dose of GARDASIL.  There was no concomitant medication.  In June or July 2007, the patient was vaccinated IM with her third, 0.5 mL dose of
GARDASIL.  On approximately 24-MAR-2008 the patient's PAP test was positive for human papilloma virus.  She did not have any information on the type of
human papilloma virus, only that it was "high risk".  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Pap test 03/24?/08 positive - "high risk"; Pap test negative - negative for HPV prior to receiving GARDASIL
Human papilloma virus test negative

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

311134-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Human papilloma virus test positive

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8523
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-May-2008
Status Date

--
State

WAES0804USA00046
Mfr Report Id

Information has been received from a nurse practitioner concerning an 18 year old female who in March 2008, was vaccinated with a first dose of Gardasil.  In
March 2008, soon after receiving a shot of Gardasil the patient experienced chills, nausea, headache and pain from shoulder to elbow.  Subsequently, the
patient recovered from chills, nausea and headache in a day or so but the patient still had the pain in her arm.  The patient works at a car wash and does
manual labor.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

311135-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Chills, Headache, Nausea, Pain in extremity

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8524
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-May-2008
Status Date

CA
State

WAES0804USA00049
Mfr Report Id

Information has been received from a physician concerning a 24 year old female with a history of depression who, on an unspecified date, was vaccinated with
a 0.5 mL, second dose of Gardasil (Lot# 658219/0755U).  The physician reported that the patient experienced intense burning sensation, slight redness and
pain at the injection site.  She started crying during injection.  The patient complained that the first dose hurt a little but was tolerable.  The physician also
reported that the patient recovered 3-5 minutes after onset.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Depression

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

311136-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Crying, Injection site erythema, Injection site irritation, Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0755U 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8525
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
29-Feb-2008
Onset Date Days

15-May-2008
Status Date

TN
State

WAES0804USA00050
Mfr Report Id

Information has been received from a physician concerning a female patient (age not specified) who on 29-FEB-2008 ("one month ago"), was vaccinated with a
first dose of GARDASIL.  The physician reported that the patient fainted post vaccination.  The patient recovered (unspecified date).  Additional information has
been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

311137-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8526
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Mar-2008
Vaccine Date

31-Mar-2008
Onset Date

4
Days

15-May-2008
Status Date

TX
State

WAES0804USA00064
Mfr Report Id

Information has been received from a medical assistant concerning a 25 year old female who on 27-MAR-2008 was vaccinated with a 0.5 mL first dose of
Gardasil (lot # not provided).  On 31-MAR-2008 the patient called the office and stated she had back spasms.  The patient was treated with a warm compress.
The patient's back spasms have persisted.  No product quality complaint was involved.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

311138-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Muscle spasms

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8527
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Mar-2008
Vaccine Date

25-Mar-2008
Onset Date

5
Days

16-May-2008
Status Date

--
State

WAES0804USA00069
Mfr Report Id

Information has been received from a nurse concerning an 18 year old female with no medical history and no drug reactions/allergies who on 20-MAR-2008
was vaccinated IM with a 0.5 mL first dose of GARDASIL (lot #659439/1267U). Concomitant therapy included TRI-CYCLEN. On 25-MAR-2008 the patient
developed redness on her cheeks and forehead with small, red raised bumps. It was noted that the area of redness were itchy. The patient called the office for
medical attention. It was reported that the patient is recovering. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

TRI-CYCLENOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

311139-1

16-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Pruritus, Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1267U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8528
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2008
Status Date

FR
State

WAES0804USA00079
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated with a dose of GARDASIL (lot# not provided). Concomitant therapy
included another vaccination (unspecified). After the vaccination the patient became "lightheaded". Unknown medical attention was sought in the office. The
patient's outcome is unknown. No product quality complaint was involved. Additional information is not expected.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

311140-1

16-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8529
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Dec-2007
Vaccine Date

29-Mar-2008
Onset Date

92
Days

16-May-2008
Status Date

GA
State

WAES0804USA00080
Mfr Report Id

Information has been received from a consumer concerning her 11 year old daughter who on 31-OCT-2007 was vaccinated with the first dose and on 28-Dec-
2007 with the second dose of GARDASIL (lot# not provided). The patient was scheduled to receive the third dose on 28-Mar-2008. On 29-Mar-2008, the patient
experienced nose bleeds. Unknown medical attention was sought. The patient's outcome was unknown. No product quality complaint involved. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

311141-1

16-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Epistaxis

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8530
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
24-Mar-2008
Onset Date Days

16-May-2008
Status Date

--
State

WAES0804USA00092
Mfr Report Id

Information has been received from a consumer concerning her 20 year old niece with obesity who was vaccinated with a third dose of GARDASIL (lot#
unspecified). On approximately 24-MAR-2008 the patient experienced insomnia and she had been very upset. The patient received the vaccinations at an other
(unspecified) physician's office. On 31-Mar-2008, the patient went to see a therapist and she was diagnosed with "clinical depression". The patient was being
treated with PAXIL. At the time of reporting the patient had not recovered. No product quality complaint was involved. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

ObesityPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

311142-1

16-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Depression, Insomnia

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8531
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2008
Status Date

--
State

WAES0804USA00115
Mfr Report Id

Information has been received from a nurse concerning a 19 year old female who was vaccinated with all three doses of GARDASIL (lot# dose 1,
654389/0961F, dose 2, 657617/0384U, dose 3, 658094/0524U). The nurse stated that prior to receiving GARDASIL the patient's PAP test results were normal.
However, following the completion of the series the patient received another PAP test which showed "High-Risk HPV positive". The nurse also stated that the
patient tolerated all of three doses well. It was unknown whether medical attention was sought. The patient's outcome was unknown. Additional information has
been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

cervical smear - normal; cervical smear - high risk HPV positive
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

311143-1

16-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Human papilloma virus test positive, Smear cervix normal

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0524U 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8532
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Mar-2008
Vaccine Date

27-Mar-2008
Onset Date

0
Days

16-May-2008
Status Date

MI
State

WAES0804USA00119
Mfr Report Id

Information has been received from a physician concerning a 13 year old female who on 27-MAR-2008 was vaccinated with GARDASIL (65994/1978U).
Concomitant therapy included HAVRIX (lot# not reported). On 27-MAR-2008 the patient experienced wooziness and began crying. Subsequently, the patient
recovered from the wooziness and crying. The patient's sister had the same AE after receiving GARDASIL. See SR# 1-2774239123. Additional information has
been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

311144-1

16-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Crying, Dizziness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1978U 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8533
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Nov-2007
Vaccine Date

21-Nov-2007
Onset Date

0
Days

16-May-2008
Status Date

PA
State

WAES0804USA00135
Mfr Report Id

Information has been received from a health professional concerning a 14 year old female with a history of sexual abuse who was vaccinated with the first three
doses of GARDASIL (lot#'s not reported) on 23-OCT-2006, 20-DEC-2006 and 31-MAY-2007 at another location. On 21-NOV-2007 and 31-JAN-2008 the
patient was vaccinated with a fourth and fifth dose of GARDASIL (0469U) at the reporting physician's office. Subsequently, the patient experienced
inappropriate schedule of vaccine administered. Per the reporter, the patient has experienced headaches described as migraines and bilateral leg pain/spasm
for the last month (start date unspecified). The patient is not recovered from the headaches and leg pain and there is no other information to report. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Sexual abuse

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

311146-1

16-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, Migraine, Muscle spasms, Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0469U 4 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8534
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-May-2008
Status Date

DE
State

WAES0804USA00153
Mfr Report Id

Information has been received from a physician concerning a 16 year old female who was vaccinated with a second dose of Gardasil (no lot # provided).
Subsequently the patient fainted after receiving the injection.  Subsequently, the patient recovered from fainting.  The patient sought unspecified medical
attention.  No product quality complaint was involved.  This is one of the multiple reports from the same source (WAES# 0803USA04759).  Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

311147-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8535
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Mar-2008
Vaccine Date

28-Mar-2008
Onset Date

0
Days

15-May-2008
Status Date

MI
State

WAES0804USA00177
Mfr Report Id

Information has been received from a physician concerning a 13 year old female with a history of asthma who on 28-MAR-2008 was vaccinated with the first
dose of Gardasil (lot# not reported).  Concomitant suspect therapy included Varivax (Oka/Merck) (MSD) (lot# not reported).  Other concomitant therapy
included Tdap (lot # not reported) and Hep A (unspecified) (lot# not reported).  On 28-MAR-2008 the patient urinated on herself and was dazed for about 10
minutes after receiving the first dose of Gardasil.  Subsequently, the patient recovered from having urinated on herself and being dazed.  The patient sought
unspecified medical attention in the physician's office.  No other information is available at this time.  Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

311148-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Feeling abnormal, Urinary incontinence

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

VARCEL
HEPA
HPV4
TDAP

MERCK & CO. INC.
UNKNOWN MANUFACTURER
MERCK & CO. INC.
UNKNOWN MANUFACTURER

NULL
NULL
NULL
NULL

0

Unknown
Unknown
Unknown
Unknown

Unknown
Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 8536
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Mar-2008
Vaccine Date

09-Mar-2008
Onset Date

1
Days

16-May-2008
Status Date

VA
State

WAES0804USA00178
Mfr Report Id

Information has been received from a physician concerning a 24 year old female with a history of hay fever and allergy to MACRODANTIN who on 08-MAR-
2008 was vaccinated with the first dose of GARDASIL (655604/0052X). On 09-MAR-2008 the patient experienced an "allergic reaction" characterized by "hives
and wheezing". Subsequently, the patient recovered from hives and wheezing. The patient sought unspecified medical attention. No other information was
provided. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Hay fever; Allergic reaction to antibiotics

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

311150-1

16-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hypersensitivity, Urticaria, Wheezing

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0052X 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-May-2008
Status Date

NJ
State

WAES0804USA00189
Mfr Report Id

Information has been received from a physician concerning a female who was vaccinated IM with the first dose of GARDASIL (lot# not reported).  2 days post
vaccination the patient experienced a localized rash at the injection site.  The patient sought unspecified medical attention.  Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

311151-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8538
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
15-May-2008
Status Date

TX
State

WAES0804USA00215
Mfr Report Id

Information has been received from a registered nurse concerning an 11-12 year old female who on an unspecified date was vaccinated with her first dose of
Gardasil (lot number, route and site not reported).  Concomitant suspect therapy on the same day included an unspecified Hep B vaccine (manufacturer, lot
number, route and site not reported).  The patient received the Gardasil 20-25 minutes after the hepatitis vaccine and subsequently the patient developed an
anaphylactic reaction.  The patient was administered epinephrine at the office because her throat closed up.  The patient will not finish the Gardasil series.  The
patient recovered on an unspecified date.  The event was reported as requiring intervention (other important medical event).  Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

311152-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anaphylactic reaction, Throat tightness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4
HEP

MERCK & CO. INC.
MERCK & CO. INC.

NULL
NULL

0 Unknown
Unknown

Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Mar-2008
Vaccine Date

27-Mar-2008
Onset Date

0
Days

16-May-2008
Status Date

--
State

WAES0804USA00240
Mfr Report Id

Information has been received from a health professional concerning a female who on 27-MAR-2008 was vaccinated with the first dose of GARDASIL (lot# not
reported). On 27-MAR-2008 the patient experienced back spasms within 6 hours of receiving the first dose. The patient sought unspecified medical attention.
Subsequently, the patient recovered from her back spasms. Per the reporter, the patient may like to be contacted. No further information is available. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

311154-1

16-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Muscle spasms

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Mar-2008
Vaccine Date

19-Mar-2008
Onset Date

7
Days

15-May-2008
Status Date

CA
State

WAES0804USA00264
Mfr Report Id

Information has been received from a physician concerning a 14 year old female who on 12-MAR-2008 was vaccinated with the second dose of GARDASIL
(lot# not reported).  On approximately 19-MAR-2008 the patient experienced very dark, almost black blood for the first three days of her period.  The patient
sought unspecified medical attention.  Subsequently, the patient recovered from very dark, almost black bleeding.  No further information was provided.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

311165-1

03-Jun-2008
VAX Detail:

Last Edit Date

Seriousness:

 Menstrual disorder

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8541
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Mar-2008
Vaccine Date

18-Mar-2008
Onset Date

0
Days

15-May-2008
Status Date

--
State

WAES0804USA00271
Mfr Report Id

Information has been received from a health professional concerning an 18 year old female who on 11-SEP-2007 was vaccinated with the first dose of Gardasil
(657622/0388U).  On 13-NOV-2007 the patient was vaccinated with the second dose of Gardasil (657622/0388U).  On 18-MAR-2008 the patient was
vaccinated IM with the third dose of Gardasil (658490/0802U).  Subsequently, the patient developed pain at the injection site that has persisted.  The patient
sought unspecified medical attention.  The patient did not experience a fever, swelling, redness, numbness, or weakness in the arm.  All three injections were
given in left arm.  The patient did not have a reaction with the first two doses.  Per the reporter, the patient is recovering.  No additional information is available.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

311166-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, No reaction on previous exposure to drug

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0802U 2 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Mar-2008
Vaccine Date

31-Mar-2008
Onset Date

0
Days

15-May-2008
Status Date

AZ
State

WAES0804USA00685
Mfr Report Id

Information has been received from a physician concerning a 16 year old female who on 31-MAR-2008 was vaccinated intramuscularly with her first dose of
GARDASIL (lot# 659964/1978U).  Concomitant therapy included HAVRIX.  Shortly after receiving the vaccine, the patient experienced dizziness.
Subsequently, the patient recovered on 31-MAR-2008 from feeling dizzy.  She remained in the office until the symptoms subsided.  Additional information has
been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

311171-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness

 ER VISIT, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1978U 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
16-May-2008
Status Date

FL
State

WAES0804USA00929
Mfr Report Id

Information has been received from a physician concerning a female patient "in her early twenties" who was vaccinated with "one dose" of GARDASIL (lot # not
reported). Subsequently the patient went to a gynecologist and had an abnormal PAP test. It is unknown if the patient had abnormal PAP tests prior to receiving
GARDASIL. This is one of several reports from the same source. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Pap test abnormal
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

311172-1

16-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 No

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8544
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Mar-2008
Vaccine Date

27-Mar-2008
Onset Date

0
Days

27-May-2008
Status Date

MI
State

WAES0804USA00960
Mfr Report Id

Information has been received from a physician concerning an 11 year old female who on 27-MAR-2008 was vaccinated with GARDASIL (659964/1978U).
Concomitant therapy included HAVRIX (lot# not reported). On 27-MAR-2008 the patient experienced wooziness and began crying. Subsequently, the patient
recovered from the wooziness and crying. The patient's sister had the same AE after receiving GARDASIL. See SR# 1-2774239749. Additional information has
been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

311173-1

27-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Crying, Dizziness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
29-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1978U 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8545
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
27-May-2008
Status Date

UT
State

WAES0804USA01228
Mfr Report Id

Information has been received from the mother  concerning her daughter (age not provided) who an unspecified date was vaccinated with a first dose of
GARDASIL. Subsequently, the patient passed out a couple of times after receiving the first dose of GARDASIL. Subsequently, the patient recovered. Her sister
also experienced adverse events after being vaccinated with a first dose of GARDASIL, reported in WAES # 0803USA05046. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

311174-1

27-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
29-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Apr-2008
Vaccine Date

16-Apr-2008
Onset Date

0
Days

30-Apr-2008
Status Date

OK
State

WAES0804USA03908
Mfr Report Id

Information has been received from a physician and with a follow up telephone call concerning a 17 year old female patient with no pertinent medical history
who on 16-APR-2008 at 11:30 AM was vaccinated with a first dose of GARDASIL (lot # 659657/1487U) and with a dose of MENACTRA. Concomitant suspect
therapy included amoxicillin (dose, duration not indicated) for sinus infection. The physician reported that "patient received her first injection on 16-APR-2008
and left the doctor's office fine. She picked up a prescription for amoxicillin and took it with a bowl of taco soup. Within two hours after she received GARDASIL
and MENACTRA at 01:30 PM she had tongue swelling, vomiting and trouble breathing. The ambulance came and the patient went to the emergency room
where she was treated with steroid injections. The patient was not admitted to the hospital. She left the emergency room recovered and was placed on oral
steroids. The emergency room physician felt amoxicillin was the cause of the anaphylactic shock. The reporting physician was not sure of cause of the
anaphylactic shock was either from MENATRA, amoxicillin or GARDASIL. The reporting physician considered anaphylactic shock to be disabling and life
threatening. Additional information has been requested.

Symptom Text:

amoxicillinOther Meds:
Lab Data:
History:

Sinus infectionPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

311176-1 (S)

30-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anaphylactic shock, Dyspnoea, Swollen tongue, Vomiting

 LIFE THREATENING, PERMANENT DISABILITY, SERIOUS

Other Vaccine
29-Apr-2008

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
1487U 0

Unknown
Unknown

Unknown
Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Jan-2008
Vaccine Date

01-Feb-2008
Onset Date

15
Days

30-Apr-2008
Status Date

MI
State

WAES0804USA04043
Mfr Report Id

Information has been received from a physician concerning a 16 year old female with no medical history and an allergy to naproxen, who on 17-JAN-2008 was
vaccinated IM in one arm with a dose of GARDASIL (Lot# 6596553/1448U) and a dose of MENACTRA, administered in the other arm. On approximately 01-
FEB-2008, fifteen days post vaccination, the patient developed a rash. The rash was predominantly on the neck and the face. The rash was diffuse, macular,
itchy, and was hive-like in some areas. The patient complained of a marked lack of energy and several episodes of wheezing and respiratory discomfort. On
05-FEB-2008 the patient went to the emergency room because she was experiencing difficulty breathing, headache, and a swelling sensation in the throat. The
patient was diagnosed with allergic reactions and/or exercise-induced asthma. The patient was treated with albuterol and an unspecified steroid. On 07-FEB-
2008 the patient went to the emergency room because she experienced difficulty breathing after taking her inhaler  for two days and the steroid for one day.
The patient was diagnosed with atypical pneumonia and treated with ZITHROMAX. On 15-FEB-2008 the patient was seen for back pain and "cholerectic pain."
The shortness of breath had resolved. The patient's chest x-ray had no change. The patient had positive convalescent mycoplasma. On 04-MAR-2008 the
patient followed up at the office to recheck pneumonia and upper respiratory infection, which were resolved. It was reported that the patient's back pain was
80% better. The blood counts were normal. On 07-MAR-2008 the patient was seen by her primary pediatrician. It was reported that the patient may have used
ALEVE during the week for relief of pain. It was reported that there was no wheezing, lungs were cleared, and the patient was referred to an allergist. The
patient was started on FLOVENT. On 11-MAR-2008 there was a call to the office for an unspecified reason. The patient was prescribed an EPIPEN . On 12-
MAR-2008 the patient saw an allergist who said that he

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Drug HypersensitivityPrex Illness:

chest X-ray 02/15/08 - no change; pulmonary function test 03/12/08 - normal; physical examination 03/07/08 - no wheezing, and lungs were cleared;
erythrocyte 11; serum Mycoplasma - convalescent mycoplasma; complete blood cell 03/04/08 - nor

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

311177-1

30-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Asthma exercise induced, Back pain, Dizziness, Dyspnoea, Fatigue, Headache, Hypersensitivity, Malaise, Mycoplasma infection, Nasopharyngitis,
Pain, Painful respiration, Pharyngeal oedema, Pneumonia, Pneumonia primary atypical, Rash, Rash macular, Rash pruritic, Upper respiratory tract infection,
Urticaria, Vertigo, Wheezing

 ER VISIT, NOT SERIOUS

Other Vaccine
29-Apr-2008

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
1448U

Unknown
Unknown

Unknown
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Apr-2008
Vaccine Date

15-Apr-2008
Onset Date

0
Days

30-Apr-2008
Status Date

FR
State

WAES0804USA04636
Mfr Report Id

Information has been received from a pharmacist at the local Health Authorities concerning a 19 year old female with no relevant medical history who on 14-
APR-2008 was vaccinated with a dose of GARDASIL (lot # not reported) IM. Concomitant therapy included hormonal contraceptives (unspecified). On 15-APR-
2008, one day after vaccination, the patient experienced pulmonary embolism. At the time of reporting, the outcome was unknown. Other business partner
numbers included: E2008-03719. No further information is available.

Symptom Text:

hormonal contraceptives (unspecified)Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

311178-1 (S)

30-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pulmonary embolism

 HOSPITALIZED, SERIOUS

Other Vaccine
29-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Dec-2007
Vaccine Date

01-Feb-2008
Onset Date

51
Days

30-Apr-2008
Status Date

FR
State

WAES0804USA05026
Mfr Report Id

Information has been received from the Merck pregnancy registry for GARDASIL from a physician concerning a 19 year old female who on 17-OCT-2007 was
vaccinated with a first dose of GARDASIL. On 12-DEC-2007, the patient was vaccinated with a second dose of GARDASIL. In early February 2008, the patient
became pregnant. In March 2008, the patient had a spontaneous abortion and was hospitalized. The reporting physician considered spontaneous abortion to
be an other important medical event. No further details were provided. Other business partner numbers included E2008-03825.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = Unknown)Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

311179-1 (S)

30-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy

 HOSPITALIZED, SERIOUS

Other Vaccine
29-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Dec-2007
Vaccine Date

29-Feb-2008
Onset Date

71
Days

30-Apr-2008
Status Date

FR
State

WAES0804USA05182
Mfr Report Id

Information has been received from a gynaecologist concerning a 17 year old female patient with factor v leiden heterozygote who on 20-DEC-2007 was
vaccinated IM with a second dose of GARDASIL (batch # NF56480; lot # 0251U). Concomitant therapy included VALETTE. It was reported that patient
tolerated the first dose of GARDASIL well. On 29-FEB-2008 the patient was diagnosed with pelvic venous thrombosis. The physician did not see the diagnosis
in relation to the vaccine but the patient's mother did. The outcome was unknown. Pelvic venous thrombosis was considered to be an other important medical
event. The other business partner number includes: E200803641. Additional information is not available.

Symptom Text:

VALETTE 11Dec07 - UnkOther Meds:
Lab Data:
History:

Factor V Leiden heterozygotePrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

311180-1

30-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 No reaction on previous exposure to drug, Pelvic venous thrombosis

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
29-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0251U 1 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Nov-2007
Vaccine Date

21-Nov-2007
Onset Date

2
Days

30-Apr-2008
Status Date

FR
State

WAES0804USA05190
Mfr Report Id

Information has been received from a physician concerning a 41 year old female patient, who on 04-SEP-2007 was vaccinated with the first dose (well
tolerated), and on 19-NOV-2007, was vaccinated with the second dose, IM in the left upper arm, of GARDASIL (lot # 0251U; batch NF56480 - dose 2). On 21-
NOV-2007 the patient developed meningism, cephalgia, and became immobile (not further specified). At the time of this report, the patient had not recovered
from the events. Follow up information received from a health authority, indicated that the patient, who had an unspecified allergy, asthma and hay fever, was
hospitalized due to the events (dates not specified). A cranial magnetic resonance imaging (MRI), lumbar puncture, and diagnostic labs were performed,
though results were not reported. At the time of this report, the patient had recovered from meningism and "immobility" within 3 days. Headache was ongoing.
Additional information has been requested. Other business partner numbers include: E2008-03438; reference PEI2008004667.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Asthma; Hypersensitivity; Hay feverPrex Illness:

spinal tap 21?Nov07 Comment: not reported; magnetic resonance imaging 21?Nov07 Comment: not reported; diagnostic laboratory test 21?Nov07 Comment:
not reported
No reaction on previous exposure to vaccine.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
41.0

311181-1 (S)

30-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Immobile, Inappropriate schedule of drug administration, Meningism

 HOSPITALIZED, SERIOUS

Other Vaccine
29-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Oct-2007
Vaccine Date

01-Dec-2007
Onset Date

43
Days

30-Apr-2008
Status Date

FR
State

WAES0804USA05192
Mfr Report Id

Information has been received from a physician concerning a 13 year old female patient with no underlying disease, who reported as healthy previously. She
did not have family history of diabetes. On 19-SEP-2007 she was vaccinated with a first dose of GARDASIL (batch # NF32350; lot # 1340F) and on 19-OCT-
2007 she was vaccinated IM into the upper arm with a second dose of GARDASIL (batch # NF43780; lot # 0251U). Five weeks later on 01-DEC-2007 the
patient developed type 1 diabetes mellitus. The outcome was unknown. Type 1 diabetes mellitus was considered to be as other important medical event. This
case is closed. The other business partner number included: E200803743. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

311182-1

30-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Type 1 diabetes mellitus

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
29-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0251U 1 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Apr-2008
Vaccine Date

16-Apr-2008
Onset Date

1
Days

29-May-2008
Status Date

PA
State Mfr Report Id

Area of erythema at VARIVAX site - 1-2 in diameter - no treatment - observe only.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

311199-1

29-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema

 ER VISIT, NOT SERIOUS

Other Vaccine
29-Apr-2008

Received Date

Cellulitis after Varivax~Varicella (Varilrix)~2~13~In SiblingPrex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

1777U
1486U

Left arm
Right arm

Subcutaneously
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Apr-2008
Vaccine Date

23-Apr-2008
Onset Date

1
Days

30-Apr-2008
Status Date

GA
State Mfr Report Id

Mother called, patient had nausea and abdominal pain x 2 days after recieving injection.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

311219-1

30-Apr-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
29-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1967U 0 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Apr-2008
Vaccine Date

26-Apr-2008
Onset Date

0
Days

01-May-2008
Status Date

NV
State Mfr Report Id

4/36/08 - Patient received in left arm Tdap Boostrix AC52B021AA 5/09 and MCV4 U539AA 3/13/09 - There is redness and swelling in left arm from bicep to
tricep staring 2" below the deltoid - when looking for injection sites clearly below the deltoid muscle - vaccines were given in site to same. Patient also feels
nauseated with headaches since Saturday 4/26/08

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

311234-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Headache, Nausea, Oedema peripheral

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
29-Apr-2008

Received Date

Prex Vax Illns:

TDAP

MNQ
HPV4
HEPA

GLAXOSMITHKLINE
BIOLOGICALS
SANOFI PASTEUR
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

AC52B021AA

U2539AA
1446U
AHAVB216AA

0

0
0
0

Left arm

Left arm
Right arm
Right arm

Intramuscular

Intramuscular
Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Apr-2008
Vaccine Date

25-Apr-2008
Onset Date

0
Days

01-May-2008
Status Date

PA
State Mfr Report Id

On 4/25/08 patient received GARDASIL #2. Within 50 minutes - onset of vomiting x 6 hours and fever 102. Twin sister - same symptoms. On 2/18/08 - Gardasil
#1. Onset of vomiting, fever 3 days later.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

311236-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pyrexia, Vaccine positive rechallenge, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
29-Apr-2008

Received Date

Same symptoms~HPV (Gardasil)~1~11~In SiblingPrex Vax Illns:

HPV4 MERCK & CO. INC. 1978U 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Apr-2008
Vaccine Date

25-Apr-2008
Onset Date

0
Days

01-May-2008
Status Date

PA
State Mfr Report Id

On 4/25/08 - patient received GARDASIL #2. Within 50 minutes - onset of vomiting x 6 hours. Also developed fever 102, lethargy. Similar sxs - 3 days after
GARDASIL #1 (2/18/08).

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

311237-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Lethargy, Pyrexia, Vaccine positive rechallenge, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
29-Apr-2008

Received Date

Same symptoms~HPV (Gardasil)~1~11~In SiblingPrex Vax Illns:

HPV4 MERCK & CO. INC. 1978U 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Apr-2008
Vaccine Date

14-Apr-2008
Onset Date

2
Days

01-May-2008
Status Date

FR
State

WAES0804USA05046
Mfr Report Id

Information has been received from a general practitioner concerning a 17 year old female patient with lupus which had been diagnosed in August 2005, who
on 12-APR-2008 was vaccinated with a first dose of GARDASIL (batch # NG41880, lot # 1201U) (Route and site of administration were not reported). It was
reported that two or three days after vaccination, the patient experienced a flare of her pre-existing lupus. The disease was stabilised at the time of vaccination.
The patient's flare was characterised by arthralgia, fever and asthenia. Pain was described as significant and was not relieved by corticosteroids. At the time of
this reporting, the patient had not recovered. The Lupus erythematosis disseminated and condition aggravated were considered to be other important medical
event. The other business partner number included: E200803767. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Lupus erythematosusPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

311261-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Asthenia, Condition aggravated, Pain, Pyrexia, Systemic lupus erythematosus

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
30-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1201U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8559
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
01-May-2008
Status Date

FR
State

WAES0804USA05402
Mfr Report Id

Information has been received from a physician concerning a female patient who was vaccinated with the third dose of Gardasil.  It was reported that two to
three hours post vaccination the patient experienced relapsing fever and was hospitalized on an unknown date.  At the time of this report the patient had not yet
recovered.  It was reported that the first and second doses of Gardasil were well tolerated.  Other business partner numbers included: E200803569 and
E200803295.  No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Immunisation

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

311262-1 (S)

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 No reaction on previous exposure to drug, Relapsing fever

 HOSPITALIZED, SERIOUS

Other Vaccine
30-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Feb-2008
Vaccine Date

07-Mar-2008
Onset Date

9
Days

01-May-2008
Status Date

FR
State

WAES0804USA05403
Mfr Report Id

Information has been received from a health authority concerning a 17 year old female patient with asthma who on 27-FEB-2008 was vaccinated with a dose of
GARDASIL. Concomitant suspect therapy included montelukast sodium, 10 mg daily for the treatment of asthma. Other concomitant therapy included
SYMBICORT and Neovletta 28 for several years. Three days later, on 01-MAR-2008 she was started with montelukast sodium as a complement for her asthma
treatment. On 07-MAR-2008 the patient experienced blood-filled blisters in the mouth, petechiae and bleedings from the lower abdomen. The patient was
hospitalized on an unspecified date. A control of the thrombocytes indicated a low value - only 5 (no unit reported). After treatment with globulin, immune
(OCTAGAM), steroids and tranexamic acid (CYKLOKAPRON) the thrombocytes increased. On 14-MAR-2008, the thrombocytes had been normalized. At the
time of this report the patient had not yet recovered. Other business partner numbers include: E200803620 and 081262. No further information is available.
This case is closed.

Symptom Text:

SYMBICORT, Unk - Unk; hormonal contraceptives (unspecified), Unk - Unk; TAB SINGULAIR, 10 mg/DAILY, 01Mar08-UnkOther Meds:
Lab Data:
History:

Asthma; Oral contraceptionPrex Illness:

platelet count ??Mar08 Comment: low value - only 5 (no unit reported)

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

311263-1 (S)

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Blood blister, Blood product transfusion, Immunoglobulins, Intra-abdominal haemorrhage, Oropharyngeal blistering, Petechiae, Thrombocytopenia

 HOSPITALIZED, SERIOUS

Other Vaccine
30-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Jul-2007

Vaccine Date
01-Dec-2007
Onset Date

141
Days

01-May-2008
Status Date

FR
State

WAES0804USA05462
Mfr Report Id

Information has been received from a physician concerning a 16 year old female patient who on 06-SEP-2007 was vaccinated into the upper arm with the
second dose of GARDASIL (Lot # 1475F, batch # NF37120). In December 2007 (date not reported), the patient experienced epileptic fits and was treated with
anticonvulsants LAMOTRIGIN. On 19-FEB-2008 the patient was vaccinated with a third dose of GARDASIL (Lot # 0510U, batch # NG20180.) The first dose of
GARDASIL (Lot #654948/0903F, batch # NE47410.) On 13-JUL-2007 was well tolerated. At the time of this report the patient's outcome was unknown. Upon
internal review epileptic fits was considered to be an other important medical event. Other business partner numbers include: E200803454. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Immunisation

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

311264-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Epilepsy, No reaction on previous exposure to drug

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
30-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0903F 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8562
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Feb-2008
Vaccine Date

27-Feb-2008
Onset Date

0
Days

01-May-2008
Status Date

FR
State

WAES0803CAN00084
Mfr Report Id

Information has been received from a female who on 27-FEB-2008 was vaccinated with GARDASIL, first dose, lot # not available. On 19-MAR-2008 the patient
found out that she was pregnant. The patient reported that the first day of her last menstrual cycle was 17-FEB-2008. The estimated date of delivery is 23-NOV-
2008. Additional information was received on 23-APR-2008: the patient suffered a miscarriage on 21-APR-2008. She was about 9 weeks along in her
pregnancy at the time. On 21-APR-2008 the patient recovered from pregnant. Upon internal review, miscarriage was considered to be another important
medical event. No further information is available.

Symptom Text:

unknownOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 17Feb08)Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

311265-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
30-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8563
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Apr-2008
Vaccine Date

16-Apr-2008
Onset Date

14
Days

01-May-2008
Status Date

MO
State Mfr Report Id

abscess formation at injection site treated with Bactrim x 10 days on 4/23/08Symptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

bacterial culture sent on 4/23/08

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

311277-1

02-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site abscess

 ER VISIT, NOT SERIOUS

Other Vaccine
30-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1967U 2 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8564
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Apr-2008
Vaccine Date

21-Apr-2008
Onset Date

0
Days

01-May-2008
Status Date

OK
State Mfr Report Id

Complained of H/A, Excedrin relief 1730 4/21/08.  Site pain warmth axilla to elbow left UE, injection site.  No redness 4/23/08, dizziness and blurring eyes OU
20/20 uncorrected, no injection site pain 4/23/08 cont with dizziness.

Symptom Text:

MUI; Loestrin; SingulairOther Meds:
Lab Data:
History:

NonePrex Illness:

Normal CBC
Known history asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

311278-1

02-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Axillary pain, Dizziness, Headache, Injection site pain, Injection site warmth, Vision blurred

 ER VISIT, NOT SERIOUS

Other Vaccine
30-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1967U 2 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8565
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Apr-2008
Vaccine Date

17-Apr-2008
Onset Date

2
Days

01-May-2008
Status Date

AZ
State Mfr Report Id

Cellulitis - right arm 5cm x 5cm erythema plus warmth.  On Augmentin 400mg PO BID for 7 days.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

Scar on left thigh

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
10.0

311279-1

02-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Cellulitis, Erythema, Skin warm

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
30-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0388U 2 Right arm Unknown



10 JUN 2008 06:27Report run on: Page 8566
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Apr-2008
Vaccine Date

22-Apr-2008
Onset Date

0
Days

01-May-2008
Status Date

MA
State Mfr Report Id

Rash/Swelling at injection site with some shortness of breath and chest pain - Lasted 30min. and resolvedSymptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

311281-1

02-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Chest pain, Dyspnoea, Injection site rash, Injection site swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
30-Apr-2008

Received Date

Prex Vax Illns:

VARCEL
TDAP
HPV4
MNQ

MERCK & CO. INC.
UNKNOWN MANUFACTURER
MERCK & CO. INC.
SANOFI PASTEUR

1585U
AC52B15BA
0522U
U2395BA

0

Left arm
Left arm

Right arm
Right arm

Unknown
Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 8567
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Mar-2008
Vaccine Date

13-Mar-2008
Onset Date

0
Days

01-May-2008
Status Date

TX
State Mfr Report Id

Patient experienced diarrhea and vomiting a couple of hours after the injection.  These symptoms lasted through the next day.  Treated by mother with
Imodium.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

NKA
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

311285-1

02-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Diarrhoea, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
30-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1967U 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 8568
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Apr-2008
Vaccine Date

07-Apr-2008
Onset Date

3
Days

02-May-2008
Status Date

NY
State Mfr Report Id

Student had #1 HPV done at hospital 1/18/08 - 2/2 broke out in rash, on abdomen, lower back with pain.  Came to school 2/4.  Diagnosed with herpes zoster.
Treat with Zovirax for 7 days - labs drawn (nml) above reported ko Merck spec/ and med staff.  No contraindication #2 HPV.  #2 HPV given 4/4/08 - student
returned 1 week later.

Symptom Text:

OCPOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

311291-1

29-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Back pain, Herpes zoster, Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
30-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1060U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8569
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Apr-2008
Vaccine Date

29-Apr-2008
Onset Date

1
Days

05-May-2008
Status Date

NC
State Mfr Report Id

2" ROUND CIRCLE AROUND VACCINE AREA. IT IS HARD AND WARM TO THE TOUCH, ITCHING AND SWOLLEN RAISED ABOUT 1/2 INCH.Symptom Text:

MENACTRA AND HPV PRIVATE FUNDS TDAP AND HEP A WITH PUBLIC FUNDSOther Meds:
Lab Data:
History:

NONEPrex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

311317-1

05-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site induration, Injection site pruritus, Injection site swelling, Injection site warmth

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
30-Apr-2008

Received Date

Prex Vax Illns:

TDAP
MNQ
HPV4
HEPA

SANOFI PASTEUR
SANOFI PASTEUR
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

C2766AA
U2619AA
1486U
AHAVB223AA

0
0
0
2

Right arm
Right arm
Left arm
Left arm

Intramuscular
Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 8570
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Apr-2008
Vaccine Date

Unknown
Onset Date Days

05-May-2008
Status Date

MN
State Mfr Report Id

HPV on 10/16/2007, 12/26/2007, and 04/30/2008.  Patient diagnosed with inflammatory arthritis.  Symptoms started after receiving the first HPV.Symptom Text:

Naprosyn 500-mg tablets  one tablet by mouth twice per day. Minocycline 100mg by mouth  twice a day  Yasmin 28 one tablet by mouth daily Multivitamin one
tablet by mouth daily Differin Cream 0.1% once per day in the evening.  Albuterol

Other Meds:

Lab Data:
History:

NonePrex Illness:

Sed rate on 01/23/08 was 25.  C-reactive protein was 15.6 on 02/21/08.  TSH was 5.4 on 01/23/08.
Allergy to erythromycin/sulfisoxazole

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

311324-1

05-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthritis, Inflammation

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
30-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1978U 2 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8571
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Apr-2008
Vaccine Date

08-Apr-2008
Onset Date

1
Days

01-May-2008
Status Date

FR
State

WAES0804USA06280
Mfr Report Id

Information has been received from a pediatrician concerning a 14 year old female with no medical history, who on 07-APR-2008 was vaccinated into the left
upper arm with a first dose of Gardasil (Lot# 0466U; Batch# NG46490).  On 08-APR-2008 the patient experienced acute sudden hearing loss and was referred
to an ear, nose, and throat doctor.  At the time of the report, the patient's symptoms were ongoing.  Upon internal review sudden hearing loss was considered
to be an other important medical event.  Other business partner numbers included: E2008-03436.  Additional information is not available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

311351-1

01-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Sudden hearing loss

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
30-Apr-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0466U 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 8572
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Oct-2007
Vaccine Date

31-Oct-2007
Onset Date

15
Days

02-May-2008
Status Date

FR
State

WAES0804USA05603
Mfr Report Id

Information has been received from a general practitioner, concerning a 20 year old female patient with latent hypothyroidism, who on 16-OCT-2007 was
vaccinated with a dose of Gardasil (lot #, route and site not reported).  Concomitant therapy included L-THYROXIN.  At the end of October 2007, the patient
experienced paraesthesia along the spine down to coccyx when flexing the head, and was diagnosed as typical Lhermitte's sign.  Since January 2008, the
patient has had relapsing paraesthesia in the fingers.  Several examinations for diagnostic including lumbar puncture, were performed, though results were not
yet reported.  On an unknown date, she was hospitalized (details and dates not specified).  Other business partner numbers include: E2008-03921.

Symptom Text:

L-THYROXIN, Unk - UnkOther Meds:
Lab Data:
History:

Latent hypothyroidismPrex Illness:

spinal tap, result not reported

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

311390-1 (S)

02-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Lhermittes sign, Paraesthesia

 HOSPITALIZED, SERIOUS

Other Vaccine
01-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8573
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Apr-2008
Vaccine Date

22-Apr-2008
Onset Date

0
Days

02-May-2008
Status Date

FR
State

WAES0804USA05686
Mfr Report Id

Information has been received from a gynecologist, concerning a 16 year old female patient, who on 22-OCT-2007 was vaccinated with the first dose (well
tolerated), on 19-DEC-2007, with the second dose (well tolerated), and on 22-APR-2008 with the third dose, IM, of Gardasil (lot 1113U; batch NH10080, dose
3).  On the night after vaccination, the patient experienced a "hot feeling" (no fever) and chills.  On 23-APR-2008, she developed dizziness and was extremely
pale ("white as chalk").  She was hospitalized (details not specified).  At the time of this report, the outcome of the events was not specified.  Additional
information has been requested.  Other business partner numbers include: E2008-03822; E2008-03823 (non-serious report, same reporter, same product).

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
No reaction on previous exposure to vaccine.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

311391-1 (S)

02-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Chills, Dizziness, Feeling hot, Pallor

 HOSPITALIZED, SERIOUS

Other Vaccine
01-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1113U 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8574
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
02-May-2008
Status Date

GA
State Mfr Report Id

Started losing patches of hair after 2nd injection.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

311424-1

02-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Alopecia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
01-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8575
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Apr-2008
Vaccine Date

14-Apr-2008
Onset Date

0
Days

02-May-2008
Status Date

FR
State

WAES0805USA00001
Mfr Report Id

Information has been received from a physician concerning a 15 year old female who on 14-APR-2008, was vaccinated IM with a first dose of Gardasil ("Lot#
reported as 656016/0969F; Batch# NH06410").  Concomitant therapy included hormonal contraceptives (unspecified).  Immediately after the vaccination, the
patient experienced a circulatory collapse with convulsions for about 20 seconds.  After about one minute the patient was addressable, her pupils were isocor,
there was no tongue bite evident, her blood pressure was 100/80 and her pulse was reported as 60.  At the time of this report, the patient recovered
completely.  Convulsion and circulatory collapse are considered to be other important medical events.  Other company numbers included: E200803528.
Additional information is not expected.  The file is closed.

Symptom Text:

hormonal contraceptives (unspecified), Unk - UnkOther Meds:
Lab Data:
History:
Prex Illness:

blood pressure measurement, 14Apr08, 100/80; total heartbeat count, 14Apr08, 60
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

311436-1

02-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Circulatory collapse, Contraception, Convulsion, Immediate post-injection reaction

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
01-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0969F 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8576
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-May-2008
Vaccine Date

01-May-2008
Onset Date

0
Days

05-May-2008
Status Date

OH
State Mfr Report Id

Temperature per patient 99.2 - patient took Tylenol. Weakness - no treatment done.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None known
Migraines, Endometriosis

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

311439-1

05-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Body temperature increased

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
01-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0073X 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8577
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Apr-2008
Vaccine Date

29-Apr-2008
Onset Date

0
Days

05-May-2008
Status Date

TN
State Mfr Report Id

4 hours after vaccines administered developed pruritic rash on thighs and upper (L) chest. Treated next day with Benadryl. Depo Medrol 40mg and Decadron
4mg.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
Seasonal Allergies

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

311440-1

05-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash pruritic

 ER VISIT, NOT SERIOUS

Other Vaccine
01-May-2008

Received Date

Prex Vax Illns:

TTOX
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U1993BA
19674

5
0

Right arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 8578
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Apr-2008
Vaccine Date

21-Apr-2008
Onset Date

0
Days

02-May-2008
Status Date

OH
State Mfr Report Id

1 hrs after receiving Gardasil pt felt weak, dizzy, hyperventilated.  Pt felt dizzy & weak with a headache for 5 days post injection.  Pt went to pediatrician had
blood tests-all were WNL.  Pt has fully recovered.  Pt. also complained of joints aching.

Symptom Text:

Other Meds:
Lab Data:
History:

noPrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

311442-1

02-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Asthenia, Dizziness, Headache, Hyperventilation

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
01-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1740U 2 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 8579
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Oct-2007
Vaccine Date

15-Oct-2007
Onset Date

0
Days

05-May-2008
Status Date

--
State

WAES0710USA03731
Mfr Report Id

Information has been received from a 23 year old female who on 15-OCT-2007 was vaccinated with her first dose of Gardasil.  On 18-OCT-2007 the patient
found out she was pregnant.  On 22-APR-2008, it was reported by the patient, that on approximately 01-NOV-2007, reported as "about two weeks after calling,"
that she had lost the baby.  She reported that the miscarriage was early in her pregnancy and she was doing fine.  Upon internal review, spontaneous abortion
was considered to be an other important medical event.  No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = Unknown)Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

311455-1

05-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
02-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8580
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Mar-2008
Vaccine Date

28-Mar-2008
Onset Date

0
Days

05-May-2008
Status Date

OH
State

WAES0804USA00974
Mfr Report Id

Initial and follow-up information has been received from a physician concerning an 18 year old female with a urinary tract infection at the time of vaccination
and no allergies or drug reactions who on 28-MAR-2008 was vaccinated with a first dose of GARDASIL (lot# 659182/1757U) injection in the left arm at 10:00
AM. Concomitant therapy included BACTRIM for the urinary tract infection. After receiving the vaccine in the office and on the way home the patient developed
diffuse rash. On 29-MAR-2008 the patient was seen by the physician and saw the patient at that time had markedly swollen lips and she had a diffuse
maculopapular rash all over. Subsequently, on an unspecified date the patient recovered from the rash and swollen lips. No further information was provided.
The reporter felt that maculopapular rash and swollen lips were considered to be an other medical event. Additional information has been requested.

Symptom Text:

BactrimOther Meds:
Lab Data:
History:

Urinary tract infectionPrex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

311456-1

05-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Lip swelling, Rash maculo-papular

 ER VISIT, NOT SERIOUS

Other Vaccine
02-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1757U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8581
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Apr-2008
Vaccine Date

09-Apr-2008
Onset Date

0
Days

05-May-2008
Status Date

TX
State

WAES0804USA05085
Mfr Report Id

Information has been received from a medical assistant concerning a 19 year old female, who on 09-APR-2008 was vaccinated with a 0.5mL first dose of
Gardasil.  Subsequently, the patient was pregnant.  It was reported that the office did not conduct a pregnancy test prior to the vaccination.  The patient called
the office to report that she experienced a miscarriage on 21-APR-2008.  The patient went to see the physician.  A total serum human chorionic gonadotropin
test was performed and did not show that the patient was pregnant.  On 09-APR-2008 the patient experienced received first dose while pregnant.  At the time of
the report, the outcome of the patient was unknown.  Upon internal review miscarriage was considered to be an other important medical event.  Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = Unknown)Prex Illness:

total serum human, did not show patient was pregnant

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

311457-1

05-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
02-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8582
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
05-May-2008
Status Date

FR
State

WAES0804USA05385
Mfr Report Id

Information has been received from a paediatrician concerning an approximate 12 year old female with a history of non-medicated rheumatism who on an
unspecified date was vaccinated with GARDASIL (lot#, injection route and site not reported). Subsequently, on an unspecified date 1.5 weeks post-vaccination
the patient experienced cerebellitis and was hospitalized. The outcome was not reported. Additional information is not expected. Other business partners
included are: E2008-03718.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

RheumatismPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

311458-1 (S)

05-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Encephalitis

 HOSPITALIZED, SERIOUS

Other Vaccine
02-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8583
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Mar-2007
Vaccine Date

01-Mar-2008
Onset Date

338
Days

05-May-2008
Status Date

FR
State

WAES0804USA05386
Mfr Report Id

Information has been received from a health authority, concerning a 16 year old female patient, and recurrent infections with transaminases increased (since
2005), who on 29-MAR-2007 was vaccinated with the first dose, which was well tolerated (lot # 654884/0902F; batch NE24240); on 07-MAY-2007 was
vaccinated with the second dose, which was well tolerated (lot # 655671/1024F; batch NE63230); and on 06-DEC-2007 was vaccinated with the third dose in
the upper arm, of Gardasil (lot # 0251U; batch NF56480). In January 2008, the patient developed streptococcal infection with sepsis syndrome and herpes
zoster. In March 2008, the patient was diagnosed with a common variable immunodeficiency, with decreased IgG and IgG 1. She was hospitalized (date and
duration not reported. Common variable immunodeficiency was considered to be immediately life threatening. The reporter (not specified), considered a
relation to the vaccine doubtful, as the patient showed recurrent infections with increased transaminases, which occurred for the first time in 2005. Other
business partner numbers include: E2008-03745; reference # PEI2008004690.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

serum immunoglobulin G test, 01Mar08, decreased; serum antiendomysial antibodies test, 01Mar08, IgG 1 decreased
No reaction on previous exposure to vaccine; Infection; Transaminases increased

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

311459-1 (S)

05-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Herpes zoster, Immunodeficiency common variable, Sepsis syndrome, Streptococcal infection

 HOSPITALIZED, LIFE THREATENING, SERIOUS

Other Vaccine
02-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0902F 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8584
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jan-2008
Vaccine Date

09-Jan-2008
Onset Date

8
Days

05-May-2008
Status Date

FR
State

WAES0804USA05691
Mfr Report Id

Information has been received from a pediatrician concerning a 13 year old female, who in January 2008, was vaccinated with a second dose of GARDASIL
(Lot# 0483U; Batch# NG20160).  Nine days post vaccination the patient experienced a facial palsy.  The patient recovered completely within three months.  It
was reported that the first vaccination with GARDASIL was well tolerated.  Other business partner numbers included: E2008-03798.  Additional information is
not expected.  The file is closed.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
No reaction on previous exposure to vaccine.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

311460-1

05-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Facial palsy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
02-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0483U 1 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Mar-2007
Vaccine Date

11-Apr-2007
Onset Date

37
Days

02-May-2008
Status Date

NJ
State Mfr Report Id

Following the administration of the 1st (of 3) Gardasil vaccines, patient has developed angioedema.  It is ongoing (eyes, lips, hands, feet).Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

As ordered by an allergist all bloodwork showed no conclusions
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

311478-1

02-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Angioedema

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
02-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0263U 0 Right arm Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Apr-2008
Vaccine Date

16-Apr-2008
Onset Date

0
Days

05-May-2008
Status Date

NJ
State Mfr Report Id

As per MD who administered vaccines, pt fainted ~1 minute after 3 vaccines had been administered.  MD called for me and I saw the patient who was in a
chair.  Her back arched back.  Eyes open & rolled back was unresponsive & noted tonic posturing of her left hand.  PT became awake & oriented after being
assisted to floor.  Episode lasted <1 minute.  Pt was given soda (had no breakfast) and released to mother's care upon becoming fully awake\alert\oriented.
Mom reported patient had headache x24H following the incident (follow-up phone call x 9 days after).

Symptom Text:

Other Meds:
Lab Data:
History:

NoPrex Illness:

No; Mother states patient has had 3 episodes of similar incident occurring with medical procedures over the period of her life.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

311481-1

05-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Gaze palsy, Headache, Opisthotonus, Posturing, Syncope, Unresponsive to stimuli

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
02-May-2008

Received Date

Prex Vax Illns:

VARCEL
HEPA

HPV4

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

1586U
AHAVB171AA

0928U

1
0

1

Right arm
Right arm

Left arm

Subcutaneously
Intramuscular

Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Feb-2008
Vaccine Date

05-Feb-2008
Onset Date

0
Days

05-May-2008
Status Date

CT
State Mfr Report Id

Abdominal pain and vomiting starting the evening of vaccination, resolved the next day.  Patient refused subsequent doses of vaccine.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

311519-1

05-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
02-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1487U 0 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Jan-2008
Vaccine Date

14-Feb-2008
Onset Date

21
Days

05-May-2008
Status Date

FL
State Mfr Report Id

two weeks after the vaccine for Gardasil I had a cold that lasted a month and a half. Than on 3/20/08 I went to the emergency room because of chest pains
shortness of breath dizziness tingling in arms and legs blurred vision. They diagnosed me as having an anxiety attack and they prescribed Xanax. Which I
ended up taking to much due to the chest pains i was having I than ended up in the er the next day. After that i went to my doctor for a follow up and saw (P.A)
who prescribed cough suppresant and zithromax that I took for 5 days and she told me to go see a cardiologist and a psychiatrist. So then I saw Dr.
(Cardiologist) he ran test. He then said my heart was inflammed and gave me trial moblic i had to take for 3 days along with Zantac. I still continued with the
chest pains and tingling in arms and legs with the shortness of breath. He then did a 2D echo and had me take a stronger dose of moblic and then had a CT of
my chest because he thought I had a pulmonary emboli. Then he gave me motrin 800 mg every 8Hrs as needed for chest pains. I still get the chest pains
constantly. Yesterday I started with the shortness of breath and tingling in my arms and legs, the dizziness and blurred vision. I will be calling the cardiologist
again on Monday 05/05/08 to see what else I need to do. At that time I will be letting him know that I did recieve the Gardasil injection in January 24,2008, since
I had forgotten to tell him. I did not think it was important at the time, but now I am wondering if this is a side effect of Gardasil.I have no problems prior to
recieving the shot.

Symptom Text:

Birth control pills Loestrin 24 FeOther Meds:
Lab Data:
History:

NonePrex Illness:

CT of the chest ,Blood work, ECG, 2D Echo
shoulder pain no medications taken or prescribed.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

311523-1

06-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anxiety, Chest pain, Dizziness, Dyspnoea, Inflammation, Nasopharyngitis, Paraesthesia, Vision blurred

 ER VISIT, NOT SERIOUS

Other Vaccine
03-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8589
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-Jun-2007
Vaccine Date

01-Jan-2008
Onset Date

202
Days

05-May-2008
Status Date

TX
State

WAES0802USA06239
Mfr Report Id

This is in follow-up to report(s) previously submitted on 3/14/2008.  Information has been received from a physician and a registered nurse concerning a 24
year old white female (height 61") who in December 2006 was vaccinated with her first dose of GARDASIL (lot # not reported), IM.  On 19-FEB-2007, the
patient was vaccinated with the second dose of GARDASIL (Lot #655503/0012U), IM in the deltoid.  On 13-JUN-2007, the patient was vaccinated with the third
dose of GARDASIL (Lot #657736/0389U), IM in the deltoid.  Concomitant medication was not reported.  The patient was not sexually active during the time
frame when she received all three GARDASIL doses.  The patient became sexually active in August 2007.  On 10-AUG-2007, the following laboratory tests
were performed HIV screen, Chlamydia trachomatis, Neisseria gonorrhoeae, HCV Ab (0.2 s/co ratio - normal) and HBsAg screen and all results were negative.
On 22-JAN-2008, the patient had a PAP test performed and results were abnormal and showed epithelial cell abnormality, low grade squamous intraepithelial
lesion mild dysplasia at least was present cells suspicious for a high grade lesion are also present.  In February 2008, the patient underwent a colposcopy and
2 sites were found with moderate dysplasia.  On 20-FEB-2008, uterine cervix biopsy was performed which showed chronic cervicitis, negative for dysplasia and
malignancy, high grade squamous intraepithelial lesion (moderate dysplasia, CIN 2) at the transition zone extending into the endocervical glands.  A
endocervical currettage performed this same day showed tissue insufficient for evaluation.  On 27-FEB-2008, endocervical currettage was performed which
showed benign endocervical fragments negative for dysplasia and malignancy.  On 25-MAR-2008, a loop electrosurgical excision procedure was performed
which showed squamous and endocervical mucosa with low grade squamous intraepithelial lesion encompassing up to mild dysplasia (CIN1), dysplasia
identified at margins of resection.  It was reported that on 25-

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Prex Illness:

Colposcopy 02/??/08 - 2 sites w/moderate dysplasia; Biopsy 02/20/08 - uterine cervix: chronic cervicitis, negative for dysplasia and malignancy; Biopsy
02/20/08 - uterine cervix: high grade SIL mod dysplasia, CIN II at trans zone extending
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

311534-1

05-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Cervical dysplasia, Cervicitis

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
02-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0389U 2 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Mar-2008
Vaccine Date

19-Mar-2008
Onset Date

0
Days

05-May-2008
Status Date

KS
State

KS200803
Mfr Report Id

Mom states the evening after vaccine given the client got a red rash and itching, gave Benadryl PO and top'l Bactrim for itching today.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

311540-1

03-Jun-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Pruritus, Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
02-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0052X 0 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-May-2008
Vaccine Date

01-May-2008
Onset Date

0
Days

05-May-2008
Status Date

CA
State Mfr Report Id

5/1/08 (L) arm rash right after Varicella vaccine administered SQ. 5/2/08 TC to parent. Pt still has rash and slight redness and swelling. Pt told to apply cold
compress and come back if worsens/does not improve.

Symptom Text:

Other Meds:
Lab Data:
History:

NoPrex Illness:

Allergic to -cillins.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

311545-1

05-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Rash, Swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
02-May-2008

Received Date

Prex Vax Illns:

VARCEL
TD
MNQ
HEPA

HPV4

MERCK & CO. INC.
SANOFI PASTEUR
SANOFI PASTEUR
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

1662U
U1991CA
U2541AA
AHAVB171AA

1446U

2

1
2

1

Left arm
Left arm

Right arm
Right arm

Left arm

Subcutaneously
Intramuscular
Intramuscular
Intramuscular

Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Dec-2007
Vaccine Date

05-Dec-2007
Onset Date

0
Days

06-May-2008
Status Date

--
State

WAES0712USA08442
Mfr Report Id

Information has been received from a 21 year old female consumer that is also the patient, who has no pertinent medical history, drug reaction/allergies or
concomitant medication usage. On 05-DEC-2007, the consumer was vaccinated (route and site not reported) with the 1st dose of GARDASIL (lot# not
reported). The consumer found out she was pregnant after receiving the 1st dose of GARDASIL. The consumer reported that she was 6 weeks pregnant. The
patient did receive unspecified medical attention. No lab diagnostic test were performed. Follow up from the consumer indicated that she had a miscarriage on
31-JAN-2008. She added that "everything is OK now," and added that she had no problems since then. Upon internal review, had a miscarriage was
considered to be serious as an other important medical event. No additional information is expected.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 11/8/2007)Prex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

311564-1

06-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
05-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Oct-2007
Vaccine Date

01-Nov-2007
Onset Date

20
Days

06-May-2008
Status Date

FR
State

WAES0803USA04697
Mfr Report Id

Information has been received from a physician concerning an 18 year old female patient with no medical history reported, who on 12-OCT-2007 was
vaccinated intramuscularly into the deltoid with the first dose of Gardasil.  On an unspecified date in November 2007, the patient developed bilateral
lymphadenopathies of the right groin which resolved one month later.  The patient also experienced syncope in November 2007, with "immediate" cessation.
This event was considered not serious by the reporter.  On 04-JAN-2008, the patient was vaccinated intramuscularly into the deltoid with a second dose of
Gardasil.  In approximately February 2008 "about a month ago", the patient developed lymphadenopathy at several unspecified sites.  It was reported that one
of the adenopathies (size 3x2 cm) persisted at the right groin and was associated with exudate.  For the events following the second dose of Gardasil, folliculitis
was not ruled out and dermatologic examination results were expected.  The patient received corrective treatment with unspecified antibiotics that did not solve
the problem.  The physician consequently ruled out infection.  The outcome was currently reduced to what looked more like a skin lesion (the size of an
almond) than as an adenopathy.  It was reported that the patient did not experience syncope after the second dose of Gardasil.  Lymphadenopathy, folliculitis
and skin lesion were considered to be other important medical events.  Other business partner numbers included: E200802858, E200802742 and RA0152008.
No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

311565-1

06-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Folliculitis, Lymphadenopathy, Skin lesion, Syncope, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
05-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
06-May-2008
Status Date

--
State

WAES0804USA04729
Mfr Report Id

Information has been received from a physician concerning a female patient who on an unspecified date was vaccinated with a dose of GARDASIL.  It was
reported by the physician, that a daughter of a friend, developed encephalitis after a dose of GARDASIL.  The physician could not provide any additional
information.  At the time of this report the patient's outcome was unknown.  No product quality complaint was involved.  Upon internal review, encephalitis was
considered to be an other important medical event.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

311566-1

06-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Encephalitis

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
05-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
20-Apr-2008
Onset Date Days

06-May-2008
Status Date

FR
State

WAES0804USA05667
Mfr Report Id

Information has been received from a physician concerning her 17 year old daughter who in March 2008, was vaccinated with a third dose of Gardasil.  On 20-
APR-2008 the patient was admitted to the hospital with severe vomiting, diarrhea and circulatory disorder.  The physician of the hospital was contacted by
phone on 22-APR-2008 and reported that the symptoms resolved after 1 and a half days.  It was reported that the patient was in her fourth month of pregnancy.
 It was also reported that the first and second vaccination were well tolerated.  Other business partner numbers include: E200803769.  No further information is
available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 01Jan08)Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

311567-1 (S)

06-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Diarrhoea, Drug exposure during pregnancy, Peripheral vascular disorder, Vomiting

 HOSPITALIZED, SERIOUS

Other Vaccine
05-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Mar-2008
Vaccine Date

06-Mar-2008
Onset Date

0
Days

06-May-2008
Status Date

FR
State

WAES0804USA05671
Mfr Report Id

Information has been received from a physician concerning a 16 year old female who on 06-MAR-2008 was vaccinated IM in the deltoid muscle with the third
dose of GARDASIL (Lot# not reported). Dates and lot #s of previous two vaccinations of GARDASIL were not reported. There were no concomitant medications
reported. On 06-MAR-2008 about 10 minutes post vaccination the patient experienced injection site pain and numbness "starting from below the injection site
and spreading down to the hand". In the course she additionally developed weakness of the hand. It was reported that the injection site pain resolved after one
day and the numbness and weakness were ongoing. It was reported that on 22-APR-2008 the patient was admitted to the hospital for diagnostics. The
physician reported that the first two doses of the vaccine were well tolerated. Other business partner numbers include E2008-03768. Additional information has
been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

311568-1 (S)

06-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Injection site pain, Muscular weakness

 HOSPITALIZED, SERIOUS

Other Vaccine
05-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
01-Feb-2008
Onset Date Days

06-May-2008
Status Date

FR
State

WAES0804USA05706
Mfr Report Id

Information has been received from a health professional concerning a 14 year old female with Crohn's disease since 08-OCT-2003, and a father who also
suffers from the same disease, who in February 2008 the patient was vaccinated IM in the deltoid with a second dose of Gardasil.  Concomitant therapies
included IMURAN 50mg 2x daily, and mesalamine 500mg 3x daily.  Subsequently, the patient experienced a reactivation of Crohn's disease.  Since 24-MAR-
2008 the patient was treated with PREDNOSOLON 20 and 40mg for the reactivation.  The patient had a blood test on 04JAN-2008 and 26-MAR-2008 in the
laboratory section.  At the time of the report, the outcome of the patient was unknown.  Other company numbers included: E2008-03891.  Additional information
is not available.

Symptom Text:

IMURAN (AZATHIOPRINE), Unk - Unk; mesalamine, Unk - UnkOther Meds:
Lab Data:

History:
Regional enteritisPrex Illness:

diagnostic laboratory test, 04Jan08, blood test-increase for the blood platelets, VS, and CRP; diagnostic laboratory test, 04Jan08, VS= 49; diagnostic
laboratory test, 26Mar08, blood test-increase for the blood platelets, VS, and CRP; diagn

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

311569-1

06-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Condition aggravated

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
05-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Apr-2008
Vaccine Date

29-Apr-2008
Onset Date

1
Days

06-May-2008
Status Date

PA
State Mfr Report Id

Hyperpigmentation with central blistering developed over the course of the day -> pt was given topical spray anesthetic at time of vaccination - area consistent
with area topical was sprayed.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

311575-1

06-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Blister, Skin hyperpigmentation

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
05-May-2008

Received Date

Prex Vax Illns:

TDAP
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

C2938AA
1740U

1
1

Right arm
Left arm

Unknown
Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Mar-2008
Vaccine Date

18-Mar-2008
Onset Date

4
Days

06-May-2008
Status Date

GA
State Mfr Report Id

My daughter is currently in hospital on steroids.  After receiving the vaccine Gardasil around March 14th - she began having a FOU for over 30 days.  Her white
& red blood count have dropped (8.0) and her immunity is active.  Unknown cause.  5/16/08 Reviewed hospital medical records for 4/24-5/1/2008. FINAL DX:
fever & leukopenia; autoimmune hemolytic anemia. Records reveal patient experienced fever for more than 30 days w/nausea,  intermittent vomiting, malaise,
poor appetite, weight loss, stomach discomfort, weakness, fatigue, HA, shotty cervical lymphadenopathy, muscle aches/pains, leukopenia, anemia & hepatitis.
Exam revealed mild spenic enlargment & intermittent heart murmur. Heme & Rheum consults done.  Tx w/steroids & d/c to home on continued steroids w/f/u.
5/23/08 Reviewed PCP medical records which included vax records, student health records, consultant records, hospital records & labs.  Non-duplicated
hospital records will be scaned.  Records reveal patient was fatigued after vaccination on 3/14.  Developed fever, chills, sore throat, body aches, decreased
energy & seen by PCP on 3/21. Pts college roomate currently had mono.  Dx w/viral syndrome.  Began to feel very weak, had difficulty walking & soon became
unable to complete college classes.  Seen in student health center 3/31 w/fever, chills, sore throat, body aches, fatigue, nausea & mono-like symptoms.  Dx
w/viral syndrome & anemia. Health continued to decline w/vomiting, loss of appetite, weight loss, pain in low back & abdomen.  Internal med consult 4/11/08.
ID consult of 4/15/08 Admitted to hospital 4/24.

Symptom Text:

Other Meds:
Lab Data:

History:
unsure if she had mono or CMVPrex Illness:

Hospital LABS: H/H 8.3/25.9.  Plts 199, WBC 2.7, neutros 69%, bands 4%, lymphs 16%, monos 10%, Malarian screen (-).  BUN 10, creatinine 0.5.  LDH 992.
Total bilirubin 0.3.  AST 99, ALT 46, Alk phos 76.  RA factor (-).(+) Coombs.  ANA (+).
none  PMH: possible prior hepatitis.  Family Hx: NIDDM.  Had lived out of county for several months.  Allergic: sulfa, nausea.  Sinus surgery, 12/2007.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

311580-1 (S)

30-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Activities of daily living impaired, Anaemia haemolytic autoimmune, Asthenia, Back pain, Cardiac murmur, Chills, Decreased appetite,
Exposure to communicable disease, Fatigue, Gait disturbance, Headache, Hepatitis, Leukopenia, Lymphadenopathy, Malaise, Myalgia, Nausea, Pain,
Pharyngolaryngeal pain, Pyrexia, Splenomegaly, Stomach discomfort, Viral infection, Vomiting, Weight decreased

 HOSPITALIZED, SERIOUS

Related reports:   311580-2;  311580-3;  311580-4;  311580-5

Other Vaccine
05-May-2008

Received Date

Prex Vax Illns:

HPV4HPV4 MERCK & CO. INC. 1740U 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8600
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Mar-2008
Vaccine Date

Unknown
Onset Date Days

14-May-2008
Status Date

--
State

WAES0805USA00428
Mfr Report Id

Initial and follow up information has been received from a pediatrician and a consumer concerning his 19 year old daughter with an allergy to a medicine for
acne that caused her to projectile vomit who on 23-NOV-2007, around Thanksgiving, was vaccinated with a first dose of GARDASIL (Lot# 658488/0930U). It
was reported that she got sick and did nothing the next day. On 14-MAR-2008, the patient was vaccinated IM with a second 0.5 ml dose of GARDASIL (Lot#
659962/1740U). On 17-MAR-2008 three days after receiving the vaccine, the patient developed a fever that wouldn't go away. She tested positive for hemolytic
anemia and was hospitalized. On 18-MAR-2008, four days after receiving the second dose the patient had complained of a sore throat, stomach and back ache
and a fever up to 104 degrees. She had been in the hospital for the past week. Laboratory diagnostic studies performed was reported as "every test they could
do". On 21-MAR-2008, the patient had a mononucleosis spot test and it was negative. The patient went back to college and her symptoms worsened. The
patient was admitted to the hospital (dates unknown). She was then transferred to a different hospital. It was reported that the patient had 105 vials of blood
drawn and the diagnosis of hemolytic anemia seemed to point to an autoimmune response from the second dose of GARDASIL. The patient was discharged
from the hospital (hospitalization dates unknown) and it was reported that the patient remains on steroid therapy. At the time of this report, the patient had not
recovered. It was also reported that the patient had to drop out of college. The reporting physician was consulting with an infectious disease specialist to
confirm the cause of the diagnosis. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:

Drug hypersensitivityPrex Illness:

Diagnostic laboratory - see narrative; Epstein-Barr virus 03/21/08 - negative.
Vomiting projectile

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

311580-2 (S)

30-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain upper, Autoimmune disorder, Back pain, Haemolytic anaemia, Malaise, Pharyngolaryngeal pain, Pyrexia, Vomiting projectile

 ER VISIT, HOSPITALIZED, SERIOUS

Related reports:   311580-1;  311580-3;  311580-4;  311580-5

Other Vaccine
13-May-2008

Received Date

Prex Vax Illns:

HPV4HPV4 MERCK & CO. INC. 1740U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8601
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Mar-2008
Vaccine Date

31-Mar-2008
Onset Date

17
Days

22-May-2008
Status Date

--
State

WAES0805USA02305
Mfr Report Id

Initial and follow up information has been received from a Registered Nurse (R.N) and by telephone concerning a 19 year old female patient who on 23-NOV-
2007 was vaccinated into the left arm with a first dose 0.5 mL of GARDASIL (lot # 658488/0930U) and on 14-MAR-2008 she was vaccinated IM in the right arm
with a second dose 0.5 mL of GARDASIL (lot # 659962/1740U) at another office. On 31-MAR-2008, the patient went to a college health clinic with fever, chills,
sore throat body aches, nausea, "mono-like symptoms". She had laboratory work done and was diagnosed with Viral syndrome and anemia. Her laboratory
work indicated low white blood cell (WBC) count and red blood cell count (RBC). It was reported that she had vomiting, no appetite, inflamed liver and spleen,
dark urine, shortness of breath and fever. She also had pain in lower back and abdominal area. The patient had unspecified laboratory work and was referred
to infectious disease. After ten days of unconfirmed diagnosis, the patient was hospitalized. On an unknown date the patient was discharged from the hospital.
The patient was driven back home and was seen by a cardiologist who noted she was in "good condition". She saw another infectious disease specialist again.
This time the patient was admitted to the hospital from 24-APR-2008 to 01-MAY-2008 for fever. The patient had bone marrow and other unspecified laboratory
tests done. Some enlarged lymph nodes were detected in pelvis and small bowel. Her hemoglobin was 7.9 and "1.7". She was treated with PREDNISONE 60
mg and at the time of this report was on PREDNISONE 40 mg daily. She tested positive for Epstein-Barr virus (EPV) reported as "EPV" and cytomegalovirus
(CMV). Patient's parvo virus, west nile virus/IGM needed to be retested. She lost 17 lb and had to withdraw from college with only one credit to complete. It was
noted that the patient had difficulty with everyday activities. The patient's outcome was unknown. The patient's EBV and CMV were considered to be disabling
as the patient had to withdraw

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Prex Illness:

diagnostic laboratory, 04/24?/08, other blood tests; hemoglobin, 04/24/08, 7.9; hemoglobin, 04/24/08, "1.7"; WBC count, 03/31/08, Low; bone marrow
basophilic, 04/24?/08, positive; serum West Nile virus, 04/24?/08, No result reported; serum
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

311580-3 (S)

30-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Activities of daily living impaired, Anaemia, Anorexia, Back pain, Chills, Chromaturia, Cytomegalovirus infection, Dyspnoea, Epstein-Barr virus
infection, Inflammation, Liver disorder, Lymphadenopathy, Nausea, Pain, Pharyngolaryngeal pain, Pyrexia, Spleen disorder, Viral infection, Vomiting, Weight
decreased

 ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, PERMANENT DISABILITY, SERIOUS

Related reports:   311580-1;  311580-2;  311580-4;  311580-5

Other Vaccine
21-May-2008

Received Date

Prex Vax Illns:

HPV4HPV4 MERCK & CO. INC. 1740U 1 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8602
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Mar-2008
Vaccine Date

14-Mar-2008
Onset Date

0
Days

14-May-2008
Status Date

GA
State

WAES0805USA00532
Mfr Report Id

Information has been received from a Registered Nurse (R.N.) concerning a 19 year old female patient with sulfonamide allergy who on 14-MAR-2008 was
vaccinated with a dose of Gardasil. The nurse stated that the patient did not receive the Gardasil at her office and it was unknown which dose in the series of
the vaccine was given. The nurse reported that the patient developed a fever of 102 to 103 degrees F after she received the Gardasil vaccine which has started
for the past month (start date was not specified). The fever came and went almost every day, but did not last the whole day. The patient was hospitalized on 24-
APR-2008 in relation to the fever and was discharged on 01-MAY-2008. During her hospitalization it was determined that she had a low white blood cell count
and might have a possible auto immune disease. Serum antinuclear antibodies test (ANA) screen was done. Results not provided. A computerized Axial
Tomographic (CAT) scan indicated that the patient had enlarged lymph nodes in abdominal cavity, small bowel, and in upper pelvis. She had unspecified blood
and laboratory tests done. It was reported that patient was improving and was on steroid therapy. No other information available at the time of this report.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Sulfonamide allergyPrex Illness:

computed axial 04/24/08 enlarged lymph nodes; diagnostic laboratory 04/24/08; serum ANA 04/24/08 Possible auto immune disease; body temp 03/??/08 102
F for the past one month; body temp 03/??/08 103 F for the past one month; WBC count 04/24

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

311580-4 (S)

30-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Autoimmune disorder, Lymphadenopathy, Pyrexia

 ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, SERIOUS

Related reports:   311580-1;  311580-2;  311580-3;  311580-5

Other Vaccine
13-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8603
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
30-May-2008
Status Date

GA
State Mfr Report Id

Patient fatigued after vaccine.  That week she began having nausea, sore throat.  Dr visit diagnosed a virus.  2 wks later she had weakness in her legs, FUO
for 37 days up to 104 degrees.  After 7 days in the hospital, 2 infectious disease Drs 1 hematologist couldn't find diagnosis.  She became a hemolytic anemic -
low white-red count lupus-like autoimmune lab tests - put on steroids - fever is back to 103 May 22, 2003.

Symptom Text:

Other Meds:
Lab Data:
History:

none we know ofPrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

311580-5 (S)

30-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Fatigue, Haemolytic anaemia, Laboratory test, Muscular weakness, Nausea, Pharyngolaryngeal pain, Pyrexia, Red blood cell count decreased, Viral infection,
White blood cell count decreased

 HOSPITALIZED, SERIOUS

Related reports:   311580-1;  311580-2;  311580-3;  311580-4

Other Vaccine
28-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8604
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Apr-2008
Vaccine Date

Unknown
Onset Date Days

06-May-2008
Status Date

CA
State Mfr Report Id

Patient was inadvertently given a PEDIARIX vaccine instead of HAV. No adverse reaction per mother. Reported to CDC.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

311583-1

06-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 No adverse event, Wrong drug administered

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
05-May-2008

Received Date

Prex Vax Illns:

TDAP
HPV4
DTAPHE

MNQ

SANOFI PASTEUR
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
SANOFI PASTEUR

C2826AA
1063U
AC21B125AB

U2419AA

0
2

0

Left arm
Right arm
Left arm

Right arm

Intramuscular
Intramuscular
Intramuscular

Intramuscular



10 JUN 2008 06:27Report run on: Page 8605
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Apr-2008
Vaccine Date

17-Apr-2008
Onset Date

1
Days

06-May-2008
Status Date

WA
State Mfr Report Id

Left shoulder pain, stiffness, decreased range of motion.  Persistent/worsening since vaccine administered on 4/16/08.Symptom Text:

Vyvance; DesogenOther Meds:
Lab Data:
History:

nonePrex Illness:

CBC WNL; ESR WNL; ANA neg; RF pending
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

311588-1

06-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injected limb mobility decreased, Musculoskeletal pain, Musculoskeletal stiffness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
05-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1968U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8606
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Apr-2008
Vaccine Date

16-Apr-2008
Onset Date

5
Days

06-May-2008
Status Date

MA
State Mfr Report Id

Gardasil #2 given 4/11/08 right deltoid.  Acute pain right deltoid - seen 4/18.  Doing light weight training.  Pain in deltoid only.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

311597-1

06-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
05-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0052X 1 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8607
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-May-2008
Vaccine Date

02-May-2008
Onset Date

0
Days

06-May-2008
Status Date

MI
State Mfr Report Id

Patient had a procedure done in office.  40 minutes passed and GARDASIL given.  2-3 minutes later patient fainted, fell to floor.  BP: 120/62.  Recovered 2-3
minutes.

Symptom Text:

Yaz - (BCP)Other Meds:
Lab Data:
History:

NonePrex Illness:

NKDA

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

311601-1

06-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
05-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0152X 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 8608
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Apr-2008
Vaccine Date

27-Apr-2008
Onset Date

9
Days

06-May-2008
Status Date

IL
State Mfr Report Id

Rash on face/ext/chest/abdomen consistent with varicella.Symptom Text:

Benzamycin gelOther Meds:
Lab Data:
History:

AcnePrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

311602-1

06-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash vesicular

 ER VISIT, NOT SERIOUS

Other Vaccine
05-May-2008

Received Date

Prex Vax Illns:

VARCEL
TDAP
HPV4
HEPA

MNQ

MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
SANOFI PASTEUR

1490U
C2631AA
1486U
AHAVB222AA

U2404AA

0
0
0
0

0

Left arm
Right arm
Left arm

Right arm

Left arm

Subcutaneously
Intramuscular
Intramuscular
Intramuscular

Intramuscular



10 JUN 2008 06:27Report run on: Page 8609
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Apr-2008
Vaccine Date

29-Apr-2008
Onset Date

1
Days

06-May-2008
Status Date

PA
State Mfr Report Id

beginning on the afternoon after the 2nd Gardasil shot, pelvic and stomach pain, joint pain, vaginal discharge with fishy odor, slight bloody dischargeSymptom Text:

none other than stinging nettle for allergiesOther Meds:
Lab Data:
History:

nonePrex Illness:

n/a
seasonal allergies

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

311632-1

09-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain upper, Arthralgia, Bloody discharge, Pelvic pain, Vaginal discharge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
05-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Right arm Unknown



10 JUN 2008 06:27Report run on: Page 8610
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
M

Gender
24-Apr-2008
Vaccine Date

24-Apr-2008
Onset Date

0
Days

06-May-2008
Status Date

TX
State Mfr Report Id

Patient complained of headache and dizziness for approximately 14 hours after receiving the vaccine.  Patient was observed for 4 hours in the emergency
department that evening, but no intervention except ibuprofen was given. Symptoms resolved subsequently.

Symptom Text:

Kaletra, Didanosine, SustivaOther Meds:
Lab Data:
History:

NonePrex Illness:

None
HIV, asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

311637-1

06-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Headache

 ER VISIT, NOT SERIOUS

Other Vaccine
05-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1487U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8611
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Apr-2008
Vaccine Date

11-Apr-2008
Onset Date

1
Days

06-May-2008
Status Date

CA
State Mfr Report Id

The morning after her injection she woke up complaining of upper right leg pain, near the groin area where the leg bends. No fever or reddness.Two days later
the pain extended down to the knee, and by a week and a half later the pain extended down to the foot. She was also experiencing swelling of the leg and
blanching of the skin accompanied by her leg getting cold to touch. Her right leg is painful to touch and she can not tolerate weight bearing. After a day at
school the leg is very painful and swollen.So far nothing seems to help, heat, ice,  elavating the leg,or vicodin. So she takes extra strength tylenol for the pain.
5/28/2008 MR received from PCP for 2 OVs dated 4/29/08 and 5/02/08 with DX: R leg pain and R leg pain now with absent femoral pulse. Pt presented with c/o
of R leg pain which began 1 day s/p HPV vax.  Initially started in the groin, then moved distally to the thigh and knee, and now to the ankle over the course of
several weeks. Pt was unable to walk for several days but is ambulating with crutches. Pt reports occasional swelling and purplish skin discoloration. PE (+) for
pain and tenderness to touch and with hip and ankle flexion and. extension. RTO 3 days later with worsening pain and now coldness of the R lower extremity as
well as the purple color. PE (+) for purple discoloration and cool to touch especially in the calf area. No palpable femoral pulse.  Concern for acute arterial
obstruction. DDx spinal nerve impingement, bony abnormality, RSD.

Symptom Text:

NoneOther Meds:
Lab Data:

History:
Denies anyPrex Illness:

On 4/25 she went to her PMD.  On 4/29 she had an xray and ultrasound.  These test were negative.  On 5/6/08 she is getting a bone scan. Labs and
Diagnostics:  Venous duplex studies (-). X-ray of hip, knee, and ankle  (-). Arterial duplex
Denies any

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

311641-1

02-Jun-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Femoral pulse abnormal, Gait disturbance, Groin pain, Oedema peripheral, Pain in extremity, Pallor, Peripheral coldness, Skin discolouration,
Tenderness, Weight bearing difficulty

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
05-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0930U 2 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8612
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Aug-2007
Vaccine Date

22-Aug-2007
Onset Date

0
Days

06-May-2008
Status Date

AZ
State Mfr Report Id

After she received 1st injection she kept complaining of her knees, joints aching, fainting and migrine. Then the 2nd injection she really started complaining.
Now she was just recently diagnoised with fibromyligia because she aches so bad. She has been hospitalized many of times after injections with migrines and
aching joints. I refused the 3rd injection

Symptom Text:

Other Meds:
Lab Data:
History:

none this was her well checkPrex Illness:

fibromylagia tons of lab testing have been done but a negative results
Anxiety/Post Tramadic Stress Disorder, Idiopathic Thrombocythemia, Hypotension biventricle diastolic dysfunction

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

311643-1

06-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Fibromyalgia, Migraine, Syncope, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
06-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. UNK 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8613
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-May-2008
Vaccine Date

Unknown
Onset Date Days

06-May-2008
Status Date

--
State Mfr Report Id

After receiving injection pt. walked out of room and started feeling dizzy and passed out on the floor.  Pt. eyes were open and pt. was alert.  Pt states felt very
lightheaded.  Went into room and laid on the table s/p check.  Pt. remained on table x 30 min.  Discharged in stable condition.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

311646-1

06-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Loss of consciousness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
05-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0384U 0 Right arm Unknown



10 JUN 2008 06:27Report run on: Page 8614
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-May-2007
Vaccine Date

Unknown
Onset Date Days

07-May-2008
Status Date

MO
State Mfr Report Id

Pt received Gardasil on 5-30-07 and 8-13-07.  States both times felt nauseated, vomited, ached all over body, had bad H/A.  When asked why pt did not reveal
S&S on 2nd dose, pt stated "she wanted to tough it out".  Refused 3rd shot.

Symptom Text:

Evra patchesOther Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

311647-1

07-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Nausea, Pain, Vaccine positive rechallenge, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
05-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0384U 0 Right arm Subcutaneously



10 JUN 2008 06:27Report run on: Page 8615
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
07-Mar-2008
Vaccine Date

07-Mar-2008
Onset Date

0
Days

06-May-2008
Status Date

MN
State Mfr Report Id

Fever, chills nausea since two hours after receiving the Gardasil shot x3 days ago.Symptom Text:

triamincinolone, naproxenOther Meds:
Lab Data:
History:

noPrex Illness:

None
none known

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

311651-1

06-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Chills, Nausea, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
05-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1740U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8616
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-May-2008
Vaccine Date

03-May-2008
Onset Date

2
Days

06-May-2008
Status Date

VT
State Mfr Report Id

c/o R arm hurt on 5/2/08 & then on 5/3/08 arm redness & warmth developed.  7 1/2" L x 6" W redness & warmth R upper arm.  Able to lift arm overhead &
strong hand squeezage.  Dx: Local reaction to shot, allergic vrs. cellulitis.  TC to mom 5/5/08 & she did begin Keflex 500mg TID x5 days due to increased
redness below elbow.  Taking as prescribed.

Symptom Text:

Lexapro 5mg dailyOther Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
9.0

311652-1

06-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Inappropriate schedule of drug administration, Local reaction, Pain in extremity, Skin warm

 ER VISIT, NOT SERIOUS

Other Vaccine
05-May-2008

Received Date

~Varicella (Varivax)~2~6~In SiblingPrex Vax Illns:

VARCEL
TDAP

HPV4

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

1768U
AC52B019AA

1448U

1
0

0

Left arm
Left arm

Right arm

Subcutaneously
Intramuscular

Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Oct-2007
Vaccine Date

01-Nov-2007
Onset Date

26
Days

07-May-2008
Status Date

IA
State

WAES0804USA02237
Mfr Report Id

Initial and follow up information has been received from a physician and a registered nurse, concerning a 15 year old Caucasian female patient with allergies to
penicillin, cefadroxil monohydrate (DURACEF) and cefalexin (KEFLEX), who on 23-JUL-2007 was vaccinated with her first dose of GARDASIL (lot#
658094/0524U).  On 08-OCT-2007 the patient was vaccinated with her second dose of GARDASIL (lot# 658558/1061U).  Concomitant therapy referred to use
of an albuterol inhaler, and a nebulizer with prednisone.  On 12-NOV-2007, the patient visited the physician with complaints of sore throat, enlarged cervical
nodes, slight cough and headache, and was diagnosed with pharyngitis, with onset noted as 05-NOV-2007.  Treatment included azithromycin (Z-PAK).  On 05-
JAN-2008, she visited the office again with sore throat, upset stomach, headache, lethargic and sleeping more than normal.  She was again diagnosed with
pharyngitis, and with fatigue and lethargy.  A strep test and mononucleosis test were negative.  Treatment was to watch and repeat testing, if not better by the
end of the week.  The patient was having trouble staying awake to do her school work, and was feeling ill.  On 10-JAN-2008, visited the office with complaints
of feeling tired all the time, abdominal pain and headache; she was diagnosed with a viral systemic illness.  Treatment include eating healthy, and gradually
increasing physical activity.  On 16-JAN-2008, she visited the office with a sore throat, cough and headache, tired easily, but she was afebrile.  She reported
taking ibuprofen prn.  Her tonsils were enlarged and exudative and she was diagnosed with acute tonsillitis and lymphadenopathy.  A strep and mono test were
negative; white blood count (WBC) was 8,000 with left shift.  Treatment included cefprozil (CEFZIL) for 10 days.  On 17-JAN-2008, however, the strep culture
had grown positive group A beta strep.  On 28-JAN-2008, the patient still had a sore, swollen throat and headache, but no fever, visited the office, and was
diagnosed with streptoco

Symptom Text:

Albuterol; PrednisoneOther Meds:
Lab Data:

History:
Drug hypersensitivity; Penicillin allergy; Allergic reaction to antibioticsPrex Illness:

diagnostic laboratory 03/28/08 normal limits; serum Epstein-Barr negative; Streptococcus oralis 01/18/08 negative; Streptococcus group A 01/18/08 positive;
WBC count 01/16/08 8000 shift to left; serum TSH 03/28/08 normal; serum C-reactive 0
Adverse drug reaction

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

311687-1 (S)

07-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Cough, Disturbance in attention, Fatigue, Headache, Hypersomnia, Lethargy, Lymphadenopathy, Malaise, Pharyngitis, Pharyngitis
streptococcal, Pharyngolaryngeal pain, Pneumonia, Sinusitis, Somnolence, Stomach discomfort, Tonsillitis, Viral infection, Vomiting

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Other Vaccine
06-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1061U 1 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Oct-2007
Vaccine Date

04-Feb-2008
Onset Date

119
Days

07-May-2008
Status Date

IA
State

WAES0804USA02241
Mfr Report Id

Initial and follow-up information has been received from a physician concerning a 12 year old female, who on 23-JUL-2007 was vaccinated with her first dose of
Gardasil (lot# 658094/0524U).  Concomitant vaccination included Tdap (Lot# AC5213018A13).  On 08-OCT-2007 the patient was vaccinated with her second
dose of Gardasil (lot# 658558/1061U).  On 04-FEB-2008 the patient was seen in the office and complained of a sore throat, headache, and stomach ache.  The
patient was diagnosed with acute pharyngitis.  The physician believed the pharyngitis to probably be viral, but would follow culture to 48hours.  The strep ID
was negative.  The patient was given information on how to treat and what to watch for.  On 18-FEB-2008 the patient was seen at the office with complaints of
dizziness/vertigo, severe headache, and felt "off balance."  The patient was diagnosed with fatigue, lethargy, and a headache.  The patient also experienced
weight loss.  The patient's head, ears, eyes, nose, and throat (HEENT) was within normal limits, complete blood count (CBC) was normal, serum Epstein-Barr
virus antibody test was negative, and blood pressure was 106/60.  The patient appeared to be recovering from viral illness.  The physician discussed low blood
pressure with the patient.  The patient was reminded to stand up slow, eat a healthy diet and to call if signs and symptoms worsened or did not improve.  On
25-FEB-2008 the patient was seen in the office with complaints of headache, dizziness, and a decrease in oral intake with a 6-10 pound weight loss over the
week.  The patient's mother reported that the patient has been sleepy during the week.  The patient experienced nasal congestion, and mild pain over frontal
sinuses.  The patient was diagnosed with headache and acute sinusitis.  The patient was prescribed ZITHROMAX TRI-PAK.  It was reported that the headache
was gone.  The patient was advised to take antibiotic with chocolate milk or a meal to help with the upset stomach and to continue the ZITHROMAX TRI-PAK
and call with any oth

Symptom Text:

albuterolOther Meds:
Lab Data:

History:
Prex Illness:

diagnostic laboratory, results unknown; diagnostic laboratory, 02/18/08, head, ears, eyes, nose, throat (HEENT)-within normal limits; blood pressure, 02/18/08,
106/6; serum Epstein-Barr, 02/18/08, negative; body weight measurement, lost 6-1
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

311689-1 (S)

07-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain upper, Acute sinusitis, Balance disorder, Dizziness, Fatigue, Headache, Hypotension, Lethargy, Nasal congestion, Oral intake reduced,
Pharyngitis, Pharyngolaryngeal pain, Sinus headache, Somnolence, Vertigo, Viral infection, Weight decreased

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Other Vaccine
06-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1061U 1 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Feb-2008
Vaccine Date

10-Mar-2008
Onset Date

21
Days

07-May-2008
Status Date

FR
State

WAES0804USA05694
Mfr Report Id

Information has been received from a health authority concerning a 15 year old female who on 18-FEB-2008 was vaccinated with a third dose of Gardasil. On
10-MAR-2008 the patient experienced dermatitis on both thighs. Based on a biopsy done on an unspecified date, the diagnosis of interface dermatitis was
established. It was reported that livedo racemosa was ruled out. The patient was admitted to the hospital. At the time of this report, the symptoms were
ongoing. It was also reported that the first and second vaccination were well tolerated. Other business partner numbers include: E200803917 and
PEI2008005289. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

biopsy interface dermatitis
Immunisation

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

311690-1 (S)

07-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dermatitis

 HOSPITALIZED, SERIOUS

Other Vaccine
06-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Apr-2008
Vaccine Date

09-Apr-2008
Onset Date

0
Days

07-May-2008
Status Date

FR
State

WAES0804USA05709
Mfr Report Id

Information has been received from a health professional concerning his 29 year old wife with multiple sclerosis (diagnosed in 2007 with demyelinating
disease) and papilloma viral infection (detected 6 months after giving birth, HPV positive on 2 Pap tests third and fourth were negative, results of the fifth
pending) and a history of pregnancy (at age 26 normal labor) and malaise who on 09-APR-2008 was vaccinated into the buttock with a first dose of Gardasil.
Concomitant therapy included interferon. On 09-APR-2008 the patient experienced intense pain during administration. On 10-APR-2008 one day post
vaccination, the patient started with malaise, a tingling sensation on the left side of her face and around the eye area. The patient went to the neurologist.
According to the neurologist the patient had multiple sclerosis relapse. She was treated with three doses of corticosteroids administered on 14-APR-2008, 15-
APR-2008, and on 16-APR-2008. The neurologist did not establish the vaccine as the cause of the MS relapse, but there was a slight risk. Multiple sclerosis
relapse and intense pain during administration were considered to be other important medical events. No further information is available.

Symptom Text:

interferon (unspecified), Unk - UnkOther Meds:
Lab Data:
History:

Multiple sclerosis; Papilloma viral infectionPrex Illness:

Unknown
Pregnancy; Malaise

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
29.0

311691-1

07-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug administered at inappropriate site, Inappropriate schedule of drug administration, Injection site pain, Malaise, Multiple sclerosis relapse, Paraesthesia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
06-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Gluteous maxima Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
07-May-2008
Status Date

FR
State

WAES0804USA06198
Mfr Report Id

Information has been received from a gyneacologist concerning a 16 year old female who already felt unwell for three days prior to the vaccination, who, on an
unspecified date, was vaccinated with a dose of Gardasil. The lot#, injection route, and injection site were not reported. The following night the patient
experienced severe fever and was hospitalised. The patient showed a mild injection site reaction and complained about a raspy throat. A blood sample was
taken and only showed slightly increased inflammatory values (not otherwise specified). The patient recovered and was discharged from the hospital one day
later. The treating physician in the hospital considered no causal relation to the vaccine but an intercurrent infection. Additional information is not available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Diagnostic laboratory test blood sample - showed slightly increased inflammatory values (not otherwise specified).
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

311692-1 (S)

07-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site reaction, Pyrexia, Throat irritation

 HOSPITALIZED, SERIOUS

Other Vaccine
06-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Dec-2007
Vaccine Date

20-Dec-2007
Onset Date

0
Days

07-May-2008
Status Date

FR
State

WAES0805NZL00001
Mfr Report Id

Information has been received from a physician via CSL as part of a business agreement concerning a 29 year old female with chronic fatigue syndrome
following a head injury (1998), nontoxic multi-nodular goitre and irritable bowel syndrome who uses alternative practitioners.  On 20-DEC-2007 the patient was
vaccinated in her left deltoid with the first dose of Gardasil (Lot # 654672/0444F, Batch # NE09880).  There was no concomitant medication.  It was reported
that for 4 days the patient was okay and then for two and a half months the patient experienced hot and cold sweats, insomnia, panic attacks and exacerbation
of chronic fatigue syndrome which are gradually settling (also reported as not yet recovered in the same report).  The patient was not treated for the adverse
events.  The reporter felt that hot and cold sweats, insomnia, panic attacks and exacerbation of chronic fatigue syndrome were unlikely to be related to therapy
with Gardasil.  Hot and cold sweats, insomnia, panic attacks and exacerbation of chronic fatigue syndrome were considered to be disabling in the patient's
opinion.  Additional information is not expected.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Chronic fatigue syndrome; Nontoxic nodular goitre; Irritable bowel syndromePrex Illness:

Unknown
Head injury

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
29.0

311693-1 (S)

07-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Chronic fatigue syndrome, Cold sweat, Condition aggravated, Feeling hot, Hyperhidrosis, Inappropriate schedule of drug administration, Insomnia, Panic attack

 PERMANENT DISABILITY, SERIOUS

Other Vaccine
06-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0444F 0 Left arm Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Apr-2008
Vaccine Date

30-Apr-2008
Onset Date

0
Days

07-May-2008
Status Date

CA
State Mfr Report Id

After patient received her 3 injections, she became pale and started slumping over.  As mom and RN were helping her lay down they noticed her eyes deviating
to the right and twitching of her mouth for no more than 15 seconds.  She woke up right away and was appropriated.  Vasovagal syncope.

Symptom Text:

tobramycin 0.3% eye drops-pres. 4/30/0Other Meds:
Lab Data:
History:

styePrex Illness:

none
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

311707-1

07-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Eye movement disorder, Muscle twitching, Pallor, Syncope vasovagal

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
06-May-2008

Received Date

Prex Vax Illns:

VARCEL
HPV4
MNQ

MERCK & CO. INC.
MERCK & CO. INC.
SANOFI PASTEUR

1268U
1267U
U2552AA

1
1
0

Right arm
Left arm
Left arm

Subcutaneously
Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-May-2008
Vaccine Date

01-May-2008
Onset Date

0
Days

07-May-2008
Status Date

NV
State Mfr Report Id

Pt held in room for 10 mins after imm's for routine waiting period after imm's.  Felt fine and was released.  Pt did well until 15 min after receiving imm's.  Pt was
out in waiting room with mother.  She felt light headed and dizzy then fainted.  Reportedly fell forward and hit front of head on counter then fell back and hit
occiput on tile floor.  LOC for approx 10 sec.  No sz activity.  Immediately awake and talking.  Does not remember fall but remembers events immediately prior
and after.  GCS 15.  Pupils equal and reactive.  no vomiting.  Vital taken and able to stand and walk with help to exam room after 5 minutes.  Occiput noted
boggy with 1 cm lac.  No crepitis noted.  Pressure dressing applied.  Able to take sips of water and ate orange slices.  Neuro intact.  Mild occipital headache.
Two ASA Free Exedrine given for headache.  Pt talking, VSS, memory intact except for the fall.  GCS 15.  Sent to ER via parent's vehicle at 5:10.  Mother says
now that pt has not eaten today.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

on mensesPrex Illness:

ER visit

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

311708-1

07-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Fall, Head injury, Headache, Loss of consciousness, Memory impairment, Skin laceration, Syncope, Syncope vasovagal

 ER VISIT, NOT SERIOUS

Other Vaccine
06-May-2008

Received Date

Prex Vax Illns:

TDAP

MNQ
HPV4

GLAXOSMITHKLINE
BIOLOGICALS
SANOFI PASTEUR
MERCK & CO. INC.

AC52B021AA

U2552AA
1967U

0

0
0

Left arm

Right arm
Right arm

Unknown

Unknown
Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Sep-2007
Vaccine Date

27-Sep-2007
Onset Date

2
Days

07-May-2008
Status Date

NJ
State Mfr Report Id

Patient developed Bell's palsy - started w/ numbness to extremities 2 days after 1st Gardasil dose, and then 5 days after 1st dose, developed symptoms of
Bell's palsy.  Symptoms have never fully resolved since.

Symptom Text:

Singulair, ZyrtecOther Meds:
Lab Data:
History:

NoPrex Illness:

MRI; Lyme test
No

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

311709-1

07-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Facial palsy, Hypoaesthesia

 ER VISIT, NOT SERIOUS

Other Vaccine
06-May-2008

Received Date

Prex Vax Illns:

TDAP

HEPA

HPV4

GLAXOSMITHKLINE
BIOLOGICALS
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

AC52B024AA

AHAVB186AA

0927U

0

0

0

Left arm

Left arm

Right arm

Intramuscular

Intramuscular

Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Apr-2008
Vaccine Date

01-May-2008
Onset Date

1
Days

07-May-2008
Status Date

MO
State Mfr Report Id

rash at injection site -red, raised, 3 inches long by 2 inches wide at injection site on left upper arm.Symptom Text:

noneOther Meds:
Lab Data:
History:

sore throat - rapid strep screen negative and low threshold of risk for group A beta-hemolytic StreptococcusPrex Illness:

none
Alleges allergic reaction to Pediazole, history of asthma and allergic rhinitis.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

311752-1

08-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site rash

 ER VISIT, NOT SERIOUS

Other Vaccine
06-May-2008

Received Date

none~ ()~NULL~~In PatientPrex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

19774
19676

1
0

Left arm
Right arm

Subcutaneously
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Apr-2008
Vaccine Date

28-Apr-2008
Onset Date

0
Days

07-May-2008
Status Date

CA
State Mfr Report Id

Returned to clinic four days post vaccination with right upper arm swollen and erythematous. Site warm to touch. Onset was evening of vaccination. Denies
other symptoms: no fever, other rashes,no shortness of breath. States feels feel. Treated with Ice to site and benadryl.

Symptom Text:

Other Meds:
Lab Data:
History:

NONEPrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

311753-1

08-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Injection site warmth, Oedema peripheral

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
06-May-2008

Received Date

Prex Vax Illns:

TDAP
HEPA

HPV4

SANOFI PASTEUR
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

C2888AA
AHAVB222AA

1758U

0
0

0

Right arm
Right arm

Left arm

Intramuscular
Intramuscular

Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-May-2008
Vaccine Date

06-May-2008
Onset Date

1
Days

07-May-2008
Status Date

WA
State Mfr Report Id

4 inch area of induration appeared in r arm. Skin or arm was not affected (no redness, warmth or drainage).Symptom Text:

naOther Meds:
Lab Data:
History:

naPrex Illness:

N/A
na

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

311757-1

08-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Induration

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
06-May-2008

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2546AA
0133X

0
0

Right arm
Right arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 8629
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Mar-2008
Vaccine Date

24-Mar-2008
Onset Date

0
Days

07-May-2008
Status Date

NC
State Mfr Report Id

Patient and her mother reported "itchy hives" down right arm that began the evening of the admission and resolved within 24 hours.  Patient took Benadryl.
(Shot was given in right deltoid).

Symptom Text:

Crestar; Biotin; Ovcan 35 (FEMCAN)Other Meds:
Lab Data:
History:

UnknownPrex Illness:

Iodine allergy; hyperlipidemia; asthma; seasonal allergies.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

311764-1

08-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pruritus, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
06-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1486U 1 Right arm Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Dec-2006
Vaccine Date

Unknown
Onset Date Days

08-May-2008
Status Date

--
State

WAES0709USA01102
Mfr Report Id

Initial and follow up information has been received from Pregnancy Registry for Gardasil from a Nurse Practitioner (N.P.) and with a follow up telephone call
concerning a 18 year old (previously reported as 20 year old) female patient with abnormal PAP test. She was obese and was a smoker who had cervical
condyloma and "SAA". It was reported that patient was vaccinated around December, 2006 with a first dose of Gardasil. On 05-FEB-2007 she was vaccinated
with the second dose of Gardasil (lot # 654510/0962F). Concomitant therapy included "birth control patch", Tylenol as needed for headache and she was
treated with prenatal vitamins for pregnancy. The reporter reported that patient received her first injection and was pregnant. She had routine obstetrics labs
done. No further information was available. In follow up it was reported that her last menstrual period (LMP) was on 03-JUN-2007 and expected delivery date
was 09-MAR-2008. There was no information about delivery or outcome of the delivery. In follow up information from the doctor's office it was reported that on
27-SEP-2007 routine serum maternal alpha-fetoprotein test was done. Patient had ultrasound on 25-JUL-2007, 22-AUG-2007, 10-OCT-2007 and in 09-JAN-
2008 for confirmation dates and screening of pregnancy. On 22-AUG-2007 pregnancy associated plasma protein test and on 27-SEP-2007 maternal serum
alphafeto protein (MSAFP) was done. No information for the results are available. It was reported that on 13-MAR-2008 at 40.4/7 weeks from LMP patient
delivered a female normal baby by cesarean section delivery. The indication for C/S delivery was not reported at this time. The baby weighed 8 lb 12 oz and her
apgar score was 8.9. No complication was reported with the baby. Upon internal review patient's failure to progress (delayed delivery and) required a
cesesaren section delivery. The event was determined to be an other important medical event. Additional information has been requested.

Symptom Text:

Tylenol; Vitamins (unspecified)Other Meds:
Lab Data:

History:
Pregnancy NOS (LMP = 6/3/2007); Headache; Smoker; ObesityPrex Illness:

ultrasound 07/26/07 confirmation, dates, screening; ultrasound 08/22/07 confirmation, dates, screening; ultrasound 10/10/07 confirmation, dates, screening;
ultrasound 01/09/08; laboratory test Routine OB labs; serum alpha-fetoprotein 09/27/
Papanicolaou smear abnormal; Condyloma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

311782-1

08-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Caesarean section, Delayed delivery, Drug exposure during pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
07-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Jun-2007
Vaccine Date

12-Jun-2007
Onset Date

0
Days

08-May-2008
Status Date

SD
State

WAES0706USA03109
Mfr Report Id

Information has been received from a nurse practitioner, for the Pregnancy Registry for Gardasil, concerning a 25 year old female with a history of one previous
pregnancy and a miscarriage and a history of childhood epilepsy who on 12-JUN-2007 was vaccinated with a first dose of Gardasil (Lot # 657868/0523U) 0.5
mL IM. Concomitant medications included prenatal vitamins daily (unspecified) as a supplement and ZANTAC daily for reflux. The patient received her first
dose of Gardasil IM and since found out that she is pregnant. The nurse practitioner mentioned the pregnancy is normal to date. Medical attention was sought.
No additional information is available. The last menstrual period (LMP) was 16-MAY-2007 and the estimated time of delivery is 07-FEB-2008. Follow-up
information was received. Medical history and dates of LMP and estimated date of delivery was updated. Follow-up information was received from the
physician's office. On 10-SEP-2007 there was a quad screen performed and was within normal limits. On 30-JAN-2008 the patient had a normal healthy baby
girl weighing 8 pounds 1 ounce. The apgar score was 9/9. The patient was 38 and 6/7 weeks from LMP. During labor/delivery the baby was in a frank breech
presentation and c-section was done. Upon internal review c-section for breech presentation was considered to be an other medical event. Additional
information is not expected.

Symptom Text:

ZANTAC; vitamins [unspecified]Other Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 5/16/2007); Oesophageal acid refluxPrex Illness:

diagnostic laboratory 09/10/07 quad screen-within normal limits
Epilepsy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

311783-1

08-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Breech presentation, Caesarean section, Drug exposure during pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
07-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0523U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8632
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Jan-2008
Vaccine Date

07-Apr-2008
Onset Date

70
Days

08-May-2008
Status Date

FR
State

WAES0804USA06200
Mfr Report Id

Information has been received from a pediatrician concerning a 17 year old female patient who on 28-JAN-2008 was vaccinated with a first dose of Gardasil
and on 27-MAR-2008 was vaccinated IM into the upper arm with a second dose of Gardasil (batch # NG20180, lot # 0510U).  On 07-APR-2008 she developed
ophthalmoplegia and diplopia followed by gait disturbance on same day.  The patient was hospitalised on 13-APR-2008.  Internuclear ophthalmoplegia and
suspicion of multiple sclerosis was diagnosed.  Cerebral spinal fluid (CSF) shoed: three oligoclonal bands (a control was sent to a reference laboratory, result
not yet available), normal cell count, albumin ratio pathologically increased, slight barrier disorder and no borreliosis.  Cranial magnetic resonance imaging
(MRI) revealed multiple inflammatory lesions (mesencephal) and periventricular), spinal MRI was normal.  Auditory evoked potential (AEP), somatosensory
evoked potential (SEP), Visual evoked potential (VEP) and nerve conduction were normal as well as electroconvulsive therapy (ECT) test.  Ophthalmological
examination, visus of right eye was 0.8 and left eye was 0.7.  Serology test revealed a seroactive infection with Mycoplasma pneumoniae.  The patient was
treated with URBASON one gram per day for three days.  The patient improved during the stay in the hospital.  The patient was discharged on 21-APR-2008.
Further therapy with physiotherapy and adaptation of glasses was planned.  The reporter assessed the relation to the vaccine as possible.  The other business
partner number included: E200803914.  The file is closed.  No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Prex Illness:

magnetic resonance imaging, 13Mar08, Cranial MRI revealed multiple inflammatory lesions (mesencephal); auditory evoked potential, 13Mar08, Normal;
ophthalmological exam, 13Mar08, 0.8, Visus of right eye; ophthalmological exam, 13Mar08, 0.7,
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

311784-1 (S)

08-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Diplopia, Gait disturbance, Mycoplasma infection, Ophthalmoplegia

 HOSPITALIZED, SERIOUS

Other Vaccine
07-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8633
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Jan-2008
Vaccine Date

22-Jan-2008
Onset Date

1
Days

08-May-2008
Status Date

--
State

WAES0804USA06209
Mfr Report Id

Information has been received from a physician and a consumer concerning a 14 year old female patient with temporal lobe epilepsy (also reported as mild by
the mother) who on 21-JAN-2008 was vaccinated with a first dose of GARDASIL. Concomitant therapy included carbamazepine (CARBATROL). The reporter
reported that her daughter developed "irrational thoughts and fears that developed into suicidal thoughts." Her grades in school went down and she developed
low self esteem. She also experienced "real bad stomach pain" for a month. She was "sick to her stomach and could not eat". Her weight went from 109
pounds to 96 pounds because she was not eating. She had electroencephalography (EEG), blood work (not specified what test), hepatic function tests (Liver
test) and pancreatic test done. No results reported for the tests. The reporter indicated that because of these events her daughter will not complete the
GARDASIL series. The patient's outcome reported to be recovering. In follow up telephone call the physician (neurologist) stated that the patient had temporal
lobe epilepsy and it could result in the patient being more prone to depression and anxiety. He also indicated that the patient might have received the first and
second injection of GARDASIL in the late luteal phase of her menstrual cycle which could have resulted in exacerbating mood changes associated with the
menstrual cycle and "epileptiform activity". He stated that it was hard to confirm that GARDASIL exacerbated the patient's condition. Upon internal review
suicidal thoughts was determined to be an other important medical event. Additional information has been requested.  5/19/08-records received for neurology
consultation visits 2/7/08-Impression:History of epilepsy since 15 months of age with symptoms and MRI findings suggestive of complex partial seizures
including some with secondary generalization in early childhood. History of recurrent seizures when off of medications as well as MRI findings of mesiotemporal
sclerosis, will require antiseizure

Symptom Text:

CARBATROLOther Meds:
Lab Data:
History:

Temporal lobe epilepsyPrex Illness:

Unknown 5/19/08-records received-EEG normal. MRI findings of mesiotemporal sclerosis, MRI findings suggestive of complex partial seizures
5/19/08-records received-History of epilepsy since 15 months of age with symptoms and MRI findings suggestive of complex partial seizures including some
with secondary generalization in early childhood. History of recurrent seizures when off of medications as well as MRI findings of mesiotemporal sclerosis, will
require antiseizure medications indefinitely. Had been seizure free fo

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

311785-1

21-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain upper, Anorexia, Anxiety, Condition aggravated, Depression, Fear, Insomnia, Menstruation irregular, Nausea, Self esteem decreased, Suicidal
ideation, Temporal lobe epilepsy, Thinking abnormal, Weight decreased

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
07-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8634
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Apr-2007
Vaccine Date

25-Apr-2008
Onset Date

385
Days

08-May-2008
Status Date

FR
State

WAES0804USA06287
Mfr Report Id

Information has been received from a physician and a medical assistant concerning a 12 year old female patient who on 06-APR-2007 was vaccinated IM with
a first dose of Gardasil ( lot #655324/0088U) and on 02-AUG-2007 she was was vaccinated with a second dose of Gardasil ( lot # 657622/0388U).  On 16-JAN-
2008 she was was vaccinated her third dose of Gardasil ( lot # 657868/0523U).  No concomitant therapy was reported.  The physician reported that the patient
developed diabetes Type 1 after receiving three doses of Gardasil.  She was examined in the hospital on 25-APR-2008 and on 28-APR-2008.  She was not
admitted to the hospital on either occasion.  The patient was started on insulin.  No further information was provided.  The patient's outcome was not recovered.
 In follow up telephone call the medical assistant reported that the patient began experiencing rapid weight loss and blurry vision (dates not reported).  She was
diagnosed with Type 1 diabetes.  The physician considered patient starting on insulin to be life threatening and disabling and an important medical event.
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

serum glucose, 25Apr08, 386 mg/dL
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

311786-1 (S)

08-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Type 1 diabetes mellitus, Vision blurred, Weight decreased

 LIFE THREATENING, PERMANENT DISABILITY, SERIOUS

Other Vaccine
07-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0088U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8635
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Apr-2008
Vaccine Date

25-Apr-2008
Onset Date

0
Days

08-May-2008
Status Date

--
State

WAES0804USA06460
Mfr Report Id

Information has been received from a 22 year old female patient who is allergic to amoxicillin and had human papilloma viral infection.  On 25-APR-2008 she
was vaccinated with a first dose of Gardasil.  She reported that approximately twenty minutes after vaccination she began to feel nauseous.  In addition, her
vision was adversely affected.  She began to see black dots and then "everything went black" and she had a temporary total loss of vision for ten to fifteen
seconds.  She reported that she laid down for ten minutes and she seemed fine after that.  The only other symptom she had been experiencing was abdominal
cramping as of 26-APR-2008.  She had a colposcopy of the cervix on the same day she received the injection.  The patient reported to be recovering.  Upon
internal review temporary total loss of vision was determined to be an other important medical event.  No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Penicillin allergy; Papilloma viral infectionPrex Illness:

colposcopy, 04/25/08, colposcopy of the vagina

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

311787-1

08-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Blindness transient, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
07-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Feb-2008
Vaccine Date

Unknown
Onset Date Days

08-May-2008
Status Date

FR
State

WAES0804USA06506
Mfr Report Id

Information has been received from a general practitioner concerning a 21 year old female who on 23-FEB-2008 was vaccinated with a first dose of Gardasil
(Lot# 1201U); Batch# NG41880).  After the vaccination but on an unspecified date the patient experienced a sensation of malaise and a local reaction with
erythema, pain and swelling.  The patient was hospitalized on an unspecified date.  The reporter was not the physician who vaccinated the patient.  At the time
of this report, the patient's outcome was not specified.  Other company numbers included: E200804034.  No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

311788-1 (S)

08-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Local reaction, Malaise, Pain, Swelling

 HOSPITALIZED, SERIOUS

Other Vaccine
07-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1201U 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8637
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-Apr-2008
Vaccine Date

01-May-2008
Onset Date

2
Days

15-May-2008
Status Date

NC
State Mfr Report Id

Pt returned to the clinic 48 hours post-vaccine with 2.5 x 3 cm area of red, hot, very tender induration with 3x4 cm surrounding erythema, LUE at injection siteSymptom Text:

Daytrana 10 mgOther Meds:
Lab Data:
History:

NonePrex Illness:

Drug allergies to Septra; Duricef band aids

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
10.0

311798-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site induration, Injection site pain, Injection site warmth

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
07-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 175711 1 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 8638
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Mar-2008
Vaccine Date

25-Mar-2008
Onset Date

0
Days

16-May-2008
Status Date

FL
State Mfr Report Id

Was contacted by pt's mother afternoon of injection who informed office that pt had called her during her lunch hour and reported a rash on her thigh and some
nausea. Pt was contacted. Denied use of new soap, detergent, fragrances, contact with chemicals, etc. On 3/26 pt was contacted again she stated rash went
away on 3/25 but reappeared on 3/26/08, arms were itching but no rash presented. Pt stated she did not use the Benadryl 25 mg or 1% Hydrocortisone cream.
Was told to contact office if no improvement.

Symptom Text:

NuvaRing, Kelp, MUIOther Meds:
Lab Data:
History:
Prex Illness:

KNDA codeine causes vomiting

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

311800-1

03-Jun-2008
VAX Detail:

Last Edit Date

Seriousness:

 Nausea, Pruritus, Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
07-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1757U 1 Right arm Unknown



10 JUN 2008 06:27Report run on: Page 8639
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-May-2008
Vaccine Date

06-May-2008
Onset Date

0
Days

08-May-2008
Status Date

MI
State Mfr Report Id

6:45 pm Received two injections today.  Within 1 minute, complained of feeling dizzy.  Had not eaten since morning.  Color slightly pale, slightly diaphoretic.
Reclined in reclining chair, given a sucker and juice to sip. VS checked at 6:50 and 6:55 pm (BP 108/76 p.92,BP 106/76 p.88).  At 6:55 pm color was pink, skin
warm and dry, "felt better".  Assisted to sitting position. Tolerated well.  7 pm Ambulated to lobby with assistance, tol. well.  Discharged with Mom.

Symptom Text:

unknownOther Meds:
Lab Data:
History:

noPrex Illness:

no

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

311820-1

08-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure, Dizziness, Heart rate, Hyperhidrosis, Pallor

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
07-May-2008

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

1968U
AHAVB249AA

0
1

Left arm
Right arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 8640
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Apr-2008
Vaccine Date

29-Apr-2008
Onset Date

1
Days

13-May-2008
Status Date

MD
State Mfr Report Id

Came to facility for travel consult 4/15/08; Went to Travel clinic 4/17 for Yellow Fever, Came to facility 4/29/08 had started Oral Typhoid 4/28/08 c/o right
periorbital edema, no hives, no SOB. Advised to continue Oral Typhoid. Came to facility 5/5 c/o of Left peri-orbital edema, hives on right arm and left hip, with
lip swelling. Denied SOB,wheezing, difficulty swallowing. Received 50 mg of IM benadryl, Epi-Pen, and started tappering dose of prednisone at 60 mg.Advised
not to take last dose of Typhoid. Returned to facility 5/6 symptoms resolved

Symptom Text:

oral contraceptionOther Meds:
Lab Data:
History:

nonePrex Illness:

PCN; peaches

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

311825-1

14-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, Lip swelling, Periorbital oedema, Urticaria

 ER VISIT, NOT SERIOUS

Other Vaccine
07-May-2008

Received Date

Prex Vax Illns:

YFTYP
DTAP
HPV4
HEPA

BERNA BIOTECH, LTD
SANOFI PASTEUR
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

7352216
C2937BA
1757U
AHAVB208AA

2
1

Unknown
Left arm
Left arm
Left arm

By Mouth
Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 8641
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Jan-2008
Vaccine Date

01-Feb-2008
Onset Date

15
Days

09-May-2008
Status Date

--
State

200801296
Mfr Report Id

Initial report received on 28 April 2008 from another manufacturer, report# WAES 0804USA04043.  The initial reporter to this manufacturer had been a health
care professional.  Verbatim from the report: "Information has been received from a physician concerning a 16 year old female with no medical history and an
allergy to naproxen, who on 17-JAN-2008 was vaccinated IM in one arm with a dose of Gardasil (Lot# 659653/1448U) and a dose of MENACTRA, administered
in the other arm.  On approximately 01-FEB-2008, fifteen days post vaccination, the patient developed a rash.  The rash was predominantly on the neck and
the face.  The rash was diffuse, macular, itchy, and was hive-like in some areas.  The patient complained of a marked lack of energy and several episodes of
wheezing and respiratory discomfort.  On 05-FEB-2008 the patient went to the emergency room because she was experiencing difficulty breathing, headache,
and a swelling sensation in the throat.  The patient was diagnosed with allergic reaction and/or exercise induced asthma.  The patient was treated with albuterol
and an unspecified steroid.  On 07-FEB-2008 the patient went to the emergency room because she experienced difficulty breathing after taking her inhaler for
two days and the steroid for one day.  The patient was diagnosed with atypical pneumonia and treated with ZITHROMAX.  On 15-FEB-2008 the patient was
seen for back pain and "choleretic pain."  The shortness of breath had resolved.  The patient's chest x-ray had no change.  The patient had positive
convalescent mycoplasma.  On 04-MAR-2008 the patient followed up at the office to recheck the pneumonia and upper respiratory infection, which were
resolved.  It was reported that the patient's back pain was 80% better.  The blood counts were normal.  On 07-MAR-2008 the patient was seen by her primary
pediatrician.  It was reported that the patient may have used ALEVE during the week for relief of pain.  It was reported that there was no wheezing, lungs were
cleared, and the patient was referred to

Symptom Text:

Other Meds:
Lab Data:

History:
Prex Illness:

15/Feb/2008, Chest x-ray, (no change); 12/Mar/2008, Pulmonary Function Test, (normal); 04/Mar/2008, CBC, (normal), serum Mycoplasma pneumoniae
antibody, (convalescent mycoplasma), erythrocyte sedimentation rate, (11)
The patient had an allergy to Naproxen.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

311851-1

09-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Asthenia, Asthma exercise induced, Back pain, Conversion disorder, Dizziness, Dyspnoea, Fatigue, Headache, Hypersensitivity, Malaise,
Mycoplasma infection, Nasopharyngitis, Painful respiration, Pharyngeal oedema, Pneumonia primary atypical, Rash macular, Rash pruritic, Vertigo, Wheezing

 ER VISIT, NOT SERIOUS

Other Vaccine
08-May-2008

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
1448U

Unknown
Unknown

Unknown
Intramuscular



10 JUN 2008 06:27Report run on: Page 8642
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Mar-2007
Vaccine Date

22-Mar-2007
Onset Date

0
Days

09-May-2008
Status Date

NY
State

WAES0703USA05313
Mfr Report Id

Information has been received from a physician, via the Merck pregnancy registry, concerning a 25 year old female patient who on 22-MAR-2007 was
vaccinated with a dose, 0.5ml, IM, of GARDASIL (Lot # 655503/0012U). The physician stated that on 24-MAR-2007, the patient had a positive pregnancy test
(over the counter), and added that the patient was pregnant at the time of vaccination. The LMP date was 25-FEB-2007, with an estimated date of delivery of
02-DEC-2007. Follow up information from a nurse at the physician's office, indicated that on 12-DEC-2007, the patient delivered a "normal and healthy baby
girl," via a C-section. Attempts for a vaginal delivery included PITOCIN, and "resulted in spontaneous decreases on the baby's heart rate." The infant weighed 8
lb 6 oz, with an Apgar score of 9/9. No further information was reported. Upon internal review, "resulted in decrease in the baby's heart rate" (led to a C-section)
was determined to be serious as an other important medical event. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 2/25/2007)Prex Illness:

cesarean section, 12/12/07; beta-human chorionic, 03/24/07, positive

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

311852-1

09-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Caesarean section, Drug exposure during pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
08-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0012U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8643
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Jun-2007
Vaccine Date

04-Jun-2007
Onset Date

0
Days

09-May-2008
Status Date

AZ
State

WAES0707USA03114
Mfr Report Id

Initial and follow-up information has been received from a physician concerning a 26 year old female with no medical history, who on 04-JUN-2007 was
vaccinated with a first dose of GARDASIL.  There was no concomitant medication.  The patient was pregnant.  The pregnancy was confirmed by a pregnancy
test.  At the time of the report, the patient was 8 weeks pregnant and her outcome was unknown.  The patient's last menstrual period was 20-MAY-2007 and
her estimated delivery date was 27-FEB-2008.  The patient had one previous pregnancy and one full term delivery.  No product quality complaint was involved.
Follow-up information indicated that on 07-AUG-2007 the patient went to the emergency room due to bleeding.  The patient experienced a spontaneous
abortion.  Upon internal review spontaneous abortion was considered to be an other important medical event.  Additional information is not expected.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 5/20/2007)Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

311853-1

09-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy, Haemorrhage

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
08-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
09-May-2008
Status Date

NJ
State

WAES0804USA03665
Mfr Report Id

Information has been received from a physician concerning an 18 year old female with no pertinent medical history or drug reactions/allergies who on an
unspecified date was vaccinated with a third dose of Gardasil.  Subsequently the patient may have been pregnant when she received the third dose of
Gardasil.  The doses of Gardasil were administered at another physician's office.  Unspecified medical attention was sought.  On an unspecified date the
patient had a positive beta-human chorionic gonadotropin test (unspecified).  The patient's LMP date was 13-FEB-2008.  The patient's estimated date of
delivery is 19-NOV-2008.  Follow-up information was received from the physician's office.  On an unspecified date the patient had terminated her pregnancy.
The patient's outcome was unknown.  Upon internal review abortion induced is considered to be an other medical event.  Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 2/13/2008)Prex Illness:

beta-human chorionic, positive

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

311854-1

09-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abortion induced, Drug exposure during pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
08-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8645
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
19-Sep-2007
Onset Date Days

09-May-2008
Status Date

FR
State

WAES0805AUS00014
Mfr Report Id

Information was obtained on request by the Company from the agency via a Public Case Detail Form and a Case Line Listing concerning a 15 year old female
who had no reaction to the first two doses of GARDASIL. The patient was vaccinated with the third dose of GARDASIL (Lot No. 655742/0188U, Batch No.
J0799, Expiry date 07-AUG-2009). On 19-SEP-2007 the patient experienced pyrexia, chest pain, gait disturbance, muscle spasms, musculoskeletal stiffness
and palpitations and was hospitalised. It was described that the patient experienced fever, spasms in her arms and legs - could not walk properly, neck
stiffness, chest pain and racing heart rate. At the time of reporting on 08-OCT-2007, the outcome of pyrexia, chest pain, gait disturbance, muscle spasms,
musculoskeletal stiffness and palpitations were unknown. The agency considered that pyrexia, chest pain, gait disturbance, muscle spasms, musculoskeletal
stiffness and palpitations were possibly related to therapy with GARDASIL. The original reporting source was not provided. Subsequently the patient's
experience was reported in an article, 25-JAN-2008. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

311855-1 (S)

09-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Chest pain, Gait disturbance, Muscle spasms, Musculoskeletal stiffness, No reaction on previous exposure to drug, Palpitations, Pyrexia

 HOSPITALIZED, SERIOUS

Other Vaccine
08-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0138U 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8646
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
31-Jul-2007
Onset Date Days

09-May-2008
Status Date

FR
State

WAES0805AUS00015
Mfr Report Id

Information was obtained on request by the Company from the agency via a Public Case Detail Form and a Case Line Listing concerning a 26 year old female
who was vaccinated with GARDASIL (Lot No. 657870/0491U, Batch No. J1973, Expiry date 11-FEB-2010).  On 31-JUL-2007 the patient experienced injection
site reaction and rash erythematous.  It was described that the patient experienced swollen injection site and raised erythematous rash on arms and torso.  At
the time of reporting on 30-OCT-2007, the patient had recovered from injection site reaction and rash erythematous.  The agency considered that injection site
reaction and rash erythematous were possibly related to therapy with GARDASIL.  The original reporting source was not provided.  Injection site reaction and
rash erythematous were considered to be disabling by the agency.  Subsequently the patient's experience was reported in an article 25-JAN-2008.  Additional
information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

311856-1 (S)

09-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site reaction, Injection site swelling, Rash erythematous

 PERMANENT DISABILITY, SERIOUS

Other Vaccine
08-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0491U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8647
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Sep-2007
Vaccine Date

29-Sep-2007
Onset Date

2
Days

09-May-2008
Status Date

FR
State

WAES0805AUS00050
Mfr Report Id

Information was obtained on request by the Company from the agency via a Public Case Detail Form and a Case Line Listing concerning a 26 year old female
who on 27-SEP-2007 was vaccinated with GARDASIL. Concomitant therapy included doxycycline hyclate, PHENERGAN TABLETS/SUPPOSITORIES) and
ZANTAC. On 29-SEP-2007 the patient experienced rash generalised, abdominal pain upper (described as right upper quadrant epigastric pain), blood amylase
increased, lipase increased, pancreatitis and pyrexia and was hospitalized, CT scan revealed pancreatitis and intraabdominal fluid. On 03-OCT-2007, the
patient's calcium was low (hypocalcemia) while pH was 7.25 (acidosis). Abdominal x-ray was abnormal. CT scan of the abdomen revealed a grossly
oedematous pancreas and ascites. Blood and urine culture were negative. The patient's GGT was 49, ALT (SGPT) was 27 and the AST (SGOT) was 45. White
blood cell count was 10.3 while the haemoglobin was 91%. Other laboratory investigations such as VRE, adenovirus CMV, EBV, HSV, mumps, varicella zoster
and toxoplasma screens were all negative. At the time of reporting on 19-OCT-2007 the patient's rash generalised and abdominal pain upper and blood
amylase increased and lipase increased and pancreatitis and pyrexia persisted. The agency considered that rash generalised, abdominal pain upper, blood
amylase increased, lipase increased, pancreatitis and pyrexia were possibly related to therapy with GARDASIL. The original reporting source was not provided.
Subsequently the patient's experience was reported in an article, 25-JAN-2008. Additional information is not expected.

Symptom Text:

doxycycline hyclate, Unk - Unk; promethazine HCl, Unk - Unk; ranitidine HCl, Unk - UnkOther Meds:
Lab Data:

History:
Prex Illness:

abdominal X-ray, 03Oct07, abnormal; computed axial tomography, 03Oct07, grossly; computed axial tomography, pancreatitis; Epstein-Barr virus antibodies,
03Oct07, negative; WBC count, 03Oct07, 10.3; adenovirus PCR, 03Oct07, negative; arteria
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

311857-1 (S)

09-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain upper, Acidosis, Ascites, Hypocalcaemia, Pancreatitis, Pyrexia, Rash generalised

 HOSPITALIZED, SERIOUS

Other Vaccine
08-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8648
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
09-May-2008
Status Date

PA
State

WAES0805USA00174
Mfr Report Id

Information has been received from a nurse within the doctor's office concerning a female patient who was vaccinated with a second dose of GARDASIL.  The
nurse reported that she heard from her aunt that a patient received the GARDASIL injection and experienced paralysis and could not even cut her own dinner
after the injection was administered.  The patient had to walk with a cane and also went to physical therapy.  She did not receive the vaccine at the reporting
nurse's office.  No further information was known.  The paralysis was considered to be disabling.  Additional information is not available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

311858-1 (S)

09-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Gait disturbance, Paralysis

 PERMANENT DISABILITY, SERIOUS

Other Vaccine
08-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8649
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
09-May-2008
Status Date

NJ
State

WAES0805USA00463
Mfr Report Id

Information has been received from a physician concerning an approximate 17 year old female who in April 2007 ("within the past 2-3 weeks") was vaccinated
with a first dose of Gardasil 0.5 mL IM.  In April 2007, "couple of weeks" later the patient developed "muscular problems to the point where she couldn't drive".
Unspecified medical attention was sought.  At the time of reporting it was unknown if the patient had recovered.  When asked if it was a significant
disability/incapacity, "she said that she thinks it was because the patient could not drive a car".  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

311859-1 (S)

09-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Impaired driving ability, Muscle disorder

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Other Vaccine
08-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8650
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
27-Oct-2007
Onset Date Days

09-May-2008
Status Date

--
State

WAES0805USA00477
Mfr Report Id

Information has been received from a 27 year old female with an allergic reaction to antibiotics who on 13-MAR-2007 was vaccinated with a first dose of
GARDASIL.  On an unspecified date the patient was vaccinated with a second and third dose of GARDASIL.  There was no concomitant medication.  It was
reported that the patient had three shots of GARDASIL and experienced a seizure disorder during sleep on 27-OCT-2007, 10-NOV-2007, 01-JAN-2008, 31-
JAN-2008, 23-FEB-2008 and 03-APR-2008.  Unspecified medical attention was sought.  The patient had a computed axial tomography, diagnostic laboratory
tests, electroencephalography and a magnetic resonance imaging performed.  The results were unknown.  At the time of reporting the patient had not
recovered.  Upon internal review the event seizure disorder was considered to be an other medical event.  No additional information is available.

Symptom Text:

NoneOther Meds:
Lab Data:

History:
Allergic reaction to antibioticsPrex Illness:

computed axial, no results reported; diagnostic laboratory, no results reported; electroencephalography, no results reported; magnetic resonance, no results
reported

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
27.0

311860-1

09-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Inappropriate schedule of drug administration

 ER VISIT, NOT SERIOUS

Other Vaccine
08-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8651
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
09-May-2008
Status Date

MI
State

WAES0805USA00516
Mfr Report Id

Information has been received from a physician concerning an 18 or 19 year old female who in March 2007, was vaccinated with a first dose of Gardasil IM.  In
March 2007 the patient experienced nerve impact in her shoulder blade.  The patient went through physical therapy to repair the nerve damage.  The patient
was unable to play softball because of the weakness and pain in her arm.  The patient could not fully use her arm.  At the time of reporting the patient was
recovering.  The reporter considered the events to be disabling.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

311861-1 (S)

09-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Activities of daily living impaired, Muscular weakness, Nerve injury, Pain in extremity, Physiotherapy

 ER VISIT, PERMANENT DISABILITY, SERIOUS

Other Vaccine
08-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8652
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Mar-2008
Vaccine Date

19-Apr-2008
Onset Date

44
Days

16-May-2008
Status Date

NC
State Mfr Report Id

Onset 4-19-08 - X2 episodes of fainting, SOB, palpitations facial & extremity tingling, X1 syncopal episode 5-2-08 with same symptoms -> seen at ER.Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

CMP, CBC, BH, EKG, spirometry, cardiology & neurology referrals
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

311867-1

16-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dyspnoea, Palpitations, Paraesthesia, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
08-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1266U 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 8653
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Apr-2008
Vaccine Date

30-Apr-2008
Onset Date

0
Days

16-May-2008
Status Date

ME
State Mfr Report Id

Gardasil inj given at 8:30am on 4/30/08.  Pt started feeling nauseous.  By evening pt felt weak, wheezing, vomiting until 5am, temp 104 degrees, & HA.Symptom Text:

Other Meds:
Lab Data:
History:

joint pain/diarrheaPrex Illness:

Flagyl/Imitrex

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

311876-1

16-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Body temperature increased, Headache, Nausea, Vomiting, Wheezing

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
08-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0967U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8654
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-May-2008
Vaccine Date

Unknown
Onset Date Days

13-May-2008
Status Date

TX
State Mfr Report Id

redness and warmth at injection site after shots given on 05/05/2008. Seen in ER and treated with antibiotics for cellutitis per parent by phone call 05/08/2008
1:30 pm.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

311901-1

13-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Cellulitis, Injection site erythema, Injection site warmth

 ER VISIT, NOT SERIOUS

Other Vaccine
08-May-2008

Received Date

Prex Vax Illns:

VARCEL
HPV4
MNQ
TDAP

HEPA

MERCK & CO. INC.
MERCK & CO. INC.
SANOFI PASTEUR
GLAXOSMITHKLINE
BIOLOGICALS
GLAXOSMITHKLINE
BIOLOGICALS

1917U
0067X
U2546AA
AC52B020AA

AHAVB216AA

1
0
0
5

2

Right arm
Right arm
Left arm
Left arm

Left arm

Subcutaneously
Intramuscular
Intramuscular
Intramuscular

Intramuscular



10 JUN 2008 06:27Report run on: Page 8655
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-May-2008
Vaccine Date

02-May-2008
Onset Date

1
Days

13-May-2008
Status Date

--
State Mfr Report Id

RASH ACROSS CHEST DIAGNOSED AS SHINGLES; ONSET OF RASH ONE DAY AFTER HPV #2.Symptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

NONE
NONE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

311910-1

13-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Herpes zoster

 ER VISIT, NOT SERIOUS

Other Vaccine
09-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1487U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8656
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Jul-2007

Vaccine Date
Unknown

Onset Date Days
12-May-2008
Status Date

OH
State

WAES0708USA00682
Mfr Report Id

Information has been received from a registered nurse and through a Pregnancy Registry concerning a 17 year old female with no pertinent medical history
who on 30-JUL-2007 was vaccinated intramuscularly with the third, 0.5 mL dose of GARDASIL (Lot # "09270"). There was no concomitant medication. It was
reported that the patient became pregnant sometime before she received her third dose of the vaccine series. No other symptoms were noted. The patient
sought unspecified medical attention. On 01-AUG-2007, the patient had a pregnancy test which was positive with an estimated date of delivery approximately in
Jan 2008. No other information was available. Follow-up information was received. The patient had electively terminated her pregnancy on an unspecified date.
Upon internal review abortion induced is considered to be an other important medical event. Additional information is not expected.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = Unknown)Prex Illness:

beta-chorionic 08/01/07 positive

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

311927-1

12-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abortion induced, Drug exposure during pregnancy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 09270 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8657
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Aug-2007
Vaccine Date

01-Sep-2007
Onset Date

29
Days

12-May-2008
Status Date

CA
State

WAES0710USA05590
Mfr Report Id

Information has been received as part of a pregnancy registry from a mother concerning her 18 year old daughter with a drug hypersensitivity to
acetaminophen (+) hydrocodone bitartrate (VICODIN) that makes her sick to her stomach and "ovarian problems" that prevent her from menstruating with a
history of ovarian cysts and ovarian endometriosis who on 03-AUG-2007 was vaccinated with the first dose of GARDASIL.  Concomitant therapy included
hormonal contraceptives (unspecified).  In approximately September 2007, the patient became pregnant.  On 05-OCT-2007 the patient received her second
dose of GARDASIL.  No adverse event was reported.  No laboratory studies were performed.  As of 25-OCT-2007 the patient was 7 weeks pregnant and her
estimated date of delivery is 12-JUN-2008.  As of 25-OCT-2007, the patient had not sought medical attention.  Follow-up information was received.  On an
unspecified date the patient had an abortion; elective termination.  Upon internal review abortion; elective termination is considered to be an other medical
event.  Additional information is not expected.

Symptom Text:

Hormonal contraceptivesOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 9/6/2007); Drug hypersensitivity; Ovarian disorderPrex Illness:

None
Ovarian cyst; Endometriosis of ovary; Upset stomach

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

311928-1

12-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abortion induced, Drug exposure during pregnancy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8658
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Jul-2007

Vaccine Date
01-Aug-2007
Onset Date

23
Days

12-May-2008
Status Date

--
State

WAES0804USA05570
Mfr Report Id

Initial and follow-up information has been received from a mother and 18 year old daughter who on 05-MAY-2007 was vaccinated with her first dose of Gardasil
(Lot #, site and route not reported).  On 09-JUL-2007 the patient was vaccinated with her second dose of Gardasil (Lot #, site and route not reported).
"Sometime in August 2007", the patient missed her period and conducted a home urine pregnancy test which was positive.  The patient also reported that she
also had a pregnancy blood test which was positive (not further specified).  In "January 2008", the patient delivered her baby.  The patient was hospitalized for
delivery of the baby which she had by cesarean section.  No further information was provided.  The patient did not report any adverse reaction.  It was reported
that there were "no complications for the mother or the baby".  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = Unknown)Prex Illness:

urine beta-human, 08/??/07, positive; serum beta-human, positive

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

311929-1 (S)

12-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Caesarean section, Drug exposure during pregnancy

 HOSPITALIZED, SERIOUS

Other Vaccine
09-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8659
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
24-Sep-2007
Vaccine Date

24-Sep-2007
Onset Date

0
Days

12-May-2008
Status Date

FR
State

WAES0805AUS00038
Mfr Report Id

Information was obtained on request by the Company from the agency via a Public Case Detail Form and a Case Line Listing concerning a 26 year old female
who on 24-SEP-2007, was vaccinated with the second dose of GARDASIL (Lot # 657870/0491U, Batch # J2138, Expiry date 11-FEB-2010). On 24-SEP-2007,
after vaccination, the patient experienced hypoaesthesia and paraesthesia which was described as pins and needles and numbness in vaccinated arm, feeling
spread across back of her neck and down other arm and into her leg and was hospitalized. It was also reported that the patient had the same reaction after the
first dose of GARDASIL. The agency considered that the same reactions were certainly related to therapy with Gardasil. At the time of reporting on 19-OCT-
2007, the had patient recovered from the hypoaesthesia and paraesthesia. The agency considered the hypoaesthesia and paraesthesia were certainly related
to therapy with GARDASIL. The original reporting source was not provided. Subsequently the patient's experience was reported in an article. Additional
information is not expected. A copy of the published article is attached as further documentation of the patient's experience.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

311930-1 (S)

12-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Paraesthesia, Vaccine positive rechallenge

 HOSPITALIZED, SERIOUS

Other Vaccine
09-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0491U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8660
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-Jan-2008
Vaccine Date

01-Feb-2008
Onset Date

23
Days

12-May-2008
Status Date

--
State

WAES0805USA00064
Mfr Report Id

Information has been received from a consumer concerning her 20 year old daughter with allergy to azithromycin (ZITHROMAX) who on 09-NOV-2007 was
vaccinated with the first dose of GARDASIL, 0.5 mL, (injection form) (Lot # not reported).  On 09-JAN-2008, the patient was vaccinated with the second dose of
GARDASIL, 0.5 mL, (injection form) (Lot # not reported).  Concomitant therapy included drospirenone (+) ethinyl estradiol (YAZ).  On 01-FEB-2008, after
getting the second dose of GARDASIL, the patient experienced a stroke and was hospitalized.  The patient stayed in the hospital for one week.  At the time of
this report, the patient was recovering from the event.  The causality of the event was not reported.  No product quality complaint was involved.  Additional
information has been requested.

Symptom Text:

YAZOther Meds:
Lab Data:
History:

Contraception; Allergic reaction to antibioticsPrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

311931-1 (S)

23-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Cerebrovascular accident

 ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, SERIOUS

Other Vaccine
09-May-2008

Received Date

Prex Vax Illns:

HPV4HPV4 MERCK & CO. INC. 1063U 1 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8661
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Aug-2007
Vaccine Date

16-Aug-2007
Onset Date

0
Days

12-May-2008
Status Date

FR
State

WAES0805USA00839
Mfr Report Id

Information has been received from a gynecologist, concerning a 16 year old female patient, who was in the 11th week of gestation when on 16-AUG-2007 she
was vaccinated with the first dose, and in the 19th week of gestation on 22-OCT-2007, when vaccinated with the second dose of Gardasil (lot #'s, route and site
not reported).  Concomitant suspect therapy on 16-AUG-2007, included a dose of Vaqta (manufacturer not specified).  At the end of October, 2007, the
pregnancy was established, at the 20th gestation week, with reported date of LMP on 09-JUN-2007 (estimated date of delivery 15-MAR-2008).  After a regular
course of pregnancy, the patient gave birth, via cesarean section because of green amniotic fluid, to a healthy child on 15-MAR-2008 (gender and birth weight
not reported).  The Apgar Index was 8/10/10.  The post natal examination of the infant showed no pathologies.  This case is closed.  Other business partners
include: E2008-03804.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 09Jun07)Prex Illness:

cesarean section, 15Mar08, because of green amniotic fluid; Apgar score, 15Mar08, 8/10/10

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

311932-1 (S)

12-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Caesarean section, Drug exposure during pregnancy, Meconium in amniotic fluid

 HOSPITALIZED, SERIOUS

Other Vaccine
09-May-2008

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
MERCK & CO. INC.

NULL
NULL

0 Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 8662
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Oct-2007
Vaccine Date

14-Apr-2008
Onset Date

189
Days

12-May-2008
Status Date

FR
State

WAES0805USA00840
Mfr Report Id

Information has been received from a gynecologist, concerning a 16 year old female patient who on 08-OCT-2007 was vaccinated IM with the first dose (lot
#0251U; batch NF56480; well tolerated), and on 10-DEC-2007, vaccinated IM with the second dose (lot #0276U; batch NF58550; well tolerated), and on 14-
APR-2008 vaccinated IM with the third dose (lot # 1068U; batch NH06410) of GARDASIL.  On 14-APR-2008 after vaccination, the patient complained about
chills, nausea, and pain concerning the whole body.  After treatment with paracetamol, twice, the patient developed a fever of up to 39 degrees C.  The patient
was admitted to the hospital on 15-APR-2008 because of generalized pain and a peripheral circulatory disorder.  On 15-APR-2008 and 16-APR-2008, the
patient's C-reactive protein (CRP) was increased (values 7.5 and 9.4, respectively - units not specified).  On 16-APR-2008, leukocytes were decreased at
3,200, and thrombocytes were decreased at 105,000 (units not specified).  Under medication with unspecified infusion and ibuprofen, she recovered on 17-
APR-2008, and was discharged from the hospital.  On 21-APR-2008, there were no abnormal lab findings.  Other business partner numbers include: E2008-
03964.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Prex Illness:

diagnostic laboratory test 21Apr08 no abnormal findings; body temp 14Apr08 39 degrees C; serum C-reactive protein 15Apr08 7.5 increased; WBC count
16Apr08 3,200 decreased; platelet count 16Apr08 105,000 decreased; serum C-reactive protein 1
No reaction on previous exposure to vaccine

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

311933-1 (S)

12-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Chills, Nausea, Pain, Peripheral vascular disorder, Pruritus generalised, Pyrexia

 HOSPITALIZED, SERIOUS

Other Vaccine
09-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0251U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8663
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-May-2008
Status Date

FR
State

WAES0805USA00842
Mfr Report Id

Information has been received from a physician, concerning an adolescent female patient, with a history of no reaction on previous exposure to vaccine doses
1 and 2 (dates not specified), who on an unknown date was vaccinated with the third dose of Gardasil (lot #, site and route not specified). Subsequently the
patient experienced flu-like symptoms and in the course developed disseminated intravascular coagulation. She was admitted to the hospital and recovered
within an unspecified time (details not reported). No further information was available. Other business partner numbers include: E2008-03969.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
No reaction on previous exposure to vaccine

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

311934-1 (S)

12-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Disseminated intravascular coagulation, Influenza like illness

 HOSPITALIZED, SERIOUS

Other Vaccine
09-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
12-May-2008
Status Date

FR
State

WAES0805USA00844
Mfr Report Id

Information has been received from a health authority (reference number PE12008005421) and a physician concerning an approximately 16 year old
adolescent female patient who in 2007 was vaccinated with a first, second and a third dose of Gardasil (Lot #, administration routes, sites and dates not
reported).  The physician reported that the patient experienced recurrent headache and focal neurological symptoms.  Multiple lesions in central nervous
system (CNS) of unknown origin were detected.  Latencies not reported.  Symptoms were on going at the time of this reporting.  The events "headache
recurrent, Neurological disorder not otherwise specified (NOS) and Central nervous system disorder NOS" were considered to be other important medical
events.  The other business partner number includes: E200804020.  Additional information is not available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

311935-1

12-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Nervous system disorder, Neurological symptom

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
U

Gender
28-Aug-2007
Vaccine Date

28-Aug-2007
Onset Date

0
Days

19-May-2008
Status Date

--
State Mfr Report Id

Tingling of hands, legs and feet. Occasional headache. Had these symptoms after receiving each Gardasil injection , worse right after injection, improved with
time, but not completely resolved.

Symptom Text:

Benzacin Gel topically to faceOther Meds:
Lab Data:
History:

NonePrex Illness:

BMP, Ca+ (fortified), Folate, B12, Magnesium. Within normal limits.
Obesity, Acne, Dysmenorrhea, Scoliosis, Chest pain

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

311968-1

19-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Paraesthesia, Vaccine positive rechallenge

 ER VISIT, NOT SERIOUS

Other Vaccine
09-May-2008

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2395BA
1967U

0
2

Right arm
Right arm

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-May-2008
Vaccine Date

09-May-2008
Onset Date

1
Days

13-May-2008
Status Date

IN
State Mfr Report Id

red splotchy rash, nausea/vomiting, headache, dizziness, fever.  OTC Benadryl, topical hydrocortisone cream for rash; continue to follow closely.Symptom Text:

NONEOther Meds:
Lab Data:
History:

NONEPrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

311992-1

13-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Headache, Nausea, Pyrexia, Rash macular, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
09-May-2008

Received Date

Prex Vax Illns:

TDAP
HPV4
MNQ

SANOFI PASTEUR
MERCK & CO. INC.
SANOFI PASTEUR

C2775AA
1967U
U2541AA

0
0
0

Left arm
Right arm
Left arm

Intramuscular
Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-May-2008
Vaccine Date

09-May-2008
Onset Date

2
Days

16-May-2008
Status Date

MI
State Mfr Report Id

After receiving HPV #3, child got navel pierced.  The next day she had nausea, vomiting, light-headedness, dizziness.  Stayed home from school.  Today
(5/9/08) noticed a few white spots on her feet-turned to red, spread to legs, hands & arms.  Took Benadryl 5/8/08 for "cold or sinus infection".  Reports itching
with rash.  Advised to see a doctor - clinic info given.

Symptom Text:

Benadryl for "cold or sinus inf"Other Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

312017-1

16-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Nausea, Pruritus, Rash erythematous, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 14460U 2 Left arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Apr-2008
Vaccine Date

22-Apr-2008
Onset Date

0
Days

19-May-2008
Status Date

VA
State Mfr Report Id

Within few hours of vaccine, client called with complaint of fever to 101, seen in ER within about 8 hrs, was vomiting, had headache, cough (history of asthma).
Was treated for dehydration with IV Tordol for headache, Zofran for nausea, cough medicine, on bedrest for 2 days.

Symptom Text:

NoOther Meds:
Lab Data:
History:

NoPrex Illness:

No access
Asthma, Allergies self reported pollen, dust, chlorine, bee stings

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

312018-1

19-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Cough, Dehydration, Headache, Nausea, Pyrexia, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
09-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1978U 2 Left arm Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-May-2008
Vaccine Date

09-May-2008
Onset Date

0
Days

19-May-2008
Status Date

PA
State Mfr Report Id

Syncope following vaccines. Pt lying down on table - BP 100/68, HR = 72. Pt did not eat or drink before coming to office; gave soda, pretzels - waited for 20 min
- resolved, discharged to home.

Symptom Text:

Other Meds:
Lab Data:
History:

NoPrex Illness:

Headaches

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

312019-1

19-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
09-May-2008

Received Date

Prex Vax Illns:

VARCEL
HPV4
HEPA

MNQ

MERCK & CO. INC.
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
SANOFI PASTEUR

1998U
1740U
AHAVB207DA

42621AA

1
0
0

0

Left arm
Left arm

Right arm

Left arm

Unknown
Unknown
Unknown

Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
17-Sep-2007
Onset Date Days

13-May-2008
Status Date

FL
State

WAES0710USA06122
Mfr Report Id

Information has been received from a physician, for the Pregnancy Registry for Gardasil concerning a female (demographics not provided) who on an
unspecified date was vaccinated with her first dose of Gardasil (Lot# not reported).  There was no concomitant medication.  The patient reported to the
physician that she found out she was pregnant (method of confirmation and date of the confirmation of the pregnancy were not provided) after she received her
first dose of Gardasil.  On an unspecified date the patient reported to the physician that she was about 6 weeks pregnant.  Actual date of her last menstrual
period was not reported.  It was reported that the patient sought unspecified medical treatment.  No additional information was provided.  Follow up information
received from the physician's office stated that the patient terminated her pregnancy on 31-OCT-2007.  Additional details regarding the elective termination
were not provided.  Upon internal review, the elective termination was consider an other medical event.  No further information is available.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 9/17/2007)Prex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

312064-1

13-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abortion induced, Drug exposure during pregnancy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
12-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-May-2007
Vaccine Date

18-Sep-2007
Onset Date

123
Days

13-May-2008
Status Date

FR
State

WAES0805AUS00032
Mfr Report Id

Information was obtained on request by the Company from the agency via a Public Case Detail Form and a Case Line Listing concerning a 16 year old female
who on 18-MAY-2007, 15-JUN-2007 and 15-SEP-2007 was vaccinated with the first, second and the third dose of Gardasil.  On 18-SEP-2007 the patient
experienced thrombocytopenia and menorrhagia.  It was described that the patient had a "severe ITP, platelet count 4 and life threatening menorrhagia".  On
21-SEP-2007, the patient recovered from thrombocytopenia and menorrhagia.  The agency considered that thrombocytopenia and menorrhagia were possibly
related to therapy with Gardasil.  Thrombocytopenia and menorrhagia were considered to be immediately life-threatening.  The original reporting source was
not provided.  Subsequently the patient's experience was reported in an article.  Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

312065-1 (S)

13-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Idiopathic thrombocytopenic purpura, Menorrhagia, Thrombocytopenia

 LIFE THREATENING, SERIOUS

Other Vaccine
12-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
25-Jul-2007
Onset Date Days

13-May-2008
Status Date

FR
State

WAES0805AUS00033
Mfr Report Id

Information was obtained on request by the Company from the agency via a Case Line Listing and Public Case Details form concerning a 24 year old female
who was vaccinated with Gardasil (date not provided). On 25-JUL-2007 the patient experienced blurred vision, optic neuritis and scotoma, described as
"blurred vision, left greater than right, associated with scotoma. Diagnosis-acute macular neuroretinopathy (AMN)". At the time of reporting to the agency on 15-
OCT-2007, the outcome of blurred vision, optic neuritis and scotoma was unknown. The agency considered that blurred vision, optic neuritis and scotoma was
unknown. The agency considered that blurred vision, optic neuritis and scotoma were possible related to therapy with Gardasil. The original reporting source
was not provided. Blurred vision, optic neuritis and scotoma were considered to be disabling. Subsequently, the patient's adverse experiences were also
reported in an foreign article. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

serum albumin Nil details
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

312066-1 (S)

13-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Optic neuritis, Retinopathy, Scotoma, Vision blurred

 PERMANENT DISABILITY, SERIOUS

Other Vaccine
12-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Oct-2007
Vaccine Date

08-Oct-2007
Onset Date

0
Days

13-May-2008
Status Date

FR
State

WAES0805AUS00034
Mfr Report Id

Information was obtained on request by the Company from the agency via a Public Case Detail Form and a Case Line Listing concerning a 25 year old female
who on 08-OCT-2007 was vaccinated with Gardasil. Concomitant therapy included venlafaxine HCl. On 08-OCT-2007, after vaccination, the patient
experienced hyperreflexia, clonus, hypertonia and muscle weakness and was hospitalised. It was described that the patient experienced bilateral upper and
lower limb hyperreflexia, clonus, high tone and bilateral lower limb weakness. At the time of reporting on 25-OCT-2007, the patient's hyperreflexia and clonus
and hypertonia and muscle weakness persisted. The agency considered that hyperreflexia, clonus, hypertonia and muscle weakness were possibly related to
therapy with Gardasil. The original reporting source was not provided. Subsequently the patient's experience was reported in an foreign article. Additional
information is not expected.

Symptom Text:

venlafaxine HCl, Unk - UnkOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

312067-1 (S)

13-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Clonus, Hyperreflexia, Hypertonia, Muscular weakness

 HOSPITALIZED, SERIOUS

Other Vaccine
12-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Apr-2007
Vaccine Date

05-May-2007
Onset Date

10
Days

13-May-2008
Status Date

FR
State

WAES0805AUS00037
Mfr Report Id

Information was obtained on request by the Company from the agency via a Public Case Detail Form and a Case Line Listing concerning a 13 year old female
who on 25-APR-2007 was vaccinated with Gardasil. On 05-MAY-2007 the patient experienced polyarthritis and antinuclear antibody positive and was
hospitalised. It was described that the child experienced bilateral upper limbs polyarthritis involving wrists, MCP joints and PP joints. The onset of symptoms
were initially on her left side 10 days post Gardasil. The patient was found to have positive antinuclear antibody. All other investigations were found to be NAD
(no abnormalities detected). At the time of reporting on 17-OCT-2007, the patient's polyarthritis and antinuclear antibody positive persisted. The agency
considered that polyarthritis and antinuclear antibody positive were possibly related to therapy with Gardasil. The original reporting source was not provided.
Subsequently the patient's experience was reported in an foreign article. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

312068-1 (S)

13-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Polyarthritis

 HOSPITALIZED, SERIOUS

Other Vaccine
12-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Sep-2007
Vaccine Date

26-Sep-2007
Onset Date

0
Days

13-May-2008
Status Date

FR
State

WAES0805AUS00039
Mfr Report Id

Information was obtained on request by the Company from the agency via a Case Line Listing and Public Case Details form, concerning an 18 year old female
who on 26-SEP-2007 was vaccinated intramuscularly with GARDASIL, Batch No. J2926, expiry date 13-MAR-2010, Lot No. 658214/0734U). Subsequently, on
26-SEP-2007 the patient experienced nausea, amnesia, feeling abnormal, hypotonia, syncope and was unresponsive to stimuli, described as "patient reported
feeling ill and collapsed. Suppine and unresponsive to verbal stimuli for 30 minutes, pulse faint, floppy, nauseated and spaced out. The patient had no memory
of the event". The patient was admitted to the Accident and Emergency department of hospital and was treated with oxygen and IV fluids. Results of laboratory
investigations showed serum glucose of 5.3 mmol/L and an electrocardiogram (ECG) was normal. At the time of reporting to the agency on 17-OCT-2007 the
patient had recovered from nausea, amnesia, feeling abnormal, hypotonia, syncope and being unresponsive to stimuli. The agency considered that nausea,
amnesia, feeling abnormal, hypotonia, syncope and being unresponsive to stimuli were possibly related to therapy with GARDASIL. The original reporting
source was not provided. Subsequently, the patient's adverse experiences were reported in an article. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

electrocardiogram, 26?Sep07, 5.3 mmol/L; serum glucose, 26?Sep07, 5.3 mmol/L
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

312069-1 (S)

13-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Amnesia, Feeling abnormal, Hypotonia, Malaise, Nausea, Pulse pressure decreased, Syncope, Unresponsive to stimuli

 HOSPITALIZED, SERIOUS

Other Vaccine
12-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0734U Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-May-2008
Status Date

VA
State

WAES0805USA00035
Mfr Report Id

Information has been received from a physician concerning a female (age not reported) who on an unspecified date was vaccinated with the first dose of
Gardasil without incident. On an unspecified date, the patient was vaccinated with the second dose of Gardasil. After the second dose (date unspecified), the
patient experienced possible seizures. Unspecified medical attention was sought. Subsequently on an unspecified date, the patient recovered from possible
seizures. No product quality complaint was involved. Upon internal review, possible seizures was considered to be an other important medical event. Additional
information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

312070-1

13-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
12-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Oct-2007
Vaccine Date

Unknown
Onset Date Days

13-May-2008
Status Date

FR
State

WAES0805USA01091
Mfr Report Id

Information has been received from a gynecologist concerning a 14 year old female who on 16-OCT-2007 was vaccinated IM into the upper arm with a first
dose of Gardasil (batch# NF56940; Lot# 0278U).  Subsequently, on an unspecified date, the patient was diagnosed with type I diabetes mellitus.  She was
treated with insulin.  Outcome was not reported.  The physician felt that the patient's type I diabetes mellitus was an other important medical event.  No further
information is available.  Other business partner numbers included E2008-04087.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

312071-1

13-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Type 1 diabetes mellitus

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
12-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0278U 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Jul-2007

Vaccine Date
16-Jul-2007
Onset Date

0
Days

13-May-2008
Status Date

TX
State

WAES0708USA01488
Mfr Report Id

Initial and follow up information has been received through the Merck Pregnancy Registry from a registered nurse concerning a 25 year old female with a
history of a spontaneous abortion at five weeks from her last menstrual period and malignant melanoma at age 19, with a dysplastic nervous system, and an
allergy to penicillin and an allergic reaction to CECLOR, who on 16-MAY-2007 was vaccinated IM in the left deltoid with a 0.5 ml first dose of Gardasil (lot #
657736/0389U).  On 16-JUL-2007 the patient was vaccinated IM in the right deltoid with a 0.5 ml second dose of Gardasil (lot # 658100/0525U).  There was no
concomitant medication.  Subsequently the patient became pregnant.  Unspecified medical attention was sought.  On 03-AUG-2007 the patient had a positive
beta-human chorionic gonadotropin test (unspecified).  Her last menstrual period was 27-JUN-2007.  The estimated date of delivery was 03-APR-2008.  It was
reported that the patient had one previous pregnancy and one spontaneous abortion at 5 weeks.  At the time of the report, the outcome of the patient was
unknown.  Follow-up information indicated that 39 weeks from her last menstrual period on 27-MAR-2008 the patient gave birth to a male infant.  The infant
weighed 7 pounds 6 ounces, was 19.5 inches long, and had an Apgar score of 8/9.  It was reported that the infant was normal, with no complications or
abnormalities.  The infant did develop a minimal cleft lip.  Other medications used during the pregnancy were ZITHROMAX for a urinary tract infection, prenatal
vitamins, and GYNAZOLE for candida. The reporter considered the minimal cleft lip to be a congenital anomaly.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 6/27/2007); Nervous system disorder; Allergic reaction to antibiotics; Penicillin allergyPrex Illness:

beta-human chorionic, 08/03/07, posit
Malignant melanoma; Abortion spontaneous

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

312072-1

13-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Foetal disorder

 ER VISIT, NOT SERIOUS

Other Vaccine
12-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0525U 1 Right arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
13-May-2008
Status Date

FL
State

WAES0804USA03171
Mfr Report Id

Information has been received from a physician concerning a female patient with no known drug allergies and no previous medical history who on an
unspecified date was vaccinated at another physicians office with her first dose of GARDASIL (lot #unknown, site and route not reported). There was no
concomitant medication. The patient reported to the physician that 3.5 post vaccination, she "felt lightheaded for 5 minutes, experienced dizziness, could not
see, and everything turned black for a few seconds. Five minutes after the 1st lightheaded spell went away, it happened again and lasted for 5 minutes." The
patient did not seek medical attention. It was reported that on an unspecified date the patient was considered to have recovered from the events. The physician
reported that the patient plans to continue further doses of the vaccination. No additional information was reported. Upon internal review, vision loss was
considered to be an other important medical event. Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

312073-1

13-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Blindness transient, Dizziness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
12-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8680
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
28-Aug-2007
Onset Date Days

13-May-2008
Status Date

FR
State

WAES0805AUS00053
Mfr Report Id

Information was obtained on request by the Company from the agency via a Public Case Detail Form and a Case Line Listing concerning a 16 year old female
who was vaccinated with GARDASIL. On 28-AUG-2007 the patient experienced neuropathy peripheral and was hospitalised. It was described that
approximately 4 weeks after the second dose of GARDASIL, the patient developed bilateral ascending sensory loss in her lower limbs. The examination of the
patient revealed a low in sensation to all modalities lower legs to knees. The patient had normal jerks and downgoing plantar reflexes. At the time of reporting
on 15-OCT-2007, the patient's neuropathy peripheral persisted. The agency considered that neuropathy peripheral was possibly related to therapy with
GARDASIL. The original reporting source was not provided. Subsequently, the patient's experience was reported in an article. Additional information is not
expected. A copy of a published literature article is attached as further documentation of the patient's experience.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

312074-1 (S)

13-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Neuropathy peripheral, Sensory disturbance

 HOSPITALIZED, SERIOUS

Other Vaccine
12-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8681
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Jul-2007

Vaccine Date
18-Sep-2007
Onset Date

65
Days

13-May-2008
Status Date

FR
State

WAES0805AUS00064
Mfr Report Id

Information was obtained on request by the Company from the agency via a Public Case Detail Form and a Case Line Listing concerning a 24 year old female
who on 15-JUL-2007 was vaccinated with GARDASIL. On 18-SEP-2007 the patient developed pancreatitis and was hospitalized. Laboratory investigations
included calcium which was 2.63 H mmol/L (normal range: 2.10-2.60) and lipase which was 711H U/L (normal range: 13-60). At the time of reporting on 19-
OCT-2007, the patient's pancreatitis persisted. The agency considered that pancreatitis was possibly related to therapy with GARDASIL. The original reporting
source was not provided. Subsequently the patient's experience was reported in an article, 25-JAN-2008. Additional information is not expected. A copy of the
published article is attached as further documentation of the patient's experience.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Serum calcium 18Sep07 2.63 H mmol/L Normal Range: 2.10 - 2.60; serum lipase test 18Sep07 711 H U/L Normal Range: 13 - 60
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

312075-1 (S)

13-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pancreatitis

 HOSPITALIZED, SERIOUS

Other Vaccine
12-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8682
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Aug-2007
Vaccine Date

01-Sep-2007
Onset Date

21
Days

13-May-2008
Status Date

HI
State

WAES0805USA00654
Mfr Report Id

Information has been received from a physician concerning a 24 year old female with a history of eating disorder, no illness at the time of vaccination who on
29-JAN-2007 was vaccinated with a first dose of GARDASIL (lot # 655617/1447F) in the left deltoid at 3:15 PM. On 25-APR-2007 the patient was vaccinated
with a second dose of GARDASIL (lot # 657617/0384U) in the right deltoid at 8:30 AM. On 11-AUG-2007 the patient was vaccinated with a third dose of
GARDASIL (lot #658282/0929U) in the left deltoid at 11:10 AM. Concomitant therapy included YAZ. In September 2007, the patient experienced migraine
headaches, once a month with loss of vision for 30 minutes followed by 2 to 4 days of headaches and dizziness. The patient has seen the neurologist. The
patient had sinusitis at the onset of symptoms in September 2007 which cleared up in 2 months with antibiotics (therapy unspecified). Upon internal review loss
of vision is considered to be an Other Medical Event. Additional information has been requested.

Symptom Text:

YAZOther Meds:
Lab Data:
History:

Eating disorderPrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

312076-1

13-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Blindness transient, Dizziness, Headache, Migraine, Sinusitis

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
12-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0929U 2 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 8683
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Mar-2008
Vaccine Date

03-Mar-2008
Onset Date

0
Days

13-May-2008
Status Date

FR
State

WAES0805USA01283
Mfr Report Id

Information has been received from a physician concerning an 18 year old female with a history of Mycoplasma and Chlamydial infection in October 2007 who
on unspecified dates was vaccinated with a first and second dose of Gardasil.  On 03-MAR-2008, the patient was vaccinated with the third dose of Gardasil (lot
and batch numbers not reported).  In March 2008, three weeks after vaccination, the patient developed significant joint and muscle pain in the whole body.  She
also experienced cephalgia, nausea, lumbar pain, and significant sweating.  No cutaneous signs were observed.  Complete work-up was performed; the results
were normal.  The events were reported as severe.  At the time of reporting, the patient had not recovered.  The events were reported as Other Important
Medical Events.  Other business partner numbers included: E2008-04197.  No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Mycoplasma infection; Chlamydial infection

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

312077-1

13-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Back pain, Headache, Hyperhidrosis, Myalgia, Nausea

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
12-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8684
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-May-2008
Vaccine Date

01-May-2008
Onset Date

0
Days

19-May-2008
Status Date

NY
State Mfr Report Id

10 minutes after pt received vaccines she reported feeling "sick" & "light-headed".  She put head down & elevated her feet.  BP 80/40 pulse 64.  Vomited at
3pm.  Felt better then & BP went back up to 90/60 at 310pm.  Pulse 64.  Wanted to leave by 320pm.  Mother was with her.  She reports patient reacts this way
when she is anxious.

Symptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

312093-1

19-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure, Dizziness, Heart rate normal, Malaise, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
12-May-2008

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2545AA
1522U

0
0

Right arm
Left arm

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 8685
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Apr-2008
Vaccine Date

17-Apr-2008
Onset Date

1
Days

19-May-2008
Status Date

ID
State

ID08018
Mfr Report Id

Received vaccine Wed 4/16/08 2:30 pm.  Developed rash on arms & back in PM 4/17/08.  Also had difficulty breathing.  "I almost passed out".  Seen in ER.
Given a shot of Benadryl & told to use oral Benadryl til rash goes away.

Symptom Text:

azithromycin 1 g m po at same visitOther Meds:
Lab Data:
History:

ChlamydiaPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

312096-1

20-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dyspnoea, Presyncope, Rash

 ER VISIT, NOT SERIOUS

Other Vaccine
12-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0522U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8686
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-May-2008
Vaccine Date

06-May-2008
Onset Date

0
Days

16-May-2008
Status Date

NC
State Mfr Report Id

Give 3rd dose of Hep A and 4th dose of Gardisil. Last facility in record dated 3/31 showed student due for both.  Asked if she had received any
"shots"/immunizations anywhere else - replied "no" so I gave both.  When I went to facility, discovered she had been given both doses at HD 4/3!  Incident
report done, patient checked X3. Supervising MD notified 5/6

Symptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

none
Bronchitis 4/15/08

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

312116-1

20-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
12-May-2008

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

1487U
AHAV8242AA

3
2

Left arm
Right arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 8687
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Apr-2008
Vaccine Date

09-Apr-2008
Onset Date

1
Days

13-May-2008
Status Date

FR
State

WAES0804USA06004
Mfr Report Id

Information has been received from a general practitioner concerning a 16 year old female, who on 08-APR-2008 was vaccinated with a second dose of
GARDASIL and a dose of IPOL. The day after the vaccination the patient experienced a vasovagal malaise, and a transient global amnesia with a loss of
memory and temporospatial disorientation. The patient fully recovered in 3 to 4 hours. The patient went to the hospital to perform a global check-up. A
neurological examination, magnetic resonance imaging (MRI), and encephalogram were normal. Upon internal review vasovagal reaction, transient global
amnesia, and temporospatial disorientation were considered to be other important medical events. Other business partner numbers included: E200803850.
Additional information is not available.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Prex Illness:

diagnostic laboratory test Comment: global check-up; neurological examination Comment: normal; magnetic resonance imaging Comment: normal;
electroencephalography Comment: normal
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

312133-1

13-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Amnesia, Disorientation, Global amnesia, Malaise, Syncope vasovagal

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
12-May-2008

Received Date

Prex Vax Illns:

IPV
HPV4

UNKNOWN MANUFACTURER
MERCK & CO. INC.

NULL
NULL 1

Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 8688
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-May-2008
Vaccine Date

Unknown
Onset Date Days

21-May-2008
Status Date

NC
State Mfr Report Id

No adverse event - vaccine given SC instead of IM (HPV - Gardasil).Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

312136-1

21-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Incorrect route of drug administration

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
12-May-2008

Received Date

Prex Vax Illns:

VARCEL
HPV4
TD

MERCK & CO. INC.
MERCK & CO. INC.
SANOFI PASTEUR

1977U
1448U
U1963CA

1
0
2

Right arm
Left arm
Left arm

Subcutaneously
Subcutaneously
Intramuscular



10 JUN 2008 06:27Report run on: Page 8689
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Mar-2007
Vaccine Date

17-Apr-2007
Onset Date

28
Days

14-May-2008
Status Date

--
State

WAES0704USA00316
Mfr Report Id

Initial and follow up information has been received from a health professional concerning a 25 year old female with hypertension and protein in urine who on
20-MAR-2007 was vaccinated with Gardasil (lot#655849/0263U).   There was no concomitant medication.  The nurse reported that the patient was pregnant.
The patient's last menstrual period was 27-FEB-2007 with an expected delivery date of 04-DEC-2007.  In follow up telephone call to the doctor's office the
Licensed Practical Nurse (L.P.N.) reported that the patient was still pregnant with a due date of 06-JUN-2008 and she mentioned that "everything was on track
with patient's pregnancy, looked like a big baby."  She mentioned that patient continued to have problems with her hypertension and protein in urine which
existed before her pregnancy.  When the reporter was called back to clarify/confirm patient's information she reviewed her chart and reported that patient had a
ruptured ectopic pregnancy on 17-APR-2007.  No other information regarding the last menstrual period (LMP) dates were provided.  It was confirmed that the
patient had not received any additional doses of the vaccine since the March 2007 dose.  Upon internal review ruptured ectopic pregnancy was determined to
be an other important medical event.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 2/27/2007); Hypertension; Protein urine presentPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

312158-1

14-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Ruptured ectopic pregnancy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
13-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0263U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8690
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
14-May-2008
Status Date

FR
State

WAES0805AUS00051
Mfr Report Id

Information was obtained on requested by the Company from the agency via a Public Case Detail Form and Case Line Listing concerning a 17 year old single
female with one sexual partner, with no history of HSV infection who was vaccinated with GARDASIL. Subsequently after vaccination with GARDASIL, the
patient developed genital ulceration which was described as severe deep genital ulcers on labia and perineum 2 weeks after vaccination with GARDASIL. In
June 2007, 2 HSV PCR swabs done were negative. Serology was negative at 6 weeks. At the time of reporting on 17-OCT-2007 the patient had recovered from
the genital ulceration. The agency considered that genital ulceration was possibly related to therapy with GARDASIL. Genital ulceration was considered to be
disabling by the agency. The original reporting source was not provided. Subsequently the patient's experience was reported to an article, 25-JAN-2008, page
6. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Prex Illness:

HSV type 1 and/or 2 identification PCR ??Jun07 Comment: negative; HSV type 1 and/or 2 identification PCR ??Jun07 Comment: negative; clinical serology
test Comment: negative at 6 weeks
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

312159-1 (S)

14-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Genital ulceration

 PERMANENT DISABILITY, SERIOUS

Other Vaccine
13-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 28101 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8691
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Apr-2008
Vaccine Date

Unknown
Onset Date Days

14-May-2008
Status Date

FR
State

WAES0805USA01090
Mfr Report Id

Information has been received from a physician concerning a 13 year old female, who in April 2008, was vaccinated with a second dose of GARDASIL.
Subsequently, exact onset not reported, the patient experienced severe abdominal cramps and was admitted to the hospital.  All examinations (not specified)
showed normal results.  The patient was treated with infusions and omeprazole.  The patient recovered within an unspecified time.  It was reported that after
the patient was vaccinated with the first dose of GARDASIL she experienced slight abdominal cramps.  Other business partner numbers included:
E200804082.  Additional information is not available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory test Comment: not specified-normal results
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

312161-1 (S)

14-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Vaccine positive rechallenge

 HOSPITALIZED, SERIOUS

Other Vaccine
13-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8692
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Apr-2008
Vaccine Date

28-Apr-2008
Onset Date

0
Days

20-May-2008
Status Date

SC
State Mfr Report Id

c/o itchy at injection site and itchy all over, since left the office has had HA "between eyes", palms of hands clammy, and tired. Claritin given by momSymptom Text:

Claritin prnOther Meds:
Lab Data:
History:

seasonal allergic rhinitisPrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

312177-1

20-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Cold sweat, Fatigue, Headache, Injection site pruritus, Pruritus generalised

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
13-May-2008

Received Date

increase temp, crying~Tdap (no brand name)~UN~11~In SiblingPrex Vax Illns:

HPV4 MERCK & CO. INC. 1967U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8693
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-May-2008
Vaccine Date

05-May-2008
Onset Date

0
Days

21-May-2008
Status Date

TX
State Mfr Report Id

Pt received HPV vaccine #3. Pt appeared to have a reaction. Doctor notified. Pt developed a vasovagal, fainting. Confan applied to pt. Pt was put in lying
position and v/s monitored. Pt left clinic ambulating.

Symptom Text:

N/AOther Meds:
Lab Data:
History:

N/APrex Illness:

N/A
N/A

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

312180-1

22-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope, Syncope vasovagal

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
13-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1978U 2 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8694
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-May-2008
Vaccine Date

01-May-2008
Onset Date

0
Days

20-May-2008
Status Date

ME
State Mfr Report Id

Pt given vaccine - within several minutes pt was pale, weak, near fainting, diaphoretic.  Helped to bed & kept til pt was able to walk on her own 30-40 minutes
later.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

nonePrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

312182-1

20-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Hyperhidrosis, Immediate post-injection reaction, Pallor, Presyncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
13-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1060U 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8695
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Apr-2008
Vaccine Date

15-Apr-2008
Onset Date

0
Days

22-May-2008
Status Date

--
State Mfr Report Id

15Apr08 had Pelvic exam and received HPV vaccine about 1430. 15Apr08 at 1800 went to ER for 'lipothymic episode' and diarrhea. No fever. Syncopal
episode. IV F 1l given. 15Apr08 at about 1700 sweating, felt hot, diarrhea but also had 1 episode with vacc, pale, dizzy, shaky.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

PE, Chem 7, ECG; Hemo work-up
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

312187-1

22-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Diarrhoea, Dizziness, Feeling hot, Hyperhidrosis, Pallor, Syncope, Tremor

 ER VISIT, NOT SERIOUS

Other Vaccine
13-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0523U 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8696
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-May-2008
Vaccine Date

08-May-2008
Onset Date

1
Days

21-May-2008
Status Date

FL
State Mfr Report Id

Headache, chills, fever (102.6) "achy", slight sore throat developed on 5/8/08 after receiving both immunizations on 5/7/08 here in office.Symptom Text:

Concerta 36mgOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

312202-1

21-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Chills, Headache, Pain, Pharyngolaryngeal pain, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
13-May-2008

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2541AA
1968U

0
1

Right arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 8697
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Apr-2008
Vaccine Date

22-Apr-2008
Onset Date

0
Days

20-May-2008
Status Date

FR
State Mfr Report Id

Hard to breathe, pounding heart & fast heart rate.  Bad headache, shaky.  Felt like throat was closing, dizzy.  Resolved after po BENADRYL.Symptom Text:

Other Meds:
Lab Data:
History:

noPrex Illness:

pt. has allergy to yeast, unfortunately even though HPV is contraindicated in this case she was given it anyway
yeast

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

312225-1

20-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Dyspnoea, Headache, Heart rate increased, Nervousness, Palpitations, Throat tightness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
13-May-2008

Received Date

Prex Vax Illns:

TDAP
HPV4
HEPA

SANOFI PASTEUR
MERCK & CO. INC.
MERCK & CO. INC.

C2610AA
0073X
0383U

0
0
0

Right arm
Left arm

Right arm

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 8698
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Apr-2008
Vaccine Date

28-Apr-2008
Onset Date

0
Days

20-May-2008
Status Date

FL
State Mfr Report Id

Patient was seen in office for sinus infection and allergies.  Patient was administered GARDASIL and when patient left the office, she vomited and had a
syncope episode.  Mom took her to ER under direction of office.  Vomited again.

Symptom Text:

Other Meds:
Lab Data:
History:

sinus infection, allergiesPrex Illness:

CBC; CT; EKG

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

312226-1

20-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
13-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1968U 1 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 8699
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Apr-2008
Vaccine Date

30-Apr-2008
Onset Date

2
Days

20-May-2008
Status Date

MI
State Mfr Report Id

Vaccine given on 4/28/08 at 3:45pm.  A couple days later, she developed a dry, non-productive cough.  No fever.  States, "It feels like something is stuck in my
throat."

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

312263-1

20-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Cough, Throat irritation

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
13-May-2008

Received Date

Prex Vax Illns:

TDAP
HPV4
MNQ

SANOFI PASTEUR
MERCK & CO. INC.
SANOFI PASTEUR

C2844AA
1446U
U2619AA

0
0
0

Right arm
Left arm

Right arm

Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 8700
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Mar-2008
Vaccine Date

13-Mar-2008
Onset Date

1
Days

22-May-2008
Status Date

--
State Mfr Report Id

Temperature 24 hours later of 99-101 for 2-3 days following injection.  Patient never reported reactions until she came in for 2nd injection.  Doctor would not
authorize 2nd vaccine.

Symptom Text:

SeasoniqueOther Meds:
Lab Data:
History:
Prex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

312282-1

22-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Body temperature increased

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
13-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1757U 1 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 8701
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Mar-2007
Vaccine Date

19-May-2007
Onset Date

61
Days

15-May-2008
Status Date

PA
State

WAES0709USA00587
Mfr Report Id

Information has been received through the Pregnancy registry concerning a 19 year old female patient, who on 19-MAY-2007 was vaccinated with a second
dose of Gardasil. It was reported that the patient was 20 weeks pregnant. The patients last menstrual period was 16-APR-2007 and her estimated delivery date
was 21-JAN-2008. The patient sought unspecified medical attention. At the time of the report, the outcome of the patient was unknown. Follow up information
was received on 24-MAR-2008 and 02-APR-2008. The patient delivered a baby boy on 28-JAN-2008 (weeks from LMP-40). The baby was born with
pneumonia. He weighed 9 lbs. 2 oz. The baby's pediatrician was called on 02-APR-2008. The nurse confirmed the patient had well visits and was seen multiple
times during the month of February for pneumonia and what looked like abdominal pain. A request for Medical Records was faxed to the nurse to obtain the
baby's records. Follow up information received in the form of physician's notes, indicated that on 28-JAN-2008, the infant first had a "vacuum attempt without
success and positive meconium." The physician noted the infant was status post "C-section for failure to progress," and added that the mother was group B
strep positive. After birth, the infant had an increased respiratory rate and "was on oxyhood overnight." The chest X-ray revealed right lower lobe pneumonia.
Treatment in the hospital included IV ampicillin and gentamycin, and the infant "continued to do well with respiratory rate decreasing and 99% spO2 room air,
feeding well." The infant was discharged on 02-FEB-2008 ("two days ago"). On 04-FEB-2008, the infant was seen in follow up at the physician's office, and was
"improving clinically" the physician's assessment was pneumonia due to streptococcus, group B. Mild facial jaundice was documented. He was also diagnosed
with diaper rash-candida, also noted as etoxicum rash; nystatin was prescribed, with follow up in 2 days. The infant was continued on AUGMENTIN. On 06-
FEB-2008, the infant was seen by the physician

Symptom Text:

vitamins (unspecified) 10 mgOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 4/16/2007); Group B betahaemolytic streptococcal positivePrex Illness:

chest X-ray 01/28/08 right lower lobe pneumonia; cesarean section 01/28/08; respiratory rate 01/18/08 increased; vaginal Streptococcus positive

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

312294-1

15-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Caesarean section, Drug exposure during pregnancy, Foetal disorder

 ER VISIT, NOT SERIOUS

Other Vaccine
14-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0955F 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8702
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-May-2008
Vaccine Date

07-May-2008
Onset Date

1
Days

23-May-2008
Status Date

AZ
State Mfr Report Id

Vaccine on 5/6, on 5/7 with mid-retrosternal chest pain with radiation to left lower rib cage and left neck - still with pains on 5/13.Symptom Text:

Lyrica, Lunesta, Florinet Midodrine, QvarOther Meds:
Lab Data:
History:

NonePrex Illness:

EKG, CXR, Chemistries
Chronic fatigue syndrome/postural orthostatic tachycardia syndrome, Asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

312302-1

23-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Chest pain, Neck pain

 ER VISIT, NOT SERIOUS

Other Vaccine
14-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0063X 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 8703
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Apr-2008
Vaccine Date

29-Apr-2008
Onset Date

7
Days

22-May-2008
Status Date

NJ
State Mfr Report Id

One week following vaccine, noted sudden onset of severe joint pain, chills, aches. No fever no rash or other clinical signsSymptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

Had a normal lyme, EBV, CBC and parvovirus testing. Other Autoimmune labs pending
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

312318-1

22-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Chills, Pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
14-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1425A 1 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8704
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Apr-2007
Vaccine Date

30-Apr-2007
Onset Date

0
Days

16-May-2008
Status Date

IL
State

WAES0707USA01072
Mfr Report Id

Initial and follow up information has been received from a Registered Nurse (R.N.) concerning a 17 year old female who on 30-APR-2007 was vaccinated IM
with a first dose of Gardasil lot # 657621/0387U. Concomitant therapy included prenatal vitamins (unspecified). The nurse reported that the patient became
pregnant sometime after her first injection. Patient was positive over the counter pregnancy test. In follow up it was reported that on 16-AUG-2007 ultrasound
showed 7 weeks pregnancy and the expected date 04-MAR-2008. The patient's outcome was unknown. In follow up information from doctor's office it was
reported that patient was treated with prenatal vitamins starting from 15-AUG-2007 for pregnancy. On 16-AUG-2007 she was diagnosed pityriasis. On 05-SEP-
2007 patient was treated with 10 mg REGLAN for nausea every 6 hour as needed. Fetal arrhythmia was detected at 20 weeks of her pregnancy. She saw
maternal Fetal Medicine (MFM) doctor and her fetal cardiac ultrasound was normal. It was reported that she had threatened preterm labor and on 08-NOV-
2008, she was treated with magnesium sulfate intravenous (IV) in the hospital for it. After she was off magnesium sulfate she was treated with PROCARDIA 20
mg every 6 hour for preterm labor. On 08-NOV-2008 she was noted to be positive ureaplasma of the vagina/cervix. Other laboratory tests included biophysical
profile, Amniotic fluid index (AFI), Non stress test (NST) was done weekly starting 27-DEC-2007 and then twice weekly till 28-JAN-2008. It was reported that
patient had a normal female baby on 12-MAR-2008, 41 weeks from her last menstrual period. The baby weighed 8lb 1oz and her Apgar score was 8/9. There
were no abnormalities reported. Additional information has been requested.

Symptom Text:

vitamins (unspecified)Other Meds:
Lab Data:

History:
Pregnancy NOS (LMP = 6/1/2007)Prex Illness:

ultrasound 08/16/07 - 7 weeks pregnancy, EDC 3/4/08; diagnostic laboratory - biophysical profile; diagnostic test - Amniotic fluid index (AFI); fetal nonstress
test 12/27/07 - Weekly starting 27-DEC-2007 then twice weekly till 28-JAN-2008;

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

312345-1 (S)

16-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Nausea, Pityriasis, Threatened labour

 ER VISIT, HOSPITALIZED, SERIOUS

Other Vaccine
15-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0387U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8705
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Apr-2008
Vaccine Date

04-Apr-2008
Onset Date

0
Days

22-May-2008
Status Date

TX
State Mfr Report Id

Pt. received 1st Gardasil injection IM left deltoid on 04/04/08-pt. calling today with continued pain since injection near site in the muscle, esp. with certain arm
movements and more so at nite time. No redness, no lumps

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

recommended evaluation by family physician
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

312353-1

22-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
15-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1267U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8706
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-May-2008
Vaccine Date

07-May-2008
Onset Date

2
Days

23-May-2008
Status Date

PA
State Mfr Report Id

Local erythema 5 x 6cm at injection site of VARIVAX.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

312355-1

23-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema

 ER VISIT, NOT SERIOUS

Other Vaccine
15-May-2008

Received Date

Prex Vax Illns:

VARCEL
HPV4
TDAP

MERCK & CO. INC.
MERCK & CO. INC.
SANOFI PASTEUR

1777U
1967U
C2888AA

1
1
0

Right arm
Left arm

Right arm

Subcutaneously
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 8707
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-May-2008
Vaccine Date

14-May-2008
Onset Date

1
Days

23-May-2008
Status Date

MI
State Mfr Report Id

Complains of soreness with direct pressure or palpation to left arm.  Pain shoots into left lateral neck only with palpation/pressure to injection site. Pain in arm
started during night of injections.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

312380-1

23-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-May-2008

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2604AA
0245U

0
2

Left arm
Right arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 8708
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-May-2008
Vaccine Date

14-May-2008
Onset Date

0
Days

23-May-2008
Status Date

CO
State Mfr Report Id

4 hours after administration of HPV vaccine dose #2 patient had swelling of tongue to one and one half normal size.  2-3 cankor sores on tongue and
Headache rated 5-6 on a scale of 10.  Client took antihistomine and swelling went down but 24 hours later tongue remains swollen.  No shortness of breath,
difficulty breathing or eating, rash, or other complaints.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

nonePrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

312394-1

23-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Aphthous stomatitis, Headache, Swollen tongue

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1487U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8709
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-May-2008
Vaccine Date

09-May-2008
Onset Date

0
Days

26-May-2008
Status Date

SD
State Mfr Report Id

Patient presented to office at 0830 for vaccines. MMR, Menactra, and HPV administered by nurse at approximately 0845. Patient went to waiting room after
vaccinations for approximately 10-15 minutes.  At about 0900, Patient presents back to nurse's office and reports that she felt "funny" after first vaccine, but did
not think much of it. Dizziness and shaking worsened while waiting in waiting room and difficult to focus while trying to read her book. Blood pressure at that
time noted to be 110/78 and pulse 84. Client states she ate breakfast, does not feel faint, just dizzy. Sprite provided for client and offered to let her lie down.
Client states she feels fine in chair. 0915:  Client states dizziness and shaking remian the same.  Client is conversing with nurse.  Conversation appropriate and
alert and oriented X 3.  0930: patient's mother was present to sign for vaccines and ask questions, but left before vaccine was given. Mother of child called at
0930 to inform her of situation. Blood pressure 108/74.  Mother of child came to the office to get child. 0945: Client states dizziness/shaking the same.
Conversing with nurse appropriately.  1005:  Dr's office notified regarding patient's condition.  Physician not in office at this time, but clerical staff planned to
relay message and return call to client for further recommendations or advice.  Client discharged to home with mom and sister.  States still has shaking feeling,
but no worse than it was at 0900.  Patient has a history of hypothyroidism and is considered prediabetic.  She is on Synthroid and Metformin.  Was also
diagnosed with pancreatitis in 11-07 with unknown cause.  Patient's approximate weight is 225 pounds.  1615:  Telephone call to patient to follow up on
condition.  Child not home, mother reports that she slept for about 4 hours after leaving office and now feeling a little better.  Still a little dizzy and nauseated,
but did go to work at Firesteel.  Dr. returned call to family and was not concerned at this time.  Stated that client could take

Symptom Text:

Synthroid and MetforminOther Meds:
Lab Data:
History:

nonePrex Illness:

Prediabetic and hypothyroidism

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

312396-1

27-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Activities of daily living impaired, Confusional state, Dizziness, Dysarthria, Fatigue, Feeling abnormal, Hypoaesthesia, Limb discomfort, Malaise, Nausea, Pain,
Tremor, Vision blurred

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-May-2008

Received Date

Prex Vax Illns:

MNQ
MMR
HPV4

SANOFI PASTEUR
MERCK & CO. INC.
MERCK & CO. INC.

U2543AA
0749U
1740U

0
2
1

Left arm
Left arm

Right arm

Intramuscular
Subcutaneously
Intramuscular



10 JUN 2008 06:27Report run on: Page 8710
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-May-2008
Vaccine Date

01-May-2008
Onset Date

0
Days

23-May-2008
Status Date

CA
State Mfr Report Id

vACCINE EXPIRED 4/24/08, GIVEN TO PATIENT 5/1/08Symptom Text:

cLINDAMYCIN 1% LOTION; ACYCLOVIR PRNOther Meds:
Lab Data:
History:

MILD ACNE; LABIAL HSVPrex Illness:

NKDA; ACNE; HSV

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

312399-1

23-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Expired drug administered

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
15-May-2008

Received Date

Prex Vax Illns:

TDAP
HPV4
MNQ

SANOFI PASTEUR
MERCK & CO. INC.
SANOFI PASTEUR

C2826AA
1487U
U2235AA

0
0
0

Left arm
Right arm
Left arm

Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 8711
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-May-2008
Vaccine Date

09-May-2008
Onset Date

2
Days

23-May-2008
Status Date

MN
State Mfr Report Id

Severe swelling and tenderness (R) upper at tender arm and swollen.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None
ADHD; Asthma; Seasonal allergies

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
12.0

312409-1

23-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Oedema peripheral, Skin warm, Swelling, Tenderness

 ER VISIT, NOT SERIOUS

Other Vaccine
15-May-2008

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

1518U
1710U

1
1

Right arm
Unknown

Subcutaneously
Intramuscular



10 JUN 2008 06:27Report run on: Page 8712
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Jan-2007
Vaccine Date

14-Feb-2007
Onset Date

42
Days

19-May-2008
Status Date

UT
State

WAES0805USA00797
Mfr Report Id

Information has been received through the pregnancy registry, for Gardasil concerning a 26 year old female patient who on 03-JAN-2007 was vaccinated with
the second dose of Gardasil. Concomitant therapy included prenatal vitamins (unspecified). On approximately 14-FEB-2007, six weeks later she became
pregnant. She went into labor on 23-JUL-2007 and the baby passed away (reason unspecified). The patient sought medical attention at the hospital. On 02-
NOV-2006 the patient received the first dose of Gardasil and it was required that she will not be getting the third dose. The patient's outcome was unknown. No
product quality complaint was involved. Upon internal medical review baby passed away and premature labor were considered to be other important medical
events. Additional information has been requested.

Symptom Text:

vitamins (unspecified)Other Meds:
Lab Data:
History:

Pregnancy NOS (LMP = Unknown)Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

312419-1

20-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Intra-uterine death, Premature labour

 ER VISIT, NOT SERIOUS

Other Vaccine
16-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8713
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-May-2008
Status Date

SC
State

WAES0805USA01325
Mfr Report Id

Information has been received from a physician concerning a female who on an unspecified date was vaccinated with her third dose of GARDASIL (lot# not
reported). Subsequently, "right after the vaccine was given", the patient "fainted, her vision went black and she had memory loss" for a few seconds after her
third shot of GARDASIL. The physician reported that the patient had no symptoms after the first and second dose of GARDASIL (dates of vaccination not
reported). Subsequently, on an unknown date the patient was considered to have recovered from fainting, vision going black and memory loss. Upon internal
review, "vision going black" was considered to be an other important medical event. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

312420-1

03-Jun-2008
VAX Detail:

Last Edit Date

Seriousness:

 Amnesia, Blindness transient, No reaction on previous exposure to drug, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8714
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-Mar-2007
Vaccine Date

19-Mar-2007
Onset Date

0
Days

19-May-2008
Status Date

MN
State

WAES0703USA03642
Mfr Report Id

Information has been received through the Merck pregnancy registry, for GARDASIL, from a physician concerning a 21 year old female with codeine allergy
who on 19-MAR-2007 was vaccinated intramuscularly in the deltoid with the first 0.5 mL dose of GARDASIL. There was no concomitant medication. Later that
same day a urine pregnancy test was positive and the patient found out she was pregnant. (LMP: 14-FEB-2007; EDD: 21-NOV-2007). Unspecified medical
attention was sought. On 09-May-2009, telephone follow up information was received from a nurse who reported that the patient miscarried at eleven weeks
and three days. Upon internal review, miscarriage was considered to be an other important medical event. No further information is available.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 2/14/2007); Specific allergy (drug)Prex Illness:

urine beta-human 03/19/07 posit

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

312421-1

19-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
16-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8715
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Aug-2007
Vaccine Date

08-May-2008
Onset Date

255
Days

19-May-2008
Status Date

TN
State

WAES0709USA00819
Mfr Report Id

Information has been received from a licensed practical nurse concerning a 20 year old female with depression, anxiety disorder and migraine and no drug
reactions/allergies who on 22-JUN-2007 was vaccinated with a first dose of GARDASIL (lot# 653735/0688F) 0.5mL IM. Concomitant therapy included LYRICA,
PROCAC, DEPAKOTE, BUSPAR, trazodone HCl and nabumetone. On 27-AUG-2007 the patient was vaccinated with a second dose of GARDASIL (lot#
655503/0012U) 0.5mL IM and is "2 months pregnant". Medical attention was sought. A urine beta-human chorionic gonadotropin test was positive for
pregnancy. The date of the last menstrual period was approximately 06-JUL-2007 and the estimated date of delivery is approximately 11-APR-2007. No other
information was available at this time. Follow-up information was received from the L.P.N. The L.P.N. reported that the patient delivered a baby girl "just
yesterday, last night" (08-MAY-2008). A C-section was performed since the baby was breech. The baby was 7 pounds 4 ounces and 19 inches long. The baby
was healthy with no congenital anomalies. The patient's due date was 06-MAY-2008 so the baby was born at 40 weeks and two days gestation. Upon internal
review breech presentation was considered to be an other medical event. Additional information is not expected.

Symptom Text:

BUSPAR; DEPAKOTE; PROZAC; nabumetone; LYRICA; trazodone hydrochlorideOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 7/6/2007); Depression; Anxiety disorder; MigrainePrex Illness:

urine beta-human - positive

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

312422-1

19-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Breech presentation, Caesarean section, Drug exposure during pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
16-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0012U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8716
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-May-2008
Status Date

IL
State

WAES0805USA01057
Mfr Report Id

Information has been received from a physician concerning a 20 year old female with no allergies, who, on an unspecified date, was vaccinated with a dose of
Gardasil.  There was no concomitant medication.  There were no illnesses at the time of vaccination.  It was noted that the reporting physician recommended
the HPV vaccination to the patient but she was vaccinated at her college campus.  Three to four days post vaccination the patient experienced a high fever,
headache, and blurred vision.  The patient went to the emergency room but was not admitted.  The patient then returned to the emergency room a second time
and was admitted to the hospital for two days.  The patient was diagnosed with encephalitis.  At the time of the report, the outcome of the patient was unknown.
 Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

312423-1 (S)

22-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Encephalitis, Headache, Pyrexia, Vision blurred

 HOSPITALIZED, SERIOUS

Other Vaccine
16-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
19-May-2008
Status Date

--
State

WAES0805USA01971
Mfr Report Id

Information has been received from a physician concerning an approximately 23 year old female patient who was vaccinated with Gardasil.  The physician
stated that a patient of hers came into the office telling her that her neighbor's daughter received Gardasil and suffered from a stroke or a clot.  No further
Information was provided.  The physician that the representative calls on, did not have any details about the patient.  Upon internal review, stroke was
considered to be an other important medical event.  Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
23.0

312424-1

19-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Cerebrovascular accident, Thrombosis

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
30-Apr-2008
Vaccine Date

30-Apr-2008
Onset Date

0
Days

19-May-2008
Status Date

FL
State

WAES0805USA02326
Mfr Report Id

Information has been received from a physician concerning a 20 year old female with a "fear of needles" who on 30-APR-2008 was vaccinated with Gardasil
(lot# 0152X) 0.5mL IM in the left deltoid.  On 30-APR-2008 the patient experienced a seizure "about 45 seconds" after administration of Gardasil.  The seizure
lasted less than one minute.  The patient rested on the exam table until stable but, when the patient stood up she experienced another seizure.  Unspecified
medical attention was sought.  The physician stated that the patient recovered quickly and after resting in the office again she was able to leave the office fully
recovered on the same day.  No medical treatment was required.  No further information was available.  Upon internal review convulsion was considered to be
an Other Medical Event.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Fear of needlesPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

312425-1

19-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0152X Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-May-2008
Vaccine Date

06-May-2008
Onset Date

0
Days

21-May-2008
Status Date

OH
State Mfr Report Id

Patient complained of itching approximately 15-20 minutes after receiving MENACTRA and GARDASIL.  Patient given 50 mg Benadryl p.o.  Cool compresses
to neck and back.  Patient anxious, hyperventilating.  Patient placed in supine position.  P.O. 97, pulse 83.  Doctor at bedside.  Reduce of pulse OX 87, P 72.
Patient placed on O2.  SATS 99-100.  Code team called - SQ epinephrine given and patient transferred to ER. 5/29/08 Reviewed hospital medical records of
5/7-5/8/2008. FINAL DX: anaphylaxis to Gardasil or Menactra Records reveal patient experienced blurred vision, itch, hives, diaphoreses, dizziness,
lightheadedness, SOB, nausea, palpitations, throat swelling, shaking & passed out.  Patient reported similar reaction to prior flu vaccination. Tx in ER &
admitted for observation.  Ortho & psych consults done for old fx & anxiety related to anaphylaxis.  No further difficulties & d/c to home next day w/allergy med
& epi-pen.

Symptom Text:

Allegra DOther Meds:
Lab Data:
History:

S/P MVA 9/24/07Prex Illness:

Mom stated patient had similar reaction to Influenza vaccine approximately 1 year ago - (office not notified of RXN).
Penicillin; Morphine  PMH: fracture left tibia plateau; migraines.  Allergies: PCN, morphine & shellfish

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

312436-1 (S)

30-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anaphylactic reaction, Anxiety, Dizziness, Dyspnoea, Hyperhidrosis, Hyperventilation, Loss of consciousness, Nausea, Oxygen saturation decreased,
Palpitations, Pharyngeal oedema, Pruritus, Reaction to previous exposure to any vaccine, Tremor, Urticaria, Vaccination complication, Vision blurred

 ER VISIT, HOSPITALIZED, SERIOUS

Other Vaccine
16-May-2008

Received Date

~Influenza (no brand name)~UN~19~In PatientPrex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

1267U
U2359AA

0
0

Right arm
Unknown

Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-May-2008
Vaccine Date

09-May-2008
Onset Date

2
Days

26-May-2008
Status Date

WA
State Mfr Report Id

Pt. started having redness of the left deltoid this morning. She had swelling of the legs deltoid for several hours. She complained of tightness in her throat and
hives on her face and neck. She has 5x6 cm tenderness on her left deltoid.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

312444-1

27-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Oedema peripheral, Swelling, Throat tightness, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-May-2008

Received Date

Prex Vax Illns:

VARCEL
MNQ
HPV4

MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.

0086X
U2560AA
0928U

1
0
0

Left arm
Left arm

Right arm

Subcutaneously
Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-May-2008
Vaccine Date

08-May-2008
Onset Date

1
Days

23-May-2008
Status Date

CA
State Mfr Report Id

May 9, 2008, pt came to clinic with complaint of increased redness and warmth on left arm (injection site of Varicella vaccine received 5/7/2008). MD notes
described left arm with 4x4cm redness with central induration on left area inferior to injection site of varicella.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NoPrex Illness:

No labs ordered.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

312448-1

26-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site induration, Injection site warmth

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-May-2008

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

1807U
0063X

Left arm
Left arm

Subcutaneously
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-May-2008
Vaccine Date

08-May-2008
Onset Date

0
Days

23-May-2008
Status Date

TN
State Mfr Report Id

Patient received 1st GARDASIL, felt faint, eyes rolled back in her head & twitched.  Nurse helped her lay on exam table.  After 1-2 minutes she was alert asking
what had happened. Remained laying & conscious for 20 minutes - attempted to have her sit up & continued to feel dizzy - laid her back down x another 20-30
min.  Felt better, but not well enough to walk to the car with mom.  Friday - stayed home because she was still dizzy when she got up.  Sat/Sun - felt better.
Mon - went to school & came into office because felt dizzy again - in office BP + blood sugar were stable at 120/70 + BS of 88.  Exam essentially normal.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

BP & blood sugar
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

312449-1

23-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Gaze palsy, Muscle twitching

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-May-2008

Received Date

Prex Vax Illns:

VARCEL
TDAP
HPV4
MNQ

UNKNOWN MANUFACTURER
UNKNOWN MANUFACTURER
MERCK & CO. INC.
SANOFI PASTEUR

NULL
NULL
NULL
NULL

Unknown
Unknown
Unknown
Unknown

Unknown
Unknown
Unknown
Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-May-2007
Vaccine Date

03-May-2007
Onset Date

1
Days

23-May-2008
Status Date

FL
State Mfr Report Id

Dizzy, weak, sleepy, low grade fever, vomit, after 2nd dose of HPV.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

312453-1

23-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Dizziness, Pyrexia, Somnolence, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0962F 1 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-May-2008
Vaccine Date

08-May-2008
Onset Date

1
Days

23-May-2008
Status Date

DE
State Mfr Report Id

L arm was swollen, red, hard, warm.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
9.0

312457-1

23-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Induration, Oedema peripheral, Skin warm

 ER VISIT, NOT SERIOUS

Other Vaccine
16-May-2008

Received Date

Prex Vax Illns:

VARCEL
HPV4
HEPA

MERCK & CO. INC.
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

1800U
0523U
AHAVB264BA

2
1
1

Left arm
Right arm
Left arm

Unknown
Unknown
Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
26-May-2008
Status Date

CO
State Mfr Report Id

Patient received vaccines and later in visit admitted she was sexually acive and had a positive pregnancy test.  No treatment givenSymptom Text:

Other Meds:
Lab Data:
History:

nonePrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

312477-1

27-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-May-2008

Received Date

Prex Vax Illns:

TDAP

HPV4
MNQ

GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
SANOFI PASTEUR

AC52B019AA

0388U
U2604AA

1
1

Left arm

Right arm
Left arm

Intramuscular

Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Apr-2008
Vaccine Date

01-May-2008
Onset Date

27
Days

20-May-2008
Status Date

TX
State Mfr Report Id

weight loss, nausea & vomiting, malaiseSymptom Text:

noneOther Meds:
Lab Data:

History:
nonePrex Illness:

pancytopenia, increased liver enzymes; bone marrow biopsy on 5-5-08 showed acute myelogenous leukemia;Gardasil series: 9-26-07, 11-21-07 & 4-4-08
(#13does not allow Gardasil to be entered)
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

312479-1 (S)

03-Jun-2008
VAX Detail:

Last Edit Date

Seriousness:

 Malaise, Nausea, Vomiting, Weight decreased

 ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, LIFE THREATENING, PERMANENT DISABILITY, SERIOUS

Related reports:   312479-2

Other Vaccine
16-May-2008

Received Date

none~ ()~~0~In Patient|none~ ()~~0~In SiblingPrex Vax Illns:

HPV4 MERCK & CO. INC. 0525U 2 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Mar-2008
Vaccine Date

05-May-2008
Onset Date

35
Days

28-May-2008
Status Date

--
State

WAES0805USA03671
Mfr Report Id

Information has been received from a consumer's mother concerning her 19 year old daughter with no pertinent medical history or drug reactions/allergies who
at the end of March 2008, was vaccinated with a third dose of GARDASIL 0.5 mL injection.  There was no concomitant medication.  On 05-MAY-2008 the
patient was diagnosed with acute myelogenous leukemia and was hospitalized on 07-MAY-2008, and remained in the hospital at the time of the report.  On an
unspecified date the patient had a diagnostic laboratory test and a bone marrow biopsy performed.  Results of the tests were unknown.  The patient's acute
myelogenous leukemia persisted.  Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory; bone marrow biopsy
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

312479-2 (S)

28-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Acute myeloid leukaemia

 ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, SERIOUS

Related reports:   312479-1

Other Vaccine
27-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-May-2008
Vaccine Date

15-May-2008
Onset Date

2
Days

26-May-2008
Status Date

NV
State Mfr Report Id

redness, soreness at injestion site  Left armSymptom Text:

Other Meds:
Lab Data:
History:

nonePrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

312482-1

27-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site pain

 ER VISIT, NOT SERIOUS

Other Vaccine
16-May-2008

Received Date

Prex Vax Illns:

TDAP
MNQ
HPV4

SANOFI PASTEUR
SANOFI PASTEUR
MERCK & CO. INC.

C2936BA
U2614AA
0063X

0
0
0

Left arm
Left arm
Left arm

Intramuscular
Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Mar-2008
Vaccine Date

22-Mar-2008
Onset Date

0
Days

26-May-2008
Status Date

OH
State Mfr Report Id

Felt bad after shot, fainted and then had 2-3 minute generalized seizure, then postictal for 45 minutes to 1 hour, then ok except felt washed outSymptom Text:

Other Meds:
Lab Data:
History:

had been experiencing intermittent dizziness and lightheadedness since 12/2007. Had been evaluated several times for this.Prex Illness:

Follow up MRI and EEG normal
asthma, dizziness

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

312483-1

27-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Feeling abnormal, Malaise, Postictal state, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1758U 2 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-May-2008
Vaccine Date

13-May-2008
Onset Date

0
Days

26-May-2008
Status Date

CA
State Mfr Report Id

AFTER ~1 HOUR AFTER CHILD WAS IMMUNIZED, MOM CALLED STATING THAT CHILD WAS C/O A SEVERE HA, NAUSEA, AND NUMBNESS AND
TINGLING IN HER LOWER EXTREMITIES. I ADVISED HER TO SEEK IMMEDIATE MEDICAL ATTENTION.

Symptom Text:

NONE NOTED ON SCREENING QUESTIONNAIREOther Meds:
Lab Data:

History:
NO, NOT NOTED ON SCREENING QUESTIONNAIREPrex Illness:

ER PHYSICIAN DIAGNOSED AS "MUSCLE ACHES, PROBABLY RELATED TO IMMUNIZATIONS GIVEN TODAY." ULTRASOUND DONE IN ER SHOWED
S/S OF AN OVARIAN CYST,UNLIKELY RELATED TO VACCINES GIVEN.
NONE NOTED ON SCREENING QUESTIONNAIRE

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

312484-1

28-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Hypoaesthesia, Myalgia, Nausea, Ovarian cyst, Paraesthesia, Vaccination complication

 ER VISIT, NOT SERIOUS

Other Vaccine
16-May-2008

Received Date

Prex Vax Illns:

VARCEL
MNQ
HPV4
TDAP

MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

1252U
U2569AA
1758U
AC52B020AA

1
0
0
0

Left arm
Right arm
Right arm
Left arm

Subcutaneously
Intramuscular
Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-May-2008
Vaccine Date

14-May-2008
Onset Date

0
Days

26-May-2008
Status Date

CA
State Mfr Report Id

Pt. states that her arm became quite swollen, red and itchy after receiving HPV dose #3.She noted the symptoms on 5/14/08 and are persisting until today
(5/16/08). Pt has applied ice packs to swelling over bicep area. Advised to cont. w/ ice packs, Benadryl and pain reliever. To return to clinic if S/Sx persist.

Symptom Text:

unknownOther Meds:
Lab Data:
History:

None known.Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

312485-1

27-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Erythema, Oedema peripheral, Pruritus

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
16-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1758U 2 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-May-2008
Vaccine Date

06-May-2008
Onset Date

0
Days

20-May-2008
Status Date

OH
State

WAES0805USA01675
Mfr Report Id

Information has been received from a physician concerning a 20 year old female patient who on 06-MAY-2008 "two days ago" was vaccinated a dose of
Gardasil (lot # not available).  Concomitant therapy included MENACTRA.  The physician in the hospital reported that one half hour after the patient received a
dose of Gardasil, she started to have trouble breathing and was admitted to the hospital.  At the time of this report the patient was in the hospital and had been
there for "two day so far."  No further information was available.  The patient had not recovered.  Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

312525-1 (S)

20-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dyspnoea

 ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, SERIOUS

Other Vaccine
19-May-2008

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

NULL
NULL

Unknown
Unknown

Unknown
Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-May-2007
Vaccine Date

13-Jul-2007
Onset Date

45
Days

20-May-2008
Status Date

PA
State

WAES0708USA01062
Mfr Report Id

Information has been received from a Nurse for the pregnancy registry, concerning a 26 year old female with asthma and an allergy to Vicodin who on 29-MAY-
2007 was vaccinated IM in the left deltoid with a first dose of Gardasil.  Concomitant therapy included ALLEGRA, albuterol and vitamins (unspecified).  On 13-
JUL-2007 the patient was seen in the doctor's office for suppressed menses and later determined to be pregnant.  Follow-up information was received from the
physician's office.  Concomitant therapy also included "DUET DHA" (therapy unspecified) and ZYRTEC.  On 29-AUG-2007 the patient had a spontaneous
abortion 12 3/7 weeks from LMP.  The products of conception were examined and were normal.  Upon internal review spontaneous abortion was considered to
be an other medical event.  Additional information is not expected.

Symptom Text:

(therapy unspecified); albuterol; ZYRTEC, mg; ALLEGRA; vitamins (unspecified)Other Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 6/4/2007); Asthma; Drug hypersensitivityPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

312526-1

20-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy, Menstruation delayed

 ER VISIT, NOT SERIOUS

Other Vaccine
19-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0388U 0 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Jan-2008
Vaccine Date

Unknown
Onset Date Days

20-May-2008
Status Date

--
State

WAES0801USA05893
Mfr Report Id

Information has been received from an 18 year old female with no pertinent medical history and no known drug reactions/allergies who on 22-JAN-2008 was
vaccinated with a first dose 0.5 mL of GARDASIL.  There was no concomitant medication.  The patient reported that on 28-JAN-2008 she went to her
gynecologist, "had a pap smear done and found out she was pregnant".  Her gestation was two weeks and five days.  Her last menstrual period was on 10-
DEC-2007 and estimated delivery date was 15-SEP-2008.  No other information was provided.  Follow up information was obtained via telephone call with the
patient on 12-MAY-2008 to obtain the patient's obstetrician (OB)/gynecologist (GYN).  The patient reported that she was not pregnant any more.  When she
was asked if she miscarried or decided to terminate, she reported that she "lost it" (date not reported).  Upon internal review "lost it" (miscarriage) was
determined to be an other important medical event.  No additional information is expected.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 12/10/2007)Prex Illness:

beta-human chorionic 01/28/08 - pt pregnant

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

312527-1

20-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
20-May-2008
Status Date

FR
State

WAES0803USA04028
Mfr Report Id

Information has been received from a physician concerning a 21 year old female with no reported medical history who on an unspecified date was vaccinated
with her first dose of Gardasil intramuscularly into the upper arm (lot number not reported). Concomitant therapy included hormonal contraceptives
(unspecified) for systemic use. About two to three weeks post vaccination (date not reported) the patient experienced thrombosis in eyeground. Follow up
information indicated that the patient was hospitalized from 25-FEB-2008 to 29-FEB-2008. The diagnosis of an unclear hemorrhage in the border area of the
papilla of the optic nerve (left eye) was established. A cranial and orbital MRI was without pathologies. The patient was treated with poly (0-2-hydroxyethyl)
amylum (HAES, DIAMOX) and cortisone. Hormonal contraceptive use was stopped after diagnosis. The patient recovered in an unspecified time. Additional
information is not expected. Other business partner numbers included E2008-02207.

Symptom Text:

hormonal contraceptives (unspecified), Unk - UnkOther Meds:
Lab Data:
History:
Prex Illness:

magnetic resonance imaging, 25?Feb08, no pathologies, cranial and orbital
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

312528-1 (S)

20-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Contraception, Eye haemorrhage, Thrombosis

 HOSPITALIZED, SERIOUS

Other Vaccine
19-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-May-2008
Vaccine Date

03-May-2008
Onset Date

2
Days

20-May-2008
Status Date

NJ
State

WAES0805USA01353
Mfr Report Id

Information has been received from a physician concerning a 11 year old female patient with hypothyroidism who on 01-MAY-2008 was vaccinated with a first
dose of Gardasil.  Concomitant therapy included SYNTHROID.  On 03-MAY-2008 the patient experienced encephalopathy after receiving the first injection, was
seen at the emergency room (ER).  Subsequently she was hospitalized.  Laboratory diagnostic test spinal tap was done.  No further information was provided.
The patient had not recovered.  Additional information has been requested.

Symptom Text:

SYNTHROIDOther Meds:
Lab Data:
History:

HypothyroidismPrex Illness:

spinal tap 05/03/08 - Partially abnormal

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

312529-1 (S)

20-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Encephalopathy

 ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, SERIOUS

Other Vaccine
19-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Mar-2008
Vaccine Date

09-May-2008
Onset Date

42
Days

20-May-2008
Status Date

FR
State

WAES0805USA02846
Mfr Report Id

Information has been received from a physician concerning a 17 year old female patient who on 28-MAR-2008 was vaccinated intramuscularly into the deltoid
with the third dose of GARDASIL. Six weeks post vaccination, on approximately 09-MAY-2008, the patient experienced brain stem infection with headache,
somnolence, and dizziness. She was admitted to the hospital on an unspecified date. At the time of this report, the patient's outcome was unknown. It was
reported that the first (14-SEP-2007, Lot # 1539F, batch # NF42170) and second (30-OCT-2007, Lot # 0354U, batch NF58150) vaccinations with GARDASIL
were well tolerated. Other business partner numbers include: E200804162. Further information is expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Immunisation

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

312530-1 (S)

20-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Brain stem syndrome, Dizziness, Headache, Infection, Somnolence

 HOSPITALIZED, SERIOUS

Other Vaccine
19-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1539F 2 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Nov-2007
Vaccine Date

Unknown
Onset Date Days

20-May-2008
Status Date

FR
State

WAES0805USA02848
Mfr Report Id

Information has been received from a physician concerning a 13 year old female patient who on 27-NOV-2007 was vaccinated intramuscularly into the upper
arm with the second dose of GARDASIL (Lot # 0253U, batch # NF58540).  On 01-JAN-2008 the patient experienced a first episode of juvenile myoclonic
epilepsy.  The reporter pointed out that the exact onset date cannot be determined as the symptoms only occur for "solit seconds," and the patient might not
have perceived them before.  Since mid April 2008, the patient was treated with antiepileptics levetiracetam (KEPPRA).  At the time of this report, the patient's
outcome was unknown.  It was reported that on 25-SEP-2007 she was vaccinated intramuscularly into the upper arm with the first dose of GARDASIL (Lot #
0253U, batch # NF58540), and it was well tolerated.  Juvenile myoclonic epilepsy was considered to be an other important medical event.  Other business
partner numbers include: E200804196.  No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Immunisation

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

312531-1

20-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Myoclonic epilepsy

 NO CONDITIONS, NOT SERIOUS

Related reports:   312531-2

Other Vaccine
19-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0253U 1 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Sep-2007
Vaccine Date

01-Jan-2008
Onset Date

98
Days

21-May-2008
Status Date

FR
State

WAES0805USA03053
Mfr Report Id

Information has been received from a general practitioner concerning a 13 year old female who on 25-SEP-2007 was vaccinated with the first dose of
GARDASIL (Lot #0253U, Batch #NF58540), IM into the upper arm which was well tolerated. On 27-NOV-2007, the patient was vaccinated with the second
dose of GARDASIL (Lot #0253U, Batch #NF58540), IM into the arm. Concomitant medication was not reported. On 01-JAN-2008, the patient experienced a
first episode of juvenile myoclonic epilepsy. The reporter pointed out that the exact onset cannot be determined as symptoms only occur for "split seconds" and
the patient might not have perceived them before. Since mid April 2008 the patient was treated with antiepileptics KEPPRA. The outcome and causality of the
event was not reported. Other business partner numbers include E2008-04196. Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

312531-2

30-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Myoclonic epilepsy

 NO CONDITIONS, NOT SERIOUS

Related reports:   312531-1

Other Vaccine
20-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0253U 0 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Feb-2008
Vaccine Date

07-Apr-2008
Onset Date

39
Days

27-May-2008
Status Date

VA
State Mfr Report Id

Positive pregnancy on 4/7/08, 5 6/7 week gestation.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Pregnancy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

312548-1

27-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1287U 1 Unknown Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-May-2008
Vaccine Date

08-May-2008
Onset Date

0
Days

27-May-2008
Status Date

IN
State Mfr Report Id

C/O upper lip feeling numb & swollen x 4 days (since vaccine).  Denies any other factors, possible allergy triggers or other symptoms.  Recommended
antihistamine - ZYRTEC as directed & call if not resolved.  Clinically - no rash, swelling no alteration of facial movements or symmetry.  No sensation loss.

Symptom Text:

NUVA RINGOther Meds:
Lab Data:
History:

nonePrex Illness:

None
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

312555-1

27-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia oral, Lip swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1740U 2 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-May-2008
Vaccine Date

15-May-2008
Onset Date

1
Days

27-May-2008
Status Date

NY
State Mfr Report Id

Swelling size of golf ball to RA - getting larger -> advised ice and MOTRIN.  Pt seen by doc on 5/16 good ROM, no fever, recheck if worsens.Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

None
growth hormone deficiency

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

312560-1

27-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Oedema peripheral

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-May-2008

Received Date

Prex Vax Illns:

VARCEL
HPV4

MERCK & CO. INC.
MERCK & CO. INC.

0092X
1978U

1
1

Right arm
Left arm

Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-May-2008
Vaccine Date

19-May-2008
Onset Date

0
Days

26-May-2008
Status Date

MO
State Mfr Report Id

Vaccine Admin. at 10:30 AM. Pt called the office at 1:00PM with complaints of nausea, shakiness, vertigo and SOB. Pt told to go to ER & call PMD. Pt went to
Medical Center and was treated with Prednisone, Benadryl and Xanax(all of this per pt). At approx. 2pm pt called back and talked to RN..pt feeling much better
after ER visit and treatment given.

Symptom Text:

Other Meds:
Lab Data:
History:

None NotedPrex Illness:

None Noted

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

312600-1

27-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dyspnoea, Nausea, Tremor, Vertigo

 ER VISIT, NOT SERIOUS

Other Vaccine
19-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1758U 1 Right arm Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-May-2008
Vaccine Date

12-May-2008
Onset Date

0
Days

26-May-2008
Status Date

MN
State Mfr Report Id

lightheaded, puffy lips, throat tightnessSymptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

pt did not come to us for care after reaction, she telephoned us the next day and reported that she had gone to urgent care
Penicillin

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

312601-1

27-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Lip swelling, Throat tightness

 ER VISIT, NOT SERIOUS

Other Vaccine
19-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. C2775AA 0 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-Mar-2008
Vaccine Date

02-Apr-2008
Onset Date

21
Days

21-May-2008
Status Date

FR
State

WAES0805USA02847
Mfr Report Id

Information has been received from a physician concerning a 20 year old female with concomitant medications and pertinent medical history unspecified, who
on 14-JAN-2008 was vaccinated with the first dose of GARDASIL IM, (dose not reported), (Lot# 0277U, Batch#NG00020), this was tolerated well.  On 12-MAR-
2008 the patient was vaccinated with the second dose of GARDASIL IM to the Deltoid, (dose not reported) (Lot#10684, Batch#42070).  After the vaccination,
(approximately 02-APR-2008, 3 weeks post vaccination) the patient complained about headaches, nausea, vomiting and double vision.  On 29-APR-2008 she
was admitted to the hospital, cranial MRI on an unspecified date showed spinal cord oedema.  The patient was treated with cortisone, IV, and GLYCEROL over
a period of 4 -5 days.  Symptoms of headache, double vision, vomiting and nausea were resolved on approximately 03-MAY-2008.  Other business partner
numbers include E2008-04237.  No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

magnetic resonance imaging Comment: spinal cord oedema
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

312645-1 (S)

21-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Diplopia, Headache, Nausea, Spinal cord oedema, Vomiting

 HOSPITALIZED, SERIOUS

Other Vaccine
20-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1068U 1 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Mar-2008
Vaccine Date

06-Mar-2008
Onset Date

0
Days

21-May-2008
Status Date

FR
State

WAES0805USA02845
Mfr Report Id

Information has been received from a neurologist concerning a 16 year old female with a history of gastroenteritis (2 weeks prior to 06-MAR-2008), and no
reported concomitant medications, who on 06-MAR-2008 was vaccinated with the third dose of GARDASIL IM into the deltoid muscle, (Lot # not reported).  On
unspecified dates the patient had previously received the first and second doses of GARDASIL injection, (Lot #'s not reported), it was noted that these were
well tolerated.  On 06-MAR-2008 about 10 minutes post vaccination with GARDASIL, the patient complained about injection site pain and experienced
numbness, starting from "below injection site" and spreading down to the hand.  In the course she additionally developed weakness of the hand.  Injection site
pain resolved after 1 day (07-MAR-2008), other symptoms were ongoing.  On 22-APR-2008 she was admitted to the hospital for diagnostics.  The physician
reported that ENG, EMG, SEP, CSF, and cranial MRI showed normal results, (test dates not specified).  The symptoms could not be allocated to a concrete
nerve.  Tentative diagnosis was "plexopathy."  Under physiotherapy symptoms improved remarkably.  At discharge (date unspecified) only discreet complaints
were seen.  Other business partner numbers include E2008-03768.  Additional information is not available.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Prex Illness:

Electronystagmography, 22?Apr08, normal; Electromyography, 22?Apr08, normal; Somatosensory evoked potential, 22?Apr08, normal; Diagnostic laboratory
test, 22?Apr08, csf normal; Magnetic resonance imaging, 22?Apr08, cranial normal.
Gastroenteritis

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

312646-1 (S)

21-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Injection site anaesthesia, Injection site pain, Muscular weakness

 HOSPITALIZED, SERIOUS

Other Vaccine
20-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Dec-2007
Vaccine Date

21-Dec-2007
Onset Date

1
Days

21-May-2008
Status Date

FR
State

WAES0805USA02844
Mfr Report Id

Information has been received from a physician concerning an 18 year old female with Hashimoto's thyroiditis and hay fever and no reported concomitant
medications, who on 18-JUN-2007 was vaccinated with the first dose of GARDASIL (dose, and lot# not specified). The second dose of GARDASIL (dose, and
Lot# not specified) was administered on 20-AUG-2007. It was reported that the first and second doses were well tolerated. On 20-DEC-2007 the patient
received the third dose of GARDASIL, IM to the upper arm, (lot#0277U, Batch#NG00020). On 21-Dec-2007 she experienced a syncope, followed by  a loss of
vision for about ten minutes. On 31-Dec-2007 another episode of vision loss occurred for about ten minutes. The patient was hospitalised from 04-JAN-2008 till
08-JAN-2008. On admission date she was free of any complaints. physical neurological examinations were normal. Cranial MRI, CT, MR angiography of the
cervical arteries and duplex sonography of the brain supplying vessels, EEG, echo cardiography, longterm ECG and ophthalmologic examination were all
normal. Vasculitis was ruled out. Laboratory findings were all normal except for slightly increased ANA (>1:120), "BSR" (35/75), and CRP (0.8mg/dl). A lumbar
puncture was carried out and revealed "inflammatory liquor cerebrospinalis syndrome." No final diagnosis was established. A cause for the symptoms could not
be found. No follow-up lumbar puncture was carried out. The ophthalmologist evoked "relapsing spasms of the retinal vessels" and therapy was started with
acetyl salicylic acid (ASS 100). No further episodes occurred. The reporter mentioned "ongoing mild vision discomfort" on 28-FEB-2008. The final outcome was
not reported. A causal relation to the vaccine was not discussed. The file was closed. Other business partner numbers include E2008-03019. Additional
information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Hashimoto's thyroiditisPrex Illness:

head computed axial tomography, 04?Jan08, Comment: normal; angiography, 04?Jan08, Comment: cranial-normal; ultrasound, 04Jan08, Comment: cervical
arteries normal; spinal tap, 04?Jan08, Comment: inflammatory liquor cerebrospinalis syndrome;
Hay fever

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

312647-1 (S)

21-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Blindness, Inflammation, No reaction on previous exposure to drug, Retinal artery spasm, Syncope

 HOSPITALIZED, SERIOUS

Other Vaccine
20-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0277U 2 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-Jan-2008
Vaccine Date

18-Jan-2008
Onset Date

2
Days

21-May-2008
Status Date

FR
State

WAES0805USA02809
Mfr Report Id

Information has been received from a health authority concerning a 14 year old female with a history of rhinitis and conjunctivitis (with no evidence of true
allergy: negative cutaneous test to pneumallergens) and family atopic diathesis, who on 16-JAN-2008 was vaccinated intramuscularly with the first dose of
GARDASIL (Batch # NE47400/Lot #655127/0575F).  The patient was with her mother and was very anxious because of vaccination.  Within a few seconds
following vaccination, the patient lost consciousness and fell onto the ground.  Examination found mydriasis, incipient cyanosis, and tetany of the upper limbs.
Pulse was not measurable.  No work-up results were provided and no additional examination was performed concerning ruled out etiologies not related to
drugs.  The patient's legs were raised and she regained consciousness in a few seconds.  The patient had total amnesia of her loss of consciousness and was
disoriented.  Subsequently, the patient recovered.  The physician did not wish to continue vaccination.  The events were considered to be immediately life-
threatening.  Additional information is not expected.  The case is closed.  Other business partner numbers include E2008-04343.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Rhinitis; Conjunctivitis

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

312648-1 (S)

21-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Amnesia, Cyanosis, Disorientation, Fall, Loss of consciousness, Mydriasis, Tetany

 LIFE THREATENING, SERIOUS

Other Vaccine
20-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0575F 0 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Jul-2007

Vaccine Date
01-Dec-2007
Onset Date

153
Days

21-May-2008
Status Date

FR
State

WAES0805USA02804
Mfr Report Id

Information has been received from a health authority (reference number EX20080262) concerning a 17 year old female who in July 2007, was vaccinated with
the first dose of GARDASIL.  In September 2007, the patient received the second dose of GARDASIL (route of administration and site of injection were not
reported).  In December 2007, the patient had a dermatological lesion.  A biopsy revealed a CD30 cutaneous lymphoma.  It was also reported ALK-positive
lymphoma with 2.5 translocation which was unusual for a primitive cutaneous lymphoma.  The patient was hospitalised, however no further details were
provided.  The patient was prescribed radiotherapy and was under intensive supervision because of an eventual risk of secondary ganglionic impairment.  At
the time of this report, the outcome was not specified.  Additional information has been requested.  Other business partner numbers include E2008-04329.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

biopsy, ??Dec07, CD30 cutaneous lymphoma ALK-positive lymphoma with 2.5 translocation
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

312649-1 (S)

21-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anaplastic large cell lymphoma T- and null-cell types, Radiotherapy, Skin lesion

 HOSPITALIZED, SERIOUS

Other Vaccine
20-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Nov-2007
Vaccine Date

Unknown
Onset Date Days

21-May-2008
Status Date

FR
State

WAES0805USA02769
Mfr Report Id

Information has been received from a health authority (reference number DJ20080289) concerning a 16 year old female with no relevant medical history who
on 22-NOV-2007 was vaccinated intramuscularly with GARDASIL.  Subsequently, in the following days, the patient experienced cephalgia, vertigo, menstrual
disturbance, abdominal pain, and very significant asthenia.  On 15-JAN-2008, the patient developed urinary tract infection for which she received corrective
treatment with MONURIL.  On 21-JAN-2008, the patient experienced thoracic pain which induced hospitalization.  On 22-JAN-2008, anomalies were found in
the patient's hepatic work-up with ASAT at 1.3N, ALAT at 1.4N, alkaline phosphatase at 1.3N, creatine kinase at 168 and D-Dimers at 520.  The patient's
condition rapidly improved allowing her discharge.  Since then, auto-immunity work-up was performed and was negative.  Serologies for viral hepatitis A, B, and
C, CMV and mononucleosis were negative and noncontributory.  Creatine kinase were found back to normal, and hepatic work-up was relatively stable.
Gamma GT were normal.  The reporter specified that alkaline phosphatases are virtually always above normal until the age of 20 and thought that
consequently it was not necessary to take them into account.  The reporter added that the moderate increase in transaminases should be put under
surveillance with no particular worry.  The reporter also specified that as far as GARDASIL vaccine was concerned, only symptoms that appeared 48 hours
after vaccination should be taken into account.  According to the reporter, the patient could have possibly experienced unidentified virosis in January 2008,
which could have induced both painful syndrome and hepatic impairment.  D-Dimers were at 713 and seemed to regress.  However there was an increase in
type A immunoglobulins.  As of 31-MAR-2008, asthenia had virtually resolved.  Additional information has been requested.  Other business partner numbers
include E2008-04333.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Prex Illness:

cytomegalovirus antigen, ??08, negative; serum creatine kinase,??08, normal; serum hepatitis B Ab, ??08, negative; serum hepatitis C antibody test, ??08,
negative; serum Epstein-Barr virus antibody test, ??08, negative; serum hepatitis A an
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

312650-1 (S)

21-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Asthenia, Chest pain, Headache, Hepatic function abnormal, Menstruation irregular, Urinary tract infection, Vertigo

 HOSPITALIZED, SERIOUS

Other Vaccine
20-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Sep-2007
Vaccine Date

04-Sep-2007
Onset Date

1
Days

21-May-2008
Status Date

FR
State

WAES0709USA02308
Mfr Report Id

Information has been received from a physician concerning a 17 year old female patient who on 03-SEP-2007 was vaccinated into the upper arm with the first
dose of GARDASIL (Lot #1518F, batch #NF23330).  There was no concomitant medication.  One day post vaccination, the patient experienced generalised
joint pains, followed by swelling of soft tissue of extremities.  As the symptoms were lasting despite analgesics (ibuprofen), she was admitted to the hospital on
09-SEP-2007 for further check-up.  A reaction due to the vaccination was supposed.  A diagnosis of systemic lupus erythematosus with joint involvement and
moderate activity as suspicion of lapsed Hashimoto thyroiditis and allergic reaction after GARDASIL were established on an unknown date.  Anti-nuclear
antibodies were negative, also BSR.  Diagnostic laboratory tests performed in September 2007 included: leukocytes were 4.900/mcl, haemoglobin was 13.1
g/cl, erythrocytes were 4.42 Mio/mcl, BSR 2mm/1hour, thrombocytes were 211,000/mcl, creatinine was 0.9 mg/dl, serum thyroid-stimulating hormone test
(TSH) was 1.56, free serum triiodothyronine test (FT3) was 3.06 mg/l, total serum thyroxine test (FT4) was 1.10 mg/dl, IgG was 1600 mg/dl, IgA was 108 mg/dl,
IgM was 66 mg/dl, IgE 101 IU/ml, serum C-reactive protein (CRP) was 4 mg/l, serum rheumatoid factor test (RF) <3IE/ml, antistreptolysin 143 IE/ml.  The
patient was discharged on 12-SEP-2007.  On 17-SEP-2007 the patient was instructed to present to the hospital since at that time the results for Diagnostic
laboratory testing antinuclear antibodies (ANA), ANCA, urine status, and proteins were pending.  It is to be noted that the information was not received
regarding  this check up.  On 07-FEB-2008 the patient presented to an outpatient department.  Examination showed no swelling of the hands, feet, or joints
(recovered).  The patient was medicated with DECORTIN, L-THYROXIN, JODID and QUENSYL.  Diagnostic laboratory testing performed in February 2008
included: leukocytes were 9.500/mcl, haemoglobin was 14.5 g

Symptom Text:

NoneOther Meds:
Lab Data:

History:
Prex Illness:

diagnostic laboratory test, ??Sep07, BSR 2 mm/1hour; diagnostic laboratory test, 07Feb08, AAK double-strand molecule DNS with borderline values; WBC
count, ??Sep07, 4.900 mcl; hemoglobin, ??Sep07, 13.0 g/dl; platelet count, ??Sep07, 211,000
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

312652-1 (S)

21-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Autoimmune thyroiditis, Hypersensitivity, Oedema peripheral, Systemic lupus erythematosus

 HOSPITALIZED, SERIOUS

Other Vaccine
20-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1518F 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8752
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
28-May-2008
Status Date

TX
State Mfr Report Id

Patient complained of rash/itching all over. Patient also complained of nausea and dizziness. Patient denies any fever or vomiting. Patient reports symptoms
started the evening after getting the injection. Per patient symptoms lasted one week. Patient did not notify us right away.

Symptom Text:

Ortho Tri Cyclen LoOther Meds:
Lab Data:
History:
Prex Illness:

Sulfa allergic

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

312667-1

28-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Nausea, Pruritus generalised, Rash generalised

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0742U 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8753
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-May-2008
Vaccine Date

Unknown
Onset Date Days

28-May-2008
Status Date

IN
State Mfr Report Id

Left upper arm 3in x 3in warm, tender area fever 101 deg; BENADRYL/IceSymptom Text:

UnknownOther Meds:
Lab Data:
History:

UnknownPrex Illness:

Allergy: CEFZIL, Encopresis, Recent MACE procedure

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
9.0

312671-1

28-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Pain of skin, Pyrexia, Skin warm

 ER VISIT, NOT SERIOUS

Other Vaccine
20-May-2008

Received Date

Local reaction~Varicella (no brand name)~2~8~In SiblingPrex Vax Illns:

VARCEL
HPV4
HEPA

MERCK & CO. INC.
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

1351U
0384U
AHAVB253AA

1
0
0

Left arm
Right arm
Left arm

Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 8754
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-May-2008
Vaccine Date

17-May-2008
Onset Date

1
Days

27-May-2008
Status Date

NH
State Mfr Report Id

Hives developed ~24 hrs after GARDASIL #2 (5-16-08).  On call MD called 5-18-08 when facial edema began.  BENADRYL recommended & taken.  5-19-08 -
hives cont'd - seen in office - rec 24 hr antihistamine QD-BID x7d.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

312673-1

27-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Face oedema, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0063X 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8755
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-May-2008
Vaccine Date

17-May-2008
Onset Date

1
Days

28-May-2008
Status Date

NH
State Mfr Report Id

Hives developed about 24 hrs with GARDASIL #2 (5-16-08). On call MD called 5-18-08 when facial edema began. BENADRYL recommended and taken. 5-19-
08 - hives continued - seen in office - received 24hrs antihistamine QD-BID x7d.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

312675-1

28-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Face oedema, Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0063X 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8756
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-May-2008
Vaccine Date

19-May-2008
Onset Date

18
Days

26-May-2008
Status Date

LA
State Mfr Report Id

Patient was ~34-35 weeks pregnant at time of the immunization administration.  No UPT was done prior to administration.  Patient delivered an infant girl on
5/19/2008 at ~37 weeks EGA.  No prenatal care received.  Infant appears well at this time, but will report this immunization administration if adverse events
were to occur at a later date.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

312715-1

27-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-May-2008

Received Date

Prex Vax Illns:

VARCEL
MNQ
HPV4

MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.

0004X
U2551AA
1968U

1
0
1

Left arm
Right arm
Left arm

Subcutaneously
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 8757
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-May-2008
Vaccine Date

19-May-2008
Onset Date

0
Days

26-May-2008
Status Date

PA
State Mfr Report Id

Severe allergic reaction to HPV vaccine immediately after injection including hives, swelling of throat, wheezing, paleness and increased heart rate.  Given Epi
injection with improvement.  Taken to ER via ambulance and was observed for several hours.  Started on Prednisone for the next 4 days and given an Epipen.

Symptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

312722-1

27-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Heart rate increased, Hypersensitivity, Immediate post-injection reaction, Pallor, Pharyngeal oedema, Urticaria, Wheezing

 ER VISIT, NOT SERIOUS

Other Vaccine
20-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8758
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-May-2008
Vaccine Date

20-May-2008
Onset Date

4
Days

26-May-2008
Status Date

MN
State Mfr Report Id

Patient had felt sick all weekend (received vaccine on friday); joint pain significantly increased 4 days following injection; patient given opoid medication for painSymptom Text:

NKDA; Ethinyl estradiol, cetirizine, celecoxib, calciumOther Meds:
Lab Data:
History:

avascular necrosisPrex Illness:

lymphoblastic lymphoma, avascular necrosis

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

312723-1

27-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Malaise

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1287U 2 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8759
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
27-May-2008
Status Date

--
State Mfr Report Id

Pt developed groin nodal enlargements.  Obtained ID consult.  Negative w/u.  Hematology/oncology consult suggest possible vaccine related.  Now, it is
resolved.

Symptom Text:

YAZOther Meds:
Lab Data:
History:

NonePrex Illness:

CT-negative
Irregular menstruat, aller to amoxi, erythro

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

312735-1

27-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Lymphadenopathy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
20-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0384U Left arm Unknown



10 JUN 2008 06:27Report run on: Page 8760
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
22-May-2008
Status Date

--
State

WAES0805USA02019
Mfr Report Id

Information has been received from a consumer concerning her 18 year old granddaughter, who, on an unspecified date, was vaccinated with a dose of
GARDASIL. Concomitant therapy included hormonal contraceptives (unspecified). Subsequently, the patient was pregnant when vaccinated. The patient did
not seek medical attention and did not received prenatal care. It was reported that bloodwork was performed. On 06-APR-2008 the baby was born prematurely
at approximately 36 weeks and was diagnosed with a terminal illness Trisomy 18. At the time of the report the outcome of the patient was unknown. No product
quality complaint was involved. Additional information is not available.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = Unknown)Prex Illness:

diagnostic laboratory, blood work; hormonal contraceptives

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

312882-1

22-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy, Foetal disorder, Premature labour

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8761
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Feb-2007
Vaccine Date

15-Dec-2006
Onset Date

-49
Days

22-May-2008
Status Date

LA
State

WAES0703USA02093
Mfr Report Id

Initial and follow-up information has been received from a licensed practical nurse concerning an 18 year old female patient with a history of human papilloma
viral infection, who on 02-FEB-2007 was vaccinated with an 0.5ml, IM dose of GARDASIL (Lot # 654535/0960F).  There was no concomitant medication.  The
nurse reported that the patient "subsequently determined she is pregnant."  The date of the LMP was 15-DEC-2006, with an estimated due date of 22-OCT-
2007.  The nurse added that there were "no problems reported."  Follow-up information indicated that the nurse thought the abortion was an elective
termination.  Although it was also reported that "the patient wasn't truthful about many things with them."  The patient sought unspecified medical attention.
Additional information has been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
Human papilloma virus infection

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

312889-1

03-Jun-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abortion induced, Drug exposure during pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
21-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0960F Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8762
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-May-2008
Vaccine Date

06-May-2008
Onset Date

1
Days

28-May-2008
Status Date

TX
State Mfr Report Id

Patient received the vaccine on May 5th at 3:45 pm.  She felt okay that afternoon.  When she woke up the next day, she felt nauseated and started throwing up
with some diarrhea.  Patient went to school but called to have help picked up at 11:00 am - still not feeling well.  She slept that whole afternoon.  Patient started
vomiting again on Sunday 5-11-08.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

312902-1

28-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Diarrhoea, Malaise, Nausea, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1487U 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 8763
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-May-2008
Vaccine Date

16-May-2008
Onset Date

0
Days

26-May-2008
Status Date

NJ
State Mfr Report Id

Syncope following HPV vaccineSymptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

312916-1

27-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8764
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-May-2008
Vaccine Date

05-May-2008
Onset Date

0
Days

26-May-2008
Status Date

NY
State Mfr Report Id

Patient presented the next day with painful and cold left hand and forearm.  It began the night of the vaccine and continued ot worsen until she presented to the
office on the afternoon of May 6, 2008.  She was referred to the emergency room for further evaluation of the vascular system.

Symptom Text:

noneOther Meds:
Lab Data:

History:
nonePrex Illness:

cbc/electrolyes/calcium all normal. ekg normal. evaluation by pediatric surgery showed normal pulses and vascular flow.  evaluation by pediatric neurology-
Brain CT scan was normal.  diagnosis felt to be autonomic dysfunction and dysesthesi
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

312917-1

27-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Autonomic nervous system imbalance, Dysaesthesia, Pain in extremity, Peripheral coldness, Vaccination complication

 ER VISIT, NOT SERIOUS

Other Vaccine
21-May-2008

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2620AA
1968U

0
1

Right arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 8765
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-Jan-2008
Vaccine Date

01-Feb-2008
Onset Date

15
Days

26-May-2008
Status Date

NJ
State Mfr Report Id

1st shot 7/07- cold symptoms. 2nd shot 1/08 -she missed her period, then severe cold symptoms with what seemed to be a massive herpes-type infection,
sores on her gums, face and throat. 3rd shot 4/08- the herpes-like reaction recurred, but milder - then she stopped menstruating for 3 months!

Symptom Text:

Other Meds:
Lab Data:
History:

nonePrex Illness:

lactose intolerant

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

312927-1

27-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Amenorrhoea, Lactose intolerance, Nasopharyngitis, Oral herpes, Vaccine positive rechallenge

 ER VISIT, NOT SERIOUS

Other Vaccine
21-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8766
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-May-1991
Vaccine Date

02-May-1991
Onset Date

0
Days

26-May-2008
Status Date

CA
State Mfr Report Id

Pt developed dizziness, nausea and weakness 10min following immunizations.Public Health staff assisted her in lyingdown HR=60RR=20 no difficulty
breathing, no skin rash. Color was pale and skin clammy.She reported that this may be her "period" coming. She was assisted to an exam room and observed
for and additional 30 min BP 98/60 HR 64. She was alert and oriented Gave pt 4 oz of juice. She ambulated from clinic with her mother and brother.

Symptom Text:

noneOther Meds:
Lab Data:
History:

noPrex Illness:

none
none reported

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

312936-1

27-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Blood pressure, Cold sweat, Dizziness, Heart rate, Nausea, Pallor, Respiratory rate

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-May-2008

Received Date

Prex Vax Illns:

TDAP

IPV
HPV4
HEP

HEPA

GLAXOSMITHKLINE
BIOLOGICALS
SANOFI PASTEUR
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
GLAXOSMITHKLINE
BIOLOGICALS

C2904AA

A0125
0171U
AHBVB340AA

AHAVB215AA

2

2
0
2

1

Left arm

Right arm
Right arm
Left arm

Left arm

Intramuscular

Intramuscular
Intramuscular
Intramuscular

Intramuscular



10 JUN 2008 06:27Report run on: Page 8767
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Jan-2008
Vaccine Date

Unknown
Onset Date Days

23-May-2008
Status Date

GA
State Mfr Report Id

One month after vaccine, diagnosed with Pseudo Tumor Cerebri.  Major symptoms: headache, loss of vision, vomiting, neck pain, balance off.  Lumbar shunt
was put from spine to abdomen to drain spinal fluid.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

312946-1 (S)

23-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Balance disorder, Benign intracranial hypertension, Blindness, Headache, Lumboperitoneal shunt, Neck pain, Vomiting

 ER VISIT, HOSPITALIZED, LIFE THREATENING, SERIOUS

Other Vaccine
21-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1522U 1 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 8768
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-May-2008
Vaccine Date

20-May-2008
Onset Date

0
Days

27-May-2008
Status Date

PA
State Mfr Report Id

R arm and neck tingling, weakness, tenderness, sensation, strength reflexes intactSymptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

312947-1

27-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Asthenia, Paraesthesia, Tenderness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1447F 2 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8769
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-May-2008
Vaccine Date

10-May-2008
Onset Date

1
Days

27-May-2008
Status Date

CT
State

CT200804
Mfr Report Id

Significant swelling and pain at injection site with fever over 101.5 degrees F developed within 18 hours of injection and lasted for more than 3 days.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

312950-1

27-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site pain, Injection site swelling, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
21-May-2008

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2616AA
1740U

0
0

Left arm
Right arm

Subcutaneously
Intramuscular



10 JUN 2008 06:27Report run on: Page 8770
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
23-May-2008
Status Date

FR
State

WAES0805CZE00002
Mfr Report Id

Information has been received from a physician a concerning a 16 year old female with a history of allergy on aluminous carrier in a vaccine who was
vaccinated with GARDASIL. Subsequently the patient experienced joint swelling (similar to rheumatic symptoms) and was admitted to a hospital on May 9,
2008. The reporter felt that joint swelling was related to therapy with GARDASIL. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Allergy to vaccine

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

312962-1 (S)

23-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Joint swelling

 HOSPITALIZED, SERIOUS

Other Vaccine
22-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8771
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Apr-2008
Vaccine Date

Unknown
Onset Date Days

23-May-2008
Status Date

NC
State

WAES0805USA03398
Mfr Report Id

Information has been received from a certified medical assistant concerning a 22 year old female with a history of removal of condylomas/genital warts, and a
family history of breast cancer, who on 02-APR-2008 was vaccinated IM in the left upper quadrant of the thigh with a dose of GARDASIL (Lot# 659437/1266U).
Concomitant therapy included PROVERA. On 04-APR-2008 the patient felt ill, feverish and achy. On 05-APR-2008 the patient developed a rash and swollen
joints which were painful. The patient went to the emergency room and it was suspected that the patient had chicken pox, which was later ruled out. At this time
the patient was not admitted to the hospital. On 09-APR-2008 the patient was admitted to the hospital for possible inflammatory arthritis, possible lupus, or
possible rheumatoid arthritis. The patient experienced nausea, vomiting, and a rash with myalgia and arthralgias. Other symptoms included swelling and aches
in her joints, elevated liver enzymes, fever, malaise, body aches, a rash over her trunk, arms, and legs, and an immediate weight gain of 20 pounds. It was
unknown when the weight gain actually started. Rheumatoid studies were conducted. The patient's phosphatase level was 283 and her Creatinine reactive
protein test was high. The patient's electrolytes, glucose, and abdominal ultrasound were normal and the blood culture was negative for infection. The patient
was treated with intravenous fluid, intravenous pain medications, SOLU-MEDROL and MOTRIN. The patient was admitted to the hospital for three days and
discharged with a diagnosis of a possible reaction to the vaccination. It was reported that there was a 75% resolution of acute symptoms with the use of SOLU-
MEDROL and MOTRIN. The patient recovered on an unspecified date. No product quality complaint was involved. Additional information has been requested.

Symptom Text:

PROVERAOther Meds:
Lab Data:

History:
Prex Illness:

abdominal ultrasound, 04/??/08, normal; serum alkaline, 04/??/08, 283; serum C-reactive, 04/??/08, high; blood culture, 04/??/08, negative for infection; serum
electrolytes test, 04/??/08, normal; serum glucose, 04/??/08, normal
Genital wart; Wart excision; Condyloma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

312964-1 (S)

23-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Hepatic enzyme increased, Joint swelling, Myalgia, Nausea, Pain, Pyrexia, Rash, Vomiting, Weight increased

 ER VISIT, HOSPITALIZED, PERMANENT DISABILITY, SERIOUS

Other Vaccine
22-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1266U Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8772
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Apr-2008
Vaccine Date

01-Apr-2008
Onset Date

0
Days

23-May-2008
Status Date

FR
State

WAES0805USA03563
Mfr Report Id

Information has been received from a dermatologist concerning an 18 year old female, who in April 2008, was vaccinated with a second dose of GARDASIL.
The route and site of administration were not reported. Ten days post vaccination the patient developed significant arthralgia in the knees and the hip, and a
purpuric rash on the lower limbs. A biopsy revealed vasculitis and tests also showed speckled-type antinuclear antibodies at a rate of 1/320. At the time of the
report, the patient had not recovered. The reporter considered the arthralgia, vasculitis, and purpuric rash to be other important medical events. Other business
partner numbers included: E2008-04408. Additional information is not available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

biopsy, 08, vasculitis; serum ANA, ??Apr08 1/320, speckled-type antinuclear antibodies
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

312965-1

23-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Purpura, Vasculitis

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8773
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
23-May-2008
Status Date

--
State

WAES0805USA03518
Mfr Report Id

Information has been received from a health care professional concerning a female (age unknown), who was vaccinated with a dose of GARDASIL.
Subsequently, the patient experienced neurological changes and had difficulty walking.  It was reported that she would not receive her third dose.  At the time
of the report, the outcome of the patient was unknown.  No product quality complaint was involved.  The reporter considered the neurological changes and
difficulty walking to be disabling.  Additional information is not available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

312966-1 (S)

23-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Gait disturbance, Neurological symptom

 PERMANENT DISABILITY, SERIOUS

Other Vaccine
22-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8774
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Jan-2008
Vaccine Date

12-Feb-2008
Onset Date

32
Days

23-May-2008
Status Date

FR
State

WAES0805USA02815
Mfr Report Id

Information has been received from an agency concerning a 16 year old female occasional tobacco user with a history of acne and hypersensitivity who on 11-
JAN-2008 was vaccinated with GARDASIL.  Concomitant suspect therapies included minocycline and JASMINE.  On 12-FEB-2008 the patient developed
muscle soreness with myalgia, oedema of the fingers, swelling knees and joint pain and was hospitalized.  Laboratory results revealed a transient hyper
leucocytosis (11000 leucocyte and then 7500 leukocyte) and an increase of the inhibitor of component C1-INH test at 0.43 and of component C4 test at 0.4.
Laboratory results for cryoglobulinemia, antinuclear factors and hematology laboratory test were all negative.  No etiology was found.  On an unspecified date
the patient was considered to have recovered from the events.  Additional information has been requested. Other business partner numbers included: E2008-
04334.

Symptom Text:

minocycline; JASMINE, 05?Feb08 - UnkOther Meds:
Lab Data:

History:
Tobacco user; ContraceptionPrex Illness:

WBC count, 12?Feb08, 11000; WBC count, ??Feb08, 7500; hematology, ??Feb08, Comment: negative; serum ANA, ??Feb08, Comment: negative;
component C1-INH test, ??Feb08, 0.43; component C4 test, ??Feb08, 0.4; serum cryoglobulins test, ??Feb08, C
Acne; Hypersensitivity

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

312967-1 (S)

23-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Joint swelling, Leukocytosis, Myalgia, Oedema peripheral

 HOSPITALIZED, SERIOUS

Other Vaccine
22-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8775
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Feb-2008
Vaccine Date

13-Feb-2008
Onset Date

8
Days

23-May-2008
Status Date

FR
State

WAES0805USA02813
Mfr Report Id

Information has been received from a health care authority (reference number PO20080132) concerning a 17 year old female with a history of appendicitis,
adenoidal disorder and myringotomy and a history of a 29-SEP-1999 laboratory results with a blood platelet count at 261000/mm3 who on 05-FEB-2008 was
vaccinated IM with GARDASIL (Lot # not reported).  There were no concomitant medications reported.  Eight days post vaccination on 13-FEB-2008 the
patient's laboratory results included a blood platelet count at 46000/mm3, the patient was diagnosed with thrombocytopenia and was hospitalized.  On 20-FEB-
2008 laboratory results revealed a blood platelet count at 40000/mm3, the patient was treated with CORTANCYL, 50mg.  On 03-MAR-2008 her blood platelet
count was 222000/mm3 and she was treated with prednisone, 40 mg.  On 10-MAR-2008 her blood platelet count was 215000/mm3 and she was treated with
prednisone, 20mg.  On 17-MAR-2008 her blood platelet count was 235000/mm3 and she was treated with prednisone, 10mg.  On an unspecified date a
myelogram showed normal marrow and antibodies anti platelets were negative.  It was reported that on an unspecified date the patient was considered to have
recovered from thrombocytopenia.  Additional information has been requested.  Other business partner numbers included: E200804338.

Symptom Text:

NoneOther Meds:
Lab Data:

History:
Prex Illness:

bone marrow myelogram, normal; platelet count, 29Sep99, 261000 mm3; platelet count, 13Feb08, 46000 mm3; platelet count, 20Feb08, 40000 mm3; platelet
count, 03Mar08, 222000 mm3; platelet count, 10Mar08, 215000 mm3; platelet count, 17Mar08, 2
Appendicitis; Adenoidal disorder; Myringotomy

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

312968-1 (S)

23-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Thrombocytopenia

 HOSPITALIZED, SERIOUS

Other Vaccine
22-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8776
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-May-2008
Vaccine Date

09-May-2008
Onset Date

0
Days

23-May-2008
Status Date

FR
State

WAES0805KOR00005
Mfr Report Id

Information has been received from a physician concerning a 25 year old Asian female who on 09-MAY-2008 was vaccinated with GARDASIL. Right after
vaccination with GARDASIL at approximately 14:30 on 09-MAY-2008, the patient experienced loss of consciousness and fell down. When falling down, the
patient hit the back of her head on the floor. The patient was treated with 5% glucose 500 ml and SOLU-CORTEF injection. After 1 minute after loss of
consciousness, the patient regained consciousness. However she complained dizziness and vomiting. The patient went home at 18:00 after 3 hour and 30
minute-bed rest. The physician made a call to the patient's parent at night on the same day and found dizziness and vomiting persisted. The physician
recommended the patient to visit the hospital. The patient visited to a general hospital for the further evaluation on 10-MAY-2008 and received the CT. The CT
result showed the brain hemorrhage due to hitting her head on the floor and the patient was hospitalized on 10-MAY-2008. The dizziness and vomiting still
persisted on 13-MAY-2008. The patient was treated for the brain hemorrhage and follow up CT will be performed soon. The causality with GARDASIL was not
reported so far. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Computed axial tomography, 10May08, brain hemorrhage.
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

312969-1 (S)

23-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Cerebral haemorrhage, Dizziness, Fall, Head injury, Loss of consciousness, Vomiting

 HOSPITALIZED, SERIOUS

Other Vaccine
22-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8777
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Sep-2007
Vaccine Date

Unknown
Onset Date Days

28-May-2008
Status Date

RI
State Mfr Report Id

Lower extremity pain and numbness and pins and needles, fatigue.  Also with hand and lower arm weakness, multiple consults.  Rheumatology, Psych, Emg -
normal, MRI of head and spine - normal.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Patient with prior history of alopecia prior to age 7 plus ANA 1:1280

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

312977-1

28-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Electromyogram normal, Fatigue, Hypoaesthesia, Muscular weakness, Nuclear magnetic resonance imaging normal, Pain in extremity, Paraesthesia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-May-2008

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2358AA
0389U

1
0

Right arm
Left arm

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 8778
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
28-May-2008
Status Date

WI
State Mfr Report Id

Pt called back to report possible side effects from shot (2nd dose of GARDASIL). C/O nausea, stiffness in left arm. Left side of neck tight and throbbing.Symptom Text:

BCP; RHINOCORT NSOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

312978-1

28-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Muscle tightness, Musculoskeletal stiffness, Nausea, Neck pain, Pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0052X 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8779
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-May-2008
Vaccine Date

19-May-2008
Onset Date

0
Days

29-May-2008
Status Date

PA
State Mfr Report Id

Shortly after shot approximately 5-10 minutes, patient complained of throat feeling tight, flushed, hivey face - chest sounded like a few faint wheeze by
stethoscope.  I gave epi s/c and symptoms resolved.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

312980-1

29-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Flushing, Throat tightness, Urticaria, Wheezing

 ER VISIT, NOT SERIOUS

Other Vaccine
22-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1978U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8780
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-May-2008
Vaccine Date

15-May-2008
Onset Date

1
Days

29-May-2008
Status Date

CA
State Mfr Report Id

Erythematous rashes over upper extremities - sites of injections.  BENADRYL 25 mg every 6 hrs.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Not Done
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

312989-1

29-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-May-2008

Received Date

Prex Vax Illns:

MNQ
HEPA

HPV4

SANOFI PASTEUR
GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

U2540AA
AHAB222AA

1758U

0
1

0

Right arm
Right arm

Left arm

Intramuscular
Intramuscular

Intramuscular



10 JUN 2008 06:27Report run on: Page 8781
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Jan-2008
Vaccine Date

24-Jan-2008
Onset Date

1
Days

29-May-2008
Status Date

VT
State Mfr Report Id

Chills, fever, myalgias nausea vomiting 24 hours after GARDASIL vaccine after each dose #1 11-20-07 #2 1-23-08Symptom Text:

ORTHO-CYCLIN B, C, POther Meds:
Lab Data:
History:

NoPrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

313004-1

29-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Chills, Myalgia, Nausea, Pyrexia, Vaccine positive rechallenge, Vomiting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0515U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8782
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Mar-2008
Vaccine Date

Unknown
Onset Date Days

26-May-2008
Status Date

WI
State Mfr Report Id

NoneSymptom Text:

noneOther Meds:
Lab Data:
History:

none-pregnancyPrex Illness:

Client pregnant with EDC 8/3/2008.  Pregnancy verified 4/4/2008.  Client unaware of pregnancy at time of vaccines-client was asked this question.
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

313018-1

27-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-May-2008

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2541AA
0188U

0
0

Left arm
Right arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 8783
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Jan-2007
Vaccine Date

22-Feb-2007
Onset Date

31
Days

26-May-2008
Status Date

CA
State Mfr Report Id

ALOPECIA AREATA:I received my first shot of Gardasil in January 2007. About a month later we noticed a bald spot in the back of my head. I went back to my
ObGyn and asked her if the Gardasil could be the cause as nothing else had recenlty changed and I was not taking any ther medications. She said that she
had not heard of this, but she referred me to a dermatologist. I asked him if my hair loss had anything to do with the Gardasil. He replied that I had Alopecia
areata and one thing had nothing to do with the other. He advised that I continue with the Gardasil and that he would start treating me for the alopecia. I believe
that the Gardasil is the cause of my Alopecia, now over half of my head is bald.  I don't know what to do. I keep going back to the dermatologist for treatments
for the alopecia, but it just keeps getting worse.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

Lupus=negative; Thyroid=normal; testosterone=normal; heavy metal=normal
Seasonal allergies

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
28.0

313025-1

27-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Alopecia areata, Inappropriate schedule of drug administration

 ER VISIT, NOT SERIOUS

Other Vaccine
22-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Right arm Unknown



10 JUN 2008 06:27Report run on: Page 8784
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-May-2008
Vaccine Date

22-May-2008
Onset Date

0
Days

26-May-2008
Status Date

IL
State Mfr Report Id

Immediately after administering vaccination, the patient reported feeling "not good".  Pt laid head down on coutner for a moment, then slumped over,
unconscious.  After helping pt sit up, she immediately awoke and denied further medical intervention.  Pt was observed for 15 minutes and showed no further
signs of fainting, but reported no memory of event.

Symptom Text:

fluoxetine 20mg daily; methylphenidate 20mg three times daily as needed (not filled since 12/07)Other Meds:
Lab Data:
History:

Pt reported a cough (not observed)Prex Illness:

N/A
n/a

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

313037-1

27-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Amnesia, Fall, Immediate post-injection reaction, Loss of consciousness, Malaise

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0073X 2 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8785
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-May-2008
Vaccine Date

21-May-2008
Onset Date

1
Days

26-May-2008
Status Date

PA
State Mfr Report Id

She received four vaccines on Tuesday, May 20.  She received the Chickenpox vaccine booster,meningococcal vaccine, HPV first vaccine, and tDAP.  On
Wednesday morning she had fever, headache, and two hot, three-inch diameter red swellings- one on each arm.   We gave her Motrin and kept her home from
school.  By Thursday morning, the fever was gone.  Her arms were still very sore and one site on each arm was red, swollen and hot to the touch.

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Asthma, Celiac disease

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

313038-1

27-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Activities of daily living impaired, Erythema, Headache, Oedema peripheral, Pain in extremity, Pyrexia, Skin warm

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-May-2008

Received Date

Prex Vax Illns:

VARCEL
MEN
HPV4
TDAP

UNKNOWN MANUFACTURER
UNKNOWN MANUFACTURER
MERCK & CO. INC.
UNKNOWN MANUFACTURER

NULL
NULL
NULL
NULL

Unknown
Unknown
Unknown
Unknown

Unknown
Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 8786
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Apr-2008
Vaccine Date

21-Apr-2008
Onset Date

0
Days

23-May-2008
Status Date

FR
State

D0057331A
Mfr Report Id

This case was reported by a regulatory authority (vaccines, biologicals) # DE-PEI-PEI2008006370) and described the occurrence of burning sensation in a 17-
year-old female subject who was vaccinated with TD-RIX (GlaxoSmithKline). Co-suspect vaccination included GARDASIL (Sanofi Pasteur MSD). Previous
vaccination included a booster dose of TD-RIX (GlaxoSmithKline) given in 1996 and GARDASIL (Sanofi Pasteur MSD) given on 25 February 2008. On 21 April
2008 the subject received a dose TD-RIX (unknown route, right upper arm) and a dose of GARDASIL (unknown route, left upper arm). Few hours after co-
administered vaccination with GARDASIL and TD-RIX, the subject experienced burning sensation, tingling and itching of both feet, lower legs, both hands and
arms over a period of 10 days. The subject was hospitalised. No further information will be available.

Symptom Text:

Other Meds:
Lab Data:
History:

UnknownPrex Illness:

UNK

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

313042-1 (S)

23-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Burning sensation, Paraesthesia, Pruritus

 ER VISIT, HOSPITALIZED, SERIOUS

Other Vaccine
22-May-2008

Received Date

Prex Vax Illns:

TD

HPV4

GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.

AC12B016GA

NG34780

Right arm

Unknown

Unknown

Unknown



10 JUN 2008 06:27Report run on: Page 8787
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
16-May-2008
Vaccine Date

16-May-2008
Onset Date

0
Days

29-May-2008
Status Date

CT
State Mfr Report Id

Syncopal episode 6 minutes after receiving 4 vaccines. Possible tonic due to breath holding-difficult to arouse verbally but responded to sternal rub. Pupils
dilated 453; P.O. 99; HR 60; B/P 152/78; 5pm Pulse Ox 99, HR 78, 142/72

Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

313047-1

30-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Breath holding, Depressed level of consciousness, Mydriasis, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-May-2008

Received Date

Prex Vax Illns:

VARCEL
MNQ
HEPA
HPV4

MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.
MERCK & CO. INC.

1799U
U2172AA
1259U
1757U

1
0
0
0

Left arm
Right arm
Right arm
Left arm

Subcutaneously
Intramuscular
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 8788
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-May-2008
Vaccine Date

21-May-2008
Onset Date

1
Days

29-May-2008
Status Date

ND
State Mfr Report Id

Fainting, dizziness, H/A, balance changes, positive Rhomberg.  5/27/08 MR received for OV 5/21/08 with Assessment:  headache, low grade fever, unsteady
gait.  Pt returned to office with fever, h/a, tiredness and balance problems. Pt fainted in shower that am.  PE significant for (+) Romberg.  Sx almost resolved by
5/23/08 per reporter.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NoPrex Illness:

Labs and Diagnostics:  Head CT (-).  CBC unremarkable.  UA WNL.
None. PMH:  Febrile seizure as infant. NKDA

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

313048-1

03-Jun-2008
VAX Detail:

Last Edit Date

Seriousness:

 Balance disorder, Dizziness, Fatigue, Gait disturbance, Headache, Positive Rombergism, Pyrexia, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0063X 2 Right arm Unknown



10 JUN 2008 06:27Report run on: Page 8789
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-May-2008
Vaccine Date

17-May-2008
Onset Date

5
Days

29-May-2008
Status Date

DC
State Mfr Report Id

Patient in usual state of great health on leave from work for 2 wks decided to have her small pox vaccination and GARDASIL vaccine May 12, 2008 with a good
take of small pox after 15 jabs and had no fever no chills no sweats no red or swelling around the site no sore lymphnodes but felt perhaps tight. She did not
chest pain on May 16 (4 days post) sharp pain upper mid sternum lasting all night after beginning 2000 and going to the next day approx 12 hours nonradiating
approx 9/10 causing some shortness of breath and difficulty sleeping worse with rolling over and deep breath but not worse with palpation or meals and made
better by nothing except time neither sitting up nor eating anything made it better. She did not take anything for it no ASA no TYLENOL she did note some
associated symptoms of breath with this hurting and is able to distinguish that this shortness of breath was more due to not wanting to cause pain rather than a
suffocating sensation. She had no palpitations no dizziness no syncope no tachy or brady sensations. She has had CHF symptoms no PND no orthopnea no
edema no nocuturia change from usual nightly no cough on wgt gain. Symptoms: Chest pain, sub-sternal.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

5/19/08, Cardiac enzymes negative; 5/19/08, ECG within normal limits; 5/20/08, ECHO within normal limits
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

313049-1

30-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Chest pain, Dyspnoea, Insomnia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
22-May-2008

Received Date

Prex Vax Illns:

ANTHSMALL
HPV4

ACAMBIS, INC.
MERCK & CO. INC.

VV04003A
0688F

Right arm
Left arm

Unknown
Intramuscular



10 JUN 2008 06:27Report run on: Page 8790
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Feb-2008
Vaccine Date

16-Mar-2008
Onset Date

30
Days

29-May-2008
Status Date

CO
State

WAES0804USA03269
Mfr Report Id

Information has been received from a physician concerning a 27 year old female with no previous medical history or no known drug allergies, who on 15-FEB-
2008 was vaccinated IM with a 0.5 ml first dose of HPV rL1 6 11 18 VLP vaccine (yeast) (lot# 655327-1287U). There was no concomitant medication. On 16-
MAR-2008 the patient experienced tingling and formication of both hands, feet, and bilateral anterior thighs. The patient was examined in the office on 21-MAR-
2008. Neurological exam was normal. Complete blood count, metabolic panel, and thyroid stimulating hormone levels were normal. The patient was examined
by an unspecified neurologist in early April 2008. Nerve conduction testing on the right leg and neurological exam were normal. The physician added that the
patient received an unspecified steroid injection in the sacr-iliac joint 2 weeks prior to the onset of symptoms. Medical attention was sought in the office. At the
time of reporting the patient was recovering. No product quality was involved. 5/27/08-records received-office visit 2/15/08-Current problems: acne vulgaris,
depression with anxiety, dizziness. 3/21/08-C/O tingling sensation began 5 days ago, mild intensity, constant. Paresthesia in both hands (stocking glove
distribution) both feet and both anterior thighs. Not associated with numbness or weakness just odd sensation. Two weeks prior had steroid injections in back
followed by week of nocturia now resolved. Currently fighting a cold.  May likely be a side effect from steroid injections. Two weeks later seen for C/O nausea
and wave of dizziness, intermittent, decrease in appetite and weight loss, diarrhea. Currently on Flexeril. Heart races when dizzy. Mild cough and chest
congestion. Felt like passing out. Feet seem more cold, although hands and feet are always cold. Irregular period, 2 weeks early. spotting for 7-8 days. Skin
crawling sensation intermittent 1 month after first HPV vaccine.Symptoms worsen with fatigue and when anxious. Feels worse after eating cake. Neuro consult
4/4/08-Sensor

Symptom Text:

NoneOther Meds:
Lab Data:

History:

Prex Illness:

Nerve conduction study normal. Neurological exam normal. Complete blood cell count normal. Full chemistry normal. Serum TSH normal. 5/27/08-records
received-Labs WNL. EMG normal, Brain MRI normal. Neurological exam normal.
None 5/27/08-records received-PMH: abnormal pap smear. TMJ-wears splint at night. Chronic low back pain/SI since 2003. Facet joint dysfunction. Pulsing
sensation in ear. frequent otitis media as child.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
27.0

313072-1

29-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Acne, Anxiety, Cough, Decreased appetite, Depression, Diarrhoea, Dizziness, Fatigue, Formication, Inappropriate schedule of drug administration,
Menstruation irregular, Metrorrhagia, Nasopharyngitis, Nausea, Palpitations, Paraesthesia, Peripheral coldness, Presyncope, Upper respiratory tract
congestion, Weight decreased

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
19-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 655327-1287U 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8791
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
07-Apr-2008
Vaccine Date

08-Apr-2008
Onset Date

1
Days

30-May-2008
Status Date

--
State Mfr Report Id

1 inch red, indurated area at site of varicella injection.  No systemic symptoms.Symptom Text:

Acyclavir 400 mg TID PRNOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

313125-1

30-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site erythema, Injection site induration

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
23-May-2008

Received Date

Prex Vax Illns:

VARCEL
TYP
HPV4

MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.

A70CA603A
A1106
1060U

1
4
1

Right arm
Right arm
Left arm

Subcutaneously
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 8792
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
15-Apr-2008
Vaccine Date

Unknown
Onset Date Days

29-May-2008
Status Date

NM
State Mfr Report Id

1 month after vaccine, patient still has soreness and knot at site of administration.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

Penicillin; Amoxicillin; CECLOR

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

313130-1

30-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injection site mass, Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
23-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1757U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8793
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Feb-2008
Vaccine Date

26-Feb-2008
Onset Date

1
Days

27-May-2008
Status Date

FR
State

WAES0804USA00567
Mfr Report Id

Information has been received from a pharmacist concerning an eighteen year old female patient who received a first dose of GARDASIL (batch number not
reported) on 25-FEB-2008, administered intramuscularly in the left arm.  The morning after on 26-FEB-2008, during her breakfast, the patient looked white, had
nausea and had a loss of consciousness.  The patient's mother reported an impressive reaction.  The patient went to the emergency at the hospital and the
diagnosis was a vagal malaise.  Follow up information indicated that the patient had loss of consciousness, eye rolling and black lips 23 hours after injection.
She also experienced contractures in the arms and the body and abdominal pain, "like in flu-like syndrome", 28 hours after injection.  Contractures were
reported as moderate and abdominal pain was reported as severe.  The three events were reported as serious and severe.  The events of nausea and pallor
were no longer mentioned.  One hour after her syncope, the patient was transferred to the emergency unit where vasovagal syncope was diagnosed.  The
patient recovered (date not reported). The reporter considered the patient's vagal reaction, contracture and abdominal pain as other important medical events.
Other business partner numbers included E2008-02391.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

313138-1

27-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Eye rolling, Influenza like illness, Lip discolouration, Loss of consciousness, Muscle contracture, Nausea, Pallor, Syncope vasovagal

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
23-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8794
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Oct-2007
Vaccine Date

02-Oct-2007
Onset Date

0
Days

27-May-2008
Status Date

FR
State

WAES0805CAN00084
Mfr Report Id

Information has been received from a mother concerning her 13 year old daughter who on 02-OCT-2007 was vaccinated with her first dose of GARDASIL, (lot
# not available).  Subsequently, on approximately 02-OCT-2007 the patient experienced soreness at the injection site for 3 - 5 days.  On 11-DEC-2007 the
patient was vaccinated with her second dose of GARDASIL, (lot # not available).  Subsequently, on approximately 11-DEC-2007 the patient experienced
soreness at the injection site for 3 - 5 days.  On 21-APR-2008 the patient was vaccinated with her third dose of GARDASIL, (lot # not available).  The mother
reported that on 22-APR-2008 the patient did not feel well - her stomach hurt and she felt queasy and tired, plus she had a slight fever and a small red spot on
her breast.  On 23-APR-2008 the patient's temperature was higher and her whole breast was very swollen and red.  It was reported that the patient was taken
to her physician who recommended that she go to the hospital.  The patient was hospitalized from 23-APR-2008 to 27-APR-2008, given IV antibiotics and
diagnosed with an abscess in he breast and got cellulitis.  The mother reported that the patient now has scar tissue in her breast.  It was reported that the
physicians at the hospital believed that abscess in her breast and got cellulitis and now has scar tissues in her breast were not related to therapy with
GARDASIL.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

313142-1 (S)

27-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain upper, Breast abscess, Breast swelling, Cellulitis, Erythema, Fatigue, Injection site pain, Malaise, Nausea, Pyrexia, Scar

 HOSPITALIZED, SERIOUS

Other Vaccine
23-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8795
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
27-May-2008
Status Date

FR
State

WAES0805KOR00004
Mfr Report Id

Information has been received from a nurse concerning a 13 year old female who in early April 2008, was vaccinated with GARDASIL during the physical
check-up in a general hospital.  On a same day right after the vaccination with GARDASIL, the patient fell down and her face became pale.  The patient
experienced pain shock and loss of consciousness.  The nurse checked her consciousness, but the patient did not respond and her pulse was unstable.  The
nurse was about to bring the patient to the emergency room, but the patient became conscious within 30 to 60 seconds after the patient fell down.
Subsequently, the patient recovered from pain shock and loss of consciousness for about 30 - 60 seconds and unstable pulse.  Her pulse became stable.  The
patient just remembered that she felt severe pain after vaccination.  Thereafter the patient had no significant finding and went home.  No follow up information
has been reported from the patient so far.  The causality with GARDASIL was not reported.  The patient's pain shock and loss of consciousness for about 30 -
60 seconds and unstable pulse were considered as other important medical events.  Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

total heartbeat count, ??Apr08, unstable during loss of consciousness; total heartbeat count, ??Apr08, stable after recovery
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

313143-1

27-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Fall, Heart rate irregular, Loss of consciousness, Pain, Pallor, Shock

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
23-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8796
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Apr-2008
Vaccine Date

04-Apr-2008
Onset Date

1
Days

27-May-2008
Status Date

NC
State

WAES0805USA02288
Mfr Report Id

Initial and follow up information has been received from a physician and by telephone call from the healthcare professional concerning a 22 year old female
patient with family history of rheumatoid arthritis and autoimmune disease who on 03-APR-2008 was vaccinated IM with a dose of GARDASIL (lot # not
available).  The physician reported that the patient experienced serum sickness, full body rash, and severe arthritis and joint pain.  She was taken to the
emergency room and was admitted to the hospital.  In follow up telephone call the health care professional reported that on 04-APR-2008 patient developed
fatigue, temperature of 102, weakness, near syncope episode at work, blanchable rash all over body, very achy joints hands, knees and ankles, and had
trouble walking.  She went to the emergency room (E.R.) on 04-APR-2008 and was sent home.  On 05-APR-2008, she went to the ER and was told she had
chicken pox and was sent home.  On 08-APR-2008 the patient went to the ER and was sent home.  On 09-APR-2008 the patient was admitted to the hospital.
The patient's final diagnosis was reactive arthritis, possible reaction to GARDASIL, urticaria associated with reactive arthritis, abnormal liver function test
(LFT's) possibly related to fatty liver or polycystic ovary syndrome or possibly related to reactive arthritis.  Her hepatitis A, hepatitis B and hepatitis C, Lyme,
Rocky Mountain fever, serum antinuclear antibodies (ANA), serum antineutrophil cytoplasmic antibody (ANCA) test was normal.  Her Rheumatoid factor tests
were all normal and her sed rate was slightly elevated.  Serum C Reactive protein test was 29.9.  The patient was treated with intravenous (IV) steroids and
improved.  She was in the hospital for four days.  On 21-APR-2008, the patient was seen in the office and it was noted that she was "remarkably better".  Skin
rash was resolved, ache in joints/stiffness still there especially after sleeping.  Fever was gone.  The patient was recovering.  Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Prex Illness:

diagnostic laboratory, 04/09?/08, Rocky Mountain Fever titer (normal); erythrocyte, 04/09?/08, slightly elevated; serum C-reactive, 04/09?/08, 29.9; serum
ANCA, 04/09?/08, Normal; serum hepatitis A, 04/09?/08, normal; serum rheumatoid facto
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

313144-1 (S)

27-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Arthralgia, Arthritis reactive, Asthenia, Familial risk factor, Fatigue, Gait disturbance, Pallor, Presyncope, Rash generalised, Serum sickness, Urticaria,
Varicella

 ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, SERIOUS

Other Vaccine
23-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8797
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-Jul-2007

Vaccine Date
29-Jul-2007
Onset Date

6
Days

27-May-2008
Status Date

--
State

WAES0805USA03350
Mfr Report Id

Information has been received from a Registered Nurse (R.N.) and by telephone concerning a 22 year old female patient with a history of seizure for which she
was on therapy.  On 23-MAY-2007 patient was vaccinated with a first dose of GARDASIL and on 23-JUL-2007 she was vaccinated with a second dose of
GARDASIL in another doctor's office.  No lot number was provided.  Concomitant therapy included TEGRETOL, DIAMOX and YAZ.  The nurse reported that on
29-JUL-2007, patient had a seizure type episode six days after she received her second dose of GARDASIL.  The patient sought unspecified medical attention.
 She reported that patient had no seizures since this incident.  No further information was provided.  Upon internal review seizure was determined to be an
other important medical event.  Additional information has been requested.

Symptom Text:

DIAMOX, mg; TEGRETOL, mg; YAZOther Meds:
Lab Data:
History:

Convulsion disorderPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

313145-1

27-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Condition aggravated, Convulsion

 ER VISIT, NOT SERIOUS

Other Vaccine
23-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8798
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-Mar-2008
Vaccine Date

11-Mar-2008
Onset Date

0
Days

26-May-2008
Status Date

NY
State Mfr Report Id

Approximately 10 minutes after giving shot patient fainted in waiting area at front desk. NP was first to aid student. No apparent injury noted. LOC 3-5 seconds.
Responsive. Pale and diaphorectic but alert. P:96 4:30 taken via wheelchair to infirmary. B/P: 100/76 P: 96. Dr. aware. Given water and gatorade and crackers.
Lying in bed elevated legs. Cool compress to forehead. 4:45pm B/P96/78P:96 Dangled legs at bedside before ambulating. Color back to faceand no reports of
dizziness. Stable and A&Ox3 before discharge.

Symptom Text:

Welbutrin, Yaz, PaxilOther Meds:
Lab Data:
History:

noPrex Illness:

na
Depression, Anxiety

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

313205-1

27-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Blood pressure, Body temperature, Heart rate, Hyperhidrosis, Immediate post-injection reaction, Pallor, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
23-May-2008

Received Date

nausea, blurry vision, no dizzines~HPV (Gardasil)~1~18~In PatientPrex Vax Illns:

HPV4 MERCK & CO. INC. 1758U 1 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8799
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
10-Jan-2008
Vaccine Date

10-Jan-2008
Onset Date

0
Days

26-May-2008
Status Date

MA
State Mfr Report Id

Patient has had chronic deltoid pain since 1/10/08.  There is pain to palpation, and weakness in the arm.  MRI normal. 6/3/08- records received-C/O arm pain
4/14/08-arm swollen, arm weakness, discomfort with moving. Injection site tender, pain is aching. C/O getting sick constantly since 3/08, aches and chills,
fevers up to 101, nasal congestion, cough. PE: pain on palpation of arm. Assessment:neuritis.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

MRI 5/13/08 normal 6/3/08-records received-C-reactive protein 1.0, ESR 30.MRI normal left arm.
6/3/08-records received-exercise induced asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

313208-1

04-Jun-2008
VAX Detail:

Last Edit Date

Seriousness:

 Chills, Cough, Injected limb mobility decreased, Injection site pain, Limb discomfort, Malaise, Muscular weakness, Nasal congestion, Neuritis, Oedema
peripheral, Pain, Pain in extremity, Pyrexia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
23-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1448U 2 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8800
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-May-2008
Vaccine Date

22-May-2008
Onset Date

1
Days

26-May-2008
Status Date

WA
State Mfr Report Id

Left arm had a radial nerve palsy after receiving 2 vaccines in it.  HPV and MCV4 given in the left arm.Symptom Text:

noneOther Meds:
Lab Data:
History:
Prex Illness:

hx of asthma, acid reflux

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

313210-1

27-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Radial nerve palsy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
23-May-2008

Received Date

Prex Vax Illns:

TDAP

HPV4
HEPA

MNQ

GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
SANOFI PASTEUR

AC52B016BA

1967U
AHAVB222AA

U2563AA

0

0
0

0

Right arm

Left arm
Right arm

Left arm

Intramuscular

Intramuscular
Intramuscular

Intramuscular



10 JUN 2008 06:27Report run on: Page 8801
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-May-2008
Vaccine Date

Unknown
Onset Date Days

30-May-2008
Status Date

OH
State Mfr Report Id

Pt walked to front making next appointment. The next thing the pt fainted. Pt got up rested a few minutes and was fine.Symptom Text:

NoneOther Meds:
Lab Data:
History:

N/APrex Illness:

Hypoglycemia

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

313224-1

30-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
23-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0052X 0 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 8802
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-May-2008
Vaccine Date

Unknown
Onset Date Days

30-May-2008
Status Date

AR
State Mfr Report Id

As I was injecting the 3rd vaccine ordered for this patient-the patient's mother asked me if we did a pregnancy test on patient. I told her no and asked if a
pregnancy test was needed. Mother stated yes. I then asked pt if she was sexually active and she said no. I notified doctor immediately and she ordered a
urine pregnancy test. The result of the pregnancy test was positive. I notified doctor immediately. The vaccines that the patient received were Varivax, Gardasil
and Menactra. Doctor ordered a referral to OB/GYN. I called doctor's office to get patient an appointment as soon as possible. The receptionist informed the
doctor of the situation and he stated patient needed checked in mid-June 08 due to the fact patient states is about 10 days late for menstrual cycle. The
receptionist informed med that this patient also had a history of miscarriage in 2007. I informed doctor of this. Patient has an appointment with doctor June 18,
2008. Referral for the appointment was given to Mother and I stressed importance of keeping the appointment as scheduled. Mother verbalized understanding.

Symptom Text:

None knownOther Meds:
Lab Data:
History:

None knownPrex Illness:

CBC; Urine HCG done 3:15 pm + result
Anemia, Scoliosis

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

313225-1

30-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
23-May-2008

Received Date

Prex Vax Illns:

VARCEL
MNQ
HPV4

MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.

0086X
U2567AA
1448U

1
0
1

Left arm
Left arm

Right arm

Subcutaneously
Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 8803
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
30-May-2008
Status Date

OK
State

WAES0804USA02795
Mfr Report Id

Information has been received from a physician concerning a female who on an unspecified date was vaccinated with GARDASIL (lot # not reported).
Subsequently on an unspecified date, the patient "experienced a rash." The patient sought unspecified medical attention. This is one of several reports from the
same source. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

313311-1

02-Jun-2008
VAX Detail:

Last Edit Date

Seriousness:

 Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
27-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8804
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
28-May-2008
Status Date

--
State

WAES0805USA04719
Mfr Report Id

Information has been received from the Merck Pregnancy registry for GARDASIL from a female who was vaccinated with a first dose of GARDASIL.
Subsequently the patient became pregnant and had a miscarriage. The patient required an doctor office visit. The patient reported that she felt her "doctor was
inept and responsible for this." Upon internal review, miscarriage was considered to be an other important medical event. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = Unknown)Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

313380-1

28-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
27-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8805
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Nov-2007
Vaccine Date

05-Feb-2008
Onset Date

92
Days

28-May-2008
Status Date

FR
State

WAES0805USA04647
Mfr Report Id

Information has been received from a gynaecologist concerning a 21 year old female who on 05-NOV-2007 was vaccinated with a second dose of GARDASIL.
Concomitant medication was not reported.  The first dose of GARDASIL was received on 05-NOV-2007 and was well tolerated.  On 06-FEB-2008, the patient
was diagnosed with paralysis of the recurrent nerve and was admitted to the hospital.  The reporting gynaecologist felt that paralysis of the recurrent nerve was
not related to therapy with GARDASIL.  The symptoms, further course and outcome have not been reported.  Other business partner numbers included E2008-
04503.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
21.0

313381-1 (S)

28-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Paralysis, Vocal cord paralysis

 HOSPITALIZED, SERIOUS

Other Vaccine
27-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8806
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
28-May-2008
Status Date

IL
State

WAES0805USA04084
Mfr Report Id

Information has been received from a physician for the pregnancy registry for GARDASIL, concerning a female (age not reported) who on an unspecified date
was vaccinated with a dose of GARDASIL.  The physician reported that the patient did not know she was pregnant, she had a miscarriage.  Follow up phone
call information provided by a physician's assistant reported that the patient experienced a spontaneous abortion sometime after the first dose of GARDASIL,
and prior to the second dose of GARDASIL.  The physician's assistant was unable to provide the administration date, dose, or lot numbers.  It was reported that
the patient's outcome was unknown.  Upon internal review, spontaneous abortion was determined to be an other important medical event.  No product quality
complaint was involved.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = Unknown)Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

313382-1

28-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
27-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8807
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
27-Jul-2007

Vaccine Date
01-Aug-2007
Onset Date

5
Days

28-May-2008
Status Date

MA
State

WAES0805USA03813
Mfr Report Id

Information has been received from a physician concerning a 14 year old female patient with no medical history or drug allergies reported, who on 27-JUL-
2007, 02-SEP-2007 and 06-FEB-2008 (3rd dose also reported as 27-JUL-2008 administered intramuscularly) was vaccinated with the first, second and third
doses of GARDASIL, respectively.  There was no concomitant medication.  In August 2007, after the physician reviewed the patient's past medical history, he
noticed that the patient experienced bloody stools in the beginning of August 2007 after her first dose of GARDASIL.  On 04-JAN-2008 the patient saw her
physician and stated that she was experiencing constant fatigue and tiredness.  A blood test was taken and showed that the patient was anemic.  The patient
was diagnosed with ulcerative colitis and was hospitalized on 08-MAY-2008 (the number of days spent in the hospital were unspecified).  At the time of this
report the patient has not recovered.  No product quality complaint was involved.  Ulcerative colitis was considered to be disabling.  Additional information has
been requested.

Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory, 01/04?/08, anemia
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

313383-1 (S)

28-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anaemia, Colitis ulcerative, Fatigue, Haematochezia

 ER VISIT, HOSPITALIZED, PERMANENT DISABILITY, SERIOUS

Other Vaccine
27-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8808
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-May-2008
Vaccine Date

12-May-2008
Onset Date

0
Days

28-May-2008
Status Date

--
State

WAES0805USA03613
Mfr Report Id

Information has been received from a physician concerning a 11 year old female with a history of fainting, who on 12-MAY-2008 was vaccinated with a first
dose of GARDASIL. Concomitant vaccination included diphtheria toxoid (+) pertussis acellular vaccine (unspecified) (+) tetanus toxoid. On 12-MAY-2008 the
nurse had the patient wait for around five minutes post vaccination. The nurse left the room for a second. The patient fainted and fell off of the exam table. The
patient was found lying face down and started to turn blue, but had a pulse. The patient was rushed to the hospital and ended up having a maxillary fracture. At
the time of the report, the outcome of the patient was unknown. No product quality complaint was involved. The physician considered the fainting, fall off the
exam table, turning blue, and maxillary fracture to be other important medical events. Additional information has been requested.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Pulse oximetry, 05/12/08
Syncope

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

313384-1

28-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Cyanosis, Fall, Jaw fracture, Syncope

 ER VISIT, NOT SERIOUS

Other Vaccine
27-May-2008

Received Date

Prex Vax Illns:

HPV4
DTAP

MERCK & CO. INC.
UNKNOWN MANUFACTURER

NULL
NULL

0 Unknown
Unknown

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 8809
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-May-2008
Vaccine Date

12-May-2008
Onset Date

0
Days

28-May-2008
Status Date

KS
State

WAES0805USA02363
Mfr Report Id

Information has been received from a registered nurse concerning an 18 year old female patient with no medical history or allergies reported, who on 12-MAY-
2008 was vaccinated intramuscularly with the first dose 0.5 ml dose of GARDASIL (Lot #655604/0052X). Concomitant therapy included oral contraceptives
(unspecified). On 12-MAY-2008, "within a few minutes of receiving her first dose," the patient became lightheaded, pale, developed a cold sweat and nausea.
No diagnostic laboratory testing was performed. On 12-MAY-2008 the patient recovered while in the office. No product quality complaint was involved. The
reporter considered lightheadedness, pale, cold sweat and nausea to be disabling for a short time while the patient was in the office. Additional information has
been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:
Prex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

313385-1 (S)

28-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Cold sweat, Dizziness, Nausea, Pallor

 PERMANENT DISABILITY, SERIOUS

Other Vaccine
27-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0052X 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8810
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-May-2007
Vaccine Date

31-May-2007
Onset Date

10
Days

28-May-2008
Status Date

--
State

WAES0707USA04689
Mfr Report Id

Information has been received for the Pregnancy Registry for GARDASIL from a registered nurse concerning a 17 year old female who on 21-MAY-2007 was
vaccinated with a first dose of GARDASIL (lot # unknown).  On 21-MAY-2007, a cervical smear was performed and the results were within normal limit.  A
gonorrhea test, HIV test and a rapid plasma reagin card (RPR) test was performed and the results were negative.  A Chlamydia test was performed and the
results were positive.  The date of the patient's last menstrual period was 31-MAY-2007.  Medical attention was sought.  On 24-JUL-2007, the patient had a
beta-human chorionic gonadotropin test (unspecified) that showed positive results for pregnancy.  On 24-Jul-2007, the patient was vaccinated with a second
dose of GARDASIL (lot# unknown).  On 24-JUL-2007, the patient was treated with one gram of ZITHROMAX and 125 mg of ceftriaxone sodium for Chlamydial
infection.  An HIV and rapid plasma reagin card (RPR) test were also performed and results are pending.  The estimated date of delivery is 6-MAR-2008.
Follow-up information was received from the physician's office from a health professional.  It was reported that the patient delivered a normal, healthy baby girl
on 18-FEB-2008 via C-section (baby was breech).  The baby weighed 6 pounds 7 ounces.  The patient did not breastfeed the infant.  The infant developed
reflux shortly after birth.  No additional information was available.  Upon internal review breech presentation was considered to be an other medical event.
Additional information is not expected.

Symptom Text:

ZITHROMAX; ceftriaxone sodiumOther Meds:
Lab Data:

History:
Pregnancy NOS (LMP = 5/31/2007); Chlamydial infectionPrex Illness:

cervical smear, 05/21/07, within normal limits; Neisseria gonorrhoeae, 05/21/07, negative; cervix Chlamydia, 05/21/07, positive; serum HIV-1 pol, 05/21/07,
negative; Rapid plasma reagin, 05/21/07, negative; beta-human chorionic, 07/24/07, p

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

313386-1

28-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Breech delivery, Caesarean section, Drug exposure during pregnancy, Foetal disorder

 ER VISIT, NOT SERIOUS

Other Vaccine
27-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8811
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-May-2007
Vaccine Date

20-May-2007
Onset Date

0
Days

28-May-2008
Status Date

MA
State

WAES0707USA04008
Mfr Report Id

Initial and follow up information has been received through the pregnancy registry from a certified nurse midwife concerning an 18 year old female, with no
pertinent medical history, who in November 2006, was vaccinated with a dose of GARDASIL. In January 2006, the patient was vaccinated with a second dose
of GARDASIL. On 20-MAY-2007, the patient was vaccinated with a third dose of GARDASIL. There was no concomitant medication. Subsequently, the patient
became pregnant. In follow up it was reported that on 28-JUN-2007 patient had an ultrasound which was within normal limits. Prenatal lab testing was done,
results not reported. The last menstrual period was 20-MAR-2007, with an estimated date of delivery was 25-DEC-2007. Ultrasound done on 28-JUN-2007 for
date was reported to be within normal limits. Follow up information was received from a health care professional at the nurse midwife's office on 04-APR-2008.
She reported that the baby was normal and healthy. The birthdate was 05-DEC-2007. She didn't have any more information. Follow up information was
received from the doctor's office that on 07-DEC-2007, patient had a cesarean section for breech presentation and delivered 39 weeks from her last menstrual
period. This information was conflicting with the previously reported information that patient had a normal delivery on 05-DEC-2007. Upon internal review
patient's breech baby delivery which required a cesarean section delivery was determined to be an other important medical event. Additional information is not
expected.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 3/20/2007)Prex Illness:

Diagnostic laboratory, prenatal lab testing; Ultrasound, 06/28/07, within normal limits.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

313387-1

28-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Breech presentation, Caesarean section, Drug exposure during pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
27-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8812
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Jun-2007
Vaccine Date

12-Jul-2007
Onset Date

16
Days

28-May-2008
Status Date

ME
State

WAES0707USA02304
Mfr Report Id

Information has been received from a licensed practical nurse concerning a 14 year old female with no pertinent medical history or drug reactions/allergies on
27-FEB-2007 was vaccinated with a first dose of GARDASIL (lot# 654335/0960F) 0.5mL. The date of the last menstrual period was 03-JUN-2007. On 26-JUN-
2007 the patient was vaccinated with a second dose of GARDASIL (lot# 658094/0524U). On the same day a urine pregnancy test was performed prior to
vaccination and the results was negative for pregnancy. On 12-JUL-2007 a urine test was performed and the results was positive for pregnancy. Medical
attention was sought. The estimated date of delivery is 09-MAR-2008. No symptoms have been reported. Follow-up information was received from a health
care professional. The HCP indicated that the patient either had a miscarriage or an elective abortion on 02-AUG-2007. No additional information was
available. Upon internal review unspecified abortion is considered to be an other medical event. Additional information is not expected.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 6/3/2007)Prex Illness:

urine beta-human, 06/26/07, negative; urine beta-human, 07/12/07, positive

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

313388-1

28-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abortion, Abortion spontaneous, Drug exposure during pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
27-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0524U 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8813
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
11-May-2007
Vaccine Date

20-Apr-2007
Onset Date

-21
Days

28-May-2008
Status Date

--
State

WAES0706USA02793
Mfr Report Id

Information has been received from a nurse practitioner for the Pregnancy Registry for GARDASIL, concerning a 15 year old female with asthma, infection,
nausea and oppositional defiant disorder (ODD).  On an unspecified date the patient was vaccinated with the first dose of GARDASIL (lot number unknown).
Follow up information was received.  The nurse practitioner reported that on 11-MAY-2007 the patient received her second dose of GARDASIL (lot#
653736/0014U) and then became pregnant.  The date of the last menstrual period was approximately 20-APR-2007.  Concomitant therapy included XOPENEX,
ZITHROMAX and PENERGAN TABLETS/SUPPOSITORIES.  There was no adverse event reported.  Medical attention was sought.  On 15-JUN-2007 the
patient had an ultrasound that revealed 8 weeks on date.  Additional information was not provided.  The estimated date of delivery is 25-JAN-2008.  Follow-up
information was received from a nurse practitioner.  The NP reported that on 22-JAN-2008 the patient had a healthy baby boy weighing 7 pounds 13 ounces
and 39 3/7 weeks from LMP.  The patient had a primary c-section for failure to descend.  The patient also had anaemia during pregnancy.  Other medications
used during the pregnancy included CLARITIN for allergies, ZOFRAN for hyperemesis and ferrous sulfate for anaemia.  Upon internal review primary c-section
for (failure to descend) was considered to be an other medical event.  Additional information is not expected.

Symptom Text:

ZITHROMAX; XOPENEX; CLARITIN; PHENERGANOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 4/20/2007); Asthma; Oppositional defiant disorder; Infection; Nausea; Hypersensitivity; AnaemiaPrex Illness:

ultrasound, 06/15/07, 8 weeks on date

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

313389-1

03-Jun-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abnormal labour, Anaemia, Caesarean section, Drug exposure during pregnancy, Vomiting

 ER VISIT, NOT SERIOUS

Other Vaccine
27-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0014U 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8814
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Mar-2008
Vaccine Date

18-Mar-2008
Onset Date

0
Days

30-May-2008
Status Date

SC
State Mfr Report Id

Transient numbness in hands, metrorrhagiaSymptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

None
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

313439-1

30-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Hypoaesthesia, Metrorrhagia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
27-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0073 Left arm Unknown



10 JUN 2008 06:27Report run on: Page 8815
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-May-2008
Vaccine Date

01-May-2008
Onset Date

0
Days

30-May-2008
Status Date

NC
State Mfr Report Id

Patient passed out, approx, 5 mins. after injection.Symptom Text:

Other Meds:
Lab Data:
History:

Contact DermatitisPrex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

313449-1

02-Jun-2008
VAX Detail:

Last Edit Date

Seriousness:

 Loss of consciousness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
27-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1967U 0 Left arm Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-May-2008
Vaccine Date

19-May-2008
Onset Date

0
Days

30-May-2008
Status Date

NC
State Mfr Report Id

Pt passed out and hit her head after receiving injection.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

313451-1

02-Jun-2008
VAX Detail:

Last Edit Date

Seriousness:

 Head injury, Loss of consciousness

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
27-May-2008

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2622AA
1968U

0
0

Left arm
Right arm

Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 8817
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-May-2008
Vaccine Date

13-May-2008
Onset Date

1
Days

30-May-2008
Status Date

MA
State Mfr Report Id

HivesSymptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

313452-1

02-Jun-2008
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
27-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1063U 1 Right arm Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
23-May-2008
Vaccine Date

23-May-2008
Onset Date

0
Days

28-May-2008
Status Date

MI
State Mfr Report Id

Immediately after injecting HPV, which was the  fourth injection, client began having jerking movement of upper extremities and was non-responsive for
approximately 30 seconds.

Symptom Text:

noneOther Meds:
Lab Data:
History:

NoPrex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

313475-1

28-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dyskinesia, Inappropriate schedule of drug administration, Unresponsive to stimuli

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
27-May-2008

Received Date

Prex Vax Illns:

TDAP

HEPA

MNQ
HPV4

GLAXOSMITHKLINE
BIOLOGICALS
GLAXOSMITHKLINE
BIOLOGICALS
SANOFI PASTEUR
MERCK & CO. INC.

AC52B015AA

AHAVB222AA

U2428AA
1968U

5

0

0
0

Left arm

Right arm

Right arm
Left arm

Intramuscular

Intramuscular

Intramuscular
Intramuscular
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-May-2008
Vaccine Date

13-May-2008
Onset Date

1
Days

28-May-2008
Status Date

PR
State Mfr Report Id

Heat, pain, imflamation and itching in the right superior limb,where one of the vaccines was administered.Symptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

none
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

313476-1

28-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Inflammation, Pain, Pruritus, Skin warm

 ER VISIT, NOT SERIOUS

Other Vaccine
27-May-2008

Received Date

Prex Vax Illns:

MNQ
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

U2564AA
1740U

1
3

Right arm
Left arm

Unknown
Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-Mar-2007
Vaccine Date

08-Mar-2007
Onset Date

0
Days

29-May-2008
Status Date

LA
State

WAES0705USA04399
Mfr Report Id

Initial and follow-up information have been received from a registered nurse and a licensed practical nurse through a Merck pregnancy registry concerning a 19
year old female with papanicolaou smear abnormal and a history of hypothyroidism who on 22-DEC-2009 was vaccinated with the first dose of GARDASIL (Lot
#653938/0954F). On 08-MAR-2007, the patient received the second dose of GARDASIL (Lot #655618/0186U). Concomitant medication was not reported. In
approximately April 2007, it was determined that the patient was pregnant. On an unspecified date, the patient had a positive urine pregnancy test. The date of
the patient's last menstrual period was 19-APR-2007 and estimated delivery date is 24-JAN-2008. On 01-JUN-2007 and 17-JUL-2007, ultrasounds performed
were normal. On 31-AUG-2007, was third ultrasound performed showed funneling of the cervix. On 13-SEP-2007, a fourth ultrasound showed a blood clot only.
On 03-OCT-2007 at 26 weeks and 2 days of pregnancy, the patient had an emergency caesarean section performed due to the funneling of the cervix. At this
time, the patient delivered two normal male infants one weighed 1 lb 12 oz and the second weighed 1 lb 13 oz with no congenital anomalies. Apgar scores
were 6/7 for both infants. The infants experienced the following complications or abnormalities prematurity, bronchopulmonary dysplasia and ductus arteriosus.
It was reported that there were no infections or illnesses during pregnancy and no complications during labor/delivery. The outcome and causality of these
events were not reported. Upon internal review the following were considered to other important medical events: premature baby, bronchopulmonary dysplasia,
caesarean section, ductus arteriosus and small for dates baby. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Pregnancy NOS (LMP = 4/19/2007); Papanicolaou smear abnormalPrex Illness:

ultrasound, 06/01/07, norma; ultrasound, 07/17/07, norma - Twins/cervix length; ultrasound, 08/31/07, abnor - showed funneling; ultrasound, 09/13/07, abnor -
showed blood clot only; urine beta-human - positive
Hypothyroidism

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

313735-1

29-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Caesarean section, Cervix disorder, Drug exposure during pregnancy, Foetal disorder, Thrombosis

 ER VISIT, NOT SERIOUS

Other Vaccine
28-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0186U 1 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Apr-2008
Vaccine Date

01-May-2008
Onset Date

3
Days

29-May-2008
Status Date

WA
State

WAES0805USA02970
Mfr Report Id

Initial and follow up information has been received from a physician and by telephone from a registered nurse (R.N.) concerning a 17 year old female patient
who on 28-APR-2008 was vaccinated with a first dose of GARDASIL lot # 659180/1758U. Concomitant therapy included DTAP-IPV, MENACTRA and
ACCUTANE. On 01-MAY-2008 the patient experienced severe headache and nausea and after getting the first injection and went to the emergency room (ER).
The next day, on 02-MAY-2008 she went to her physician's office and her physician sent her to the hospital. While at the hospital she was given Intravenous
(IV) Fluids and narcotics for the pain. Unspecified laboratory blood work was done. In follow up telephone call to the office the nurse reported that there was no
documentation regarding patient's hospitalization. No additional information was provided. The patient was reported as recovered at the time of this report.
Additional information has been requested.

Symptom Text:

ACCUTANEOther Meds:
Lab Data:
History:
Prex Illness:

diagnostic laboratory, 05/01?/08
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

313736-1 (S)

29-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Headache, Inappropriate schedule of drug administration, Nausea, Pain

 ER VISIT, HOSPITALIZED, SERIOUS

Other Vaccine
28-May-2008

Received Date

Prex Vax Illns:

MNQ
HPV4
DTAP

IPV

SANOFI PASTEUR
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS
UNKNOWN MANUFACTURER

U2604AA
1758U
AC52B06BAA

AC52B06BAA

0
Unknown
Unknown
Unknown

Unknown

Unknown
Unknown
Unknown

Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
29-May-2008
Status Date

OH
State

WAES0805USA03807
Mfr Report Id

Information has been received from a physician concerning a 14 year old female, who, on an unspecified date, was vaccinated with a 0.5mL first dose of
GARDASIL.  Subsequently, the patient experienced a syncope episode and a seizure.  The patient sought unspecified medical attention.  The patient
recovered on the same day as the episode.  No product quality complaint was involved.  Upon internal review seizure was considered to be an other important
medical event.  Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

313739-1

29-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
28-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Apr-2008
Vaccine Date

02-Apr-2008
Onset Date

1
Days

29-May-2008
Status Date

FR
State

WAES0805USA03985
Mfr Report Id

Information has been received from a physician concerning a 25 year old female who in the beginning of April 2008 was vaccinated with a dose of GARDASIL.
One day post-vaccination, the patient experienced paraethesia and stinging chest pain, the symptoms continued in the course and she developed severe
anxiety with fear of death. Exhaustive examinations were carried out including a neurological check-up. All findings were normal. The neurological evoked
psychosomatic causes. This was contraindicated by the patient. She presented to the reporter who is specialized in homeopathic medicine. He started a
therapy to divert the vaccine which temporarily led to improvement. The patient's paraesthesia and severe anxiety with fear of death and stinging chest pain
persisted. Severe anxiety with fear of death, paraesthesia, and tingling chest pain were considered to be other important medical events. Other company
numbers include: E200804494. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

313741-1

29-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anxiety, Chest pain, Fear of death, Neurological examination normal, Pain, Paraesthesia, Psychosomatic disease

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
28-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
31-Mar-2008
Vaccine Date

02-Apr-2008
Onset Date

2
Days

03-Jun-2008
Status Date

TN
State

TN08009
Mfr Report Id

Mo. called reported patient had. TDap. and HPV#1 on 3/3/08; Is currently running fever lethargic; and having trouble breathing/swallowing, Instructed to go
directly to ER or PCP which ever closer and return call to report.

Symptom Text:

No meds - Smoker.Other Meds:
Lab Data:
History:

NonePrex Illness:

None

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

313812-1

03-Jun-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dyspnoea, Hypoventilation, Lethargy, Pyrexia

 ER VISIT, NOT SERIOUS

Other Vaccine
28-May-2008

Received Date

Prex Vax Illns:

TDAP
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

C2844AA
14464

5
0

Right arm
Left arm

Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
12-May-2008
Vaccine Date

20-May-2008
Onset Date

8
Days

02-Jun-2008
Status Date

VA
State Mfr Report Id

C/o soreness, redness at inj. site.  C/o tingling both R & L buttock 1 wk after Inj.Symptom Text:

LO ESTRIN 24 FEOther Meds:
Lab Data:
History:

NonePrex Illness:

NKDA

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
20.0

313825-1

03-Jun-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug administered at inappropriate site, Injection site erythema, Injection site pain, Paraesthesia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
28-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0151X 0 Gluteous maxima Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Apr-2008
Vaccine Date

25-Apr-2008
Onset Date

21
Days

02-Jun-2008
Status Date

MD
State Mfr Report Id

Developed shingles after 3rd shot.Symptom Text:

ORTHOTRICYCLENOther Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
26.0

313842-1

03-Jun-2008
VAX Detail:

Last Edit Date

Seriousness:

 Herpes zoster

 ER VISIT, NOT SERIOUS

Other Vaccine
28-May-2008

Received Date

developed shingles~HPV (Gardasil)~3~26~In SiblingPrex Vax Illns:

HPV4 MERCK & CO. INC. 1265U 2 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Mar-2008
Vaccine Date

Unknown
Onset Date Days

30-May-2008
Status Date

RI
State Mfr Report Id

reported rash on arm-- across entire back, itchy lasting 1-2 wks (not seen by provider) and worsening of asthma symptomsSymptom Text:

AllegraOther Meds:
Lab Data:
History:
Prex Illness:

none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
13.0

313855-1

02-Jun-2008
VAX Detail:

Last Edit Date

Seriousness:

 Asthma, Condition aggravated, Rash pruritic

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
28-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1486U 0 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-May-2008
Vaccine Date

28-May-2008
Onset Date

0
Days

29-May-2008
Status Date

GA
State Mfr Report Id

Patient was given third HepA vaccine.Symptom Text:

N/AOther Meds:
Lab Data:
History:

N/APrex Illness:

N/A
N/A

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

313864-1

30-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Inappropriate schedule of drug administration, Medication error

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
28-May-2008

Received Date

Prex Vax Illns:

HPV4
HEPA

MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

0524U
AHAVB234BA

2
2

Right arm
Left arm

Intramuscular
Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-May-2008
Vaccine Date

21-May-2008
Onset Date

0
Days

29-May-2008
Status Date

CT
State Mfr Report Id

About 5 minutes after receiving vaccine, pt felt "hot" then became dizzy, nauseous and pale.  She complained of pain in her right arm and a "tingly" feeling in
her fingers and arms.  + diaphoresis. Pulse 60 BP 92/58 Recovered after about 20 minutes of laying down with her feet elevated, few sips of juice and a hard
candy.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

313869-1

30-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Feeling hot, Heart rate, Hyperhidrosis, Nausea, Pain in extremity, Pallor, Paraesthesia

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
28-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0063X 0 Right arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Dec-2006
Vaccine Date

05-Nov-2007
Onset Date

319
Days

29-May-2008
Status Date

NM
State

WAES0704USA04385
Mfr Report Id

Information has been received through the Merck pregnancy registry from a health professional and medical records concerning a 26 year old female with
sulfonamide allergy who on 06-OCT-2006 was vaccinated with a first dose of GARDASIL.  On 21-DEC-2006, the patient was vaccinated with a second dose of
GARDASIL.  Subsequently the patient became pregnant.  Last menstrual period was on 21-FEB-2007 and the estimated date of delivery was 28-NOV-2007.
Unspecified medical attention was sought.  The patient underwent "prenatal labs" (results not reported).  On 05-NOV-2007 a male infant was born (5 pounds 7
ounces, 17 1/2 inches long) (reported as pre-mature birth at 36 weeks).  The only complication was the infant was in the breech position.  The pregnancy
included ZITHROMAX Z-PACK on 08-MAY-2007 for a sinus infection (4 days), KEFLEX on 21-AUG-2007 for a sinus infection (TID x 5 days) and TYLENOL #3
on 04-OCT-2007 for pain.  On 05-NOV-2007, the infant's total serum bilirubin test at 12 hours of life was 7.2.  At 24 hours of life it was reported as 7.3.  The
infant was jaundice but was reported to be recovering.  It was reported in the physician's notes that the infant was at a high risk for rebound hyperbilirubinemia.
On 09-NOV-2007, the infant's total serum bilirubin was 13.1.  Instructions were given to the infant's mom that there would be no more bili checks but to call of
the infant's appetite decreased.  On 14-NOV-2007 the infant had newborn screening tests done.  They were reported as normal.  On 19-NOV-2007, the infant's
parents noticed a lump on the left side of the infant's neck.  The physician noted it was not tender or red.  It measured 1 to 2 cm and his range of motion was
OK.  The physician assessed the lump as torticollis.  On 27-NOV-2007, the infant was seen by the physician and it was reported that he had an upper
respiratory infection.  The mother was instructed to call if the infant had an increase in cough, difficulty breathing, emesis or if he was not eating.  On 29-NOV-
2007, the infant experienced

Symptom Text:

TYLENOL WITH CODEINE #3; ZITHROMAX Z-PAK; KEFLEXOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 2/21/2007); Sulfonamide allergyPrex Illness:

diagnostic laboratory - "prenatal labs"

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

313876-1

29-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Breech delivery, Drug exposure during pregnancy, Foetal disorder, Pain, Premature baby, Sinusitis

 ER VISIT, NOT SERIOUS

Other Vaccine
28-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-May-2008
Vaccine Date

26-May-2008
Onset Date

1
Days

03-Jun-2008
Status Date

WA
State Mfr Report Id

Swelling L upper arm 8 cm wide warm to touch.Symptom Text:

noneOther Meds:
Lab Data:
History:

nonePrex Illness:

none
none

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

313882-1

03-Jun-2008
VAX Detail:

Last Edit Date

Seriousness:

 Skin warm, Swelling

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
28-May-2008

Received Date

Prex Vax Illns:

TDAP

HPV4
MNQ

GLAXOSMITHKLINE
BIOLOGICALS
MERCK & CO. INC.
SANOFI PASTEUR

AC52B015AA

1978U
U2552AA

0

0
0

Left arm

Right arm
Left arm

Unknown

Unknown
Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
04-Sep-2007
Vaccine Date

Unknown
Onset Date Days

30-May-2008
Status Date

FR
State

WAES0805USA04808
Mfr Report Id

Information has been received from a physician concerning a 16 year old female patient who on 04-SEP-2007 was vaccinated intramuscularly into the upper
arm with the second dose of GARDASIL (Lot # 0233U, batch # NF46740). Subsequently, onset not reported, the patient experienced renal insufficiency and
was admitted to the hospital. She recovered within an unspecified time. It was also reported that on 11-JUL-2007 the first dose of GARDASIL (Lot # 1518F,
batch # NF23330) was administered and was well tolerated. Other business partner numbers include: E200804484. No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Immunisation

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

314020-1 (S)

30-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Renal failure

 HOSPITALIZED, SERIOUS

Other Vaccine
29-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1518F 1 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-Sep-2007
Vaccine Date

Unknown
Onset Date Days

30-May-2008
Status Date

FR
State

WAES0805USA04821
Mfr Report Id

Information has been received from a health authority concerning an 18 year old female patient with a history of diplopia that occurred first at the age of four
and headaches since the age of two and a half years, who on 28-SEP-2007 was vaccinated intramuscularly into the left upper arm with the second dose of
GARDASIL (Lot #1518F, batch # NF27880).  In the discharge summary it was reported that the patient was hospitalized from 16-DEC-2007 to 21-DEC-2007.
She complained about headaches for two years which aggravated in the course of time.  She experienced numbness, dizziness and increasing headache one
month ago.  She experienced the first syncope five days before admission.  On 16-Dec-08 she experienced syncope twice.  The diagnostic and clinical
investigations showed no pathologies and gave no indication for physical cause of the symptoms.  The diagnosis of tension headache and migraine were
established.  It was intended to refer the patient to the adolescent psychologist and to the electrophysiological outpatient department.  On 18-Jan-2008 the
diagnosis of hyperventilation syndrome was established and the physicians assumed that syncope and dizziness were caused by hyperventilation syndrome.
Further information received first, (11-FEB-2008) and a second report on (05-Mar-2008) from the outpatient ophthalmological and neurological department.  It
was reported that the patient complained of diplopia in January 2008 which persisted.  At the age of four years the patient experienced diplopia for the first
time.  Treatment included specialized glasses containing prisms, which improved the diplopia.  Diagnostic studies performed included a second cranial
magnetic resonance imaging (MRI) (first MRI not reported) showed little unspecific lesions in the occipital area of the white matter.  Electroencephalography
(EEG), echocardiography and ear, nose and throat (ENT) examination showed no pathologies.  The patient's mother assessed the symptoms as a causal
relation to the vaccine.  There was no indication for epilep

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Prex Illness:

magnetic resonance imaging, cranial-little unspecific lesions in the occipital area of white matter; electroencephalography, no pathologies; ears, nose, and
throat examination, no pathologies; echocardiography, no pathologies
Diplopia; Headache

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

314021-1 (S)

30-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Condition aggravated, Diplopia, Dizziness, Headache, Hyperventilation, Hypoaesthesia, Migraine, Syncope, Tension headache

 HOSPITALIZED, SERIOUS

Other Vaccine
29-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1518F 1 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
25-Feb-2008
Vaccine Date

26-Feb-2008
Onset Date

1
Days

30-May-2008
Status Date

FR
State

WAES0805USA04956
Mfr Report Id

Information has been received from a pharmacist concerning an 18 year old female who on 25-FEB-2008 was vaccinated with a dose of GARDASIL (batch #
was unknown because the package was discarded after the injection) IM in the left arm.  On 26-FEB-2008, the morning after vaccination during her breakfast,
the patient looked white, had nausea, and had a loss of consciousness.  The patient's mother reported an impressive reaction.  The patient went to the
emergency unit at the hospital and the diagnosis was a vagal malaise.  The patient recovered.  Follow-up information was received on 13-MAY-2008.  The case
was upgraded to serious:  the reporter considered the loss of consciousness, rolling eyes and black lips as serious events (Other Important Medical Events).
The three events were reported as serious and severe.  She also experienced contractures in the arms and body 28 hours after injection, and abdominal pain
like in flu-like syndrome.  Contractures were reported as moderate and abdominal pain was reported as severe.  The events of nausea and pallor were no
longer mentioned.  One hour after her syncope, the patient was transferred to the emergency unit where vasovagal syncope was diagnosed.  The patient
recovered.  The case is closed.  Other business partner numbers included: E2008-02391.  No further information is expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

314022-1

30-May-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Gaze palsy, Influenza like illness, Lip discolouration, Loss of consciousness, Malaise, Nausea, Pallor, Syncope vasovagal

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
29-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
29-May-2008
Vaccine Date

29-May-2008
Onset Date

0
Days

05-Jun-2008
Status Date

CO
State Mfr Report Id

5 minutes after vaccine given, patient fainted while seated.  She was aided to the floor where in a supine position she quickly came to.  After 15-20 minutes she
felt well enough to sit up.  She was able to walk out of the clinic after another 10 minutes.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NoPrex Illness:

No

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

314109-1

05-Jun-2008
VAX Detail:

Last Edit Date

Seriousness:

 Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
29-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1740U 0 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
21-Aug-2007
Vaccine Date

24-Apr-2008
Onset Date

247
Days

03-Jun-2008
Status Date

MI
State Mfr Report Id

Noticed L facial droop - corner of mouth when eating/smiling x few months, GARDASIL series started 8/07.Symptom Text:

NoneOther Meds:
Lab Data:
History:
Prex Illness:

None
+ ADD

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

314140-1

03-Jun-2008
VAX Detail:

Last Edit Date

Seriousness:

 Facial palsy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
29-May-2008

Received Date

minor facial droop~HPV (Gardasil)~1~16~In PatientPrex Vax Illns:

MNQHPV4 MERCK & CO. INC. 0930U 0 Left arm Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Mar-2007
Vaccine Date

22-Mar-2007
Onset Date

0
Days

02-Jun-2008
Status Date

--
State

WAES0705USA01527
Mfr Report Id

Information has been received through the Merck pregnancy registry from the mother of a 17 year old female who on 22-MAR-2007 was vaccinated with
GARDASIL. The mother reported that her daughter was pregnant at the time of vaccination. She experienced no adverse experiences. at the time of this report,
the patient was 18 weeks pregnant. Date of LMP was 30-DEC-2006, estimated delivery date is 06-OCT-2007. Follow-up phone call information from a
registered nurse reported that the patient had spontaneous rupture of membranes and arrest of first stage of labor which led to a primary cesarean section at
37 weeks gestation (full term) on 01-OCT-2007. The patient delivered a healthy, normal, baby. Upon internal review arrest of first stage of labour leading to a
cesarean section was considered an other important medical event. No additional information is expected.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 12/30/2006)Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

314316-1

02-Jun-2008
VAX Detail:

Last Edit Date

Seriousness:

 Caesarean section, Drug exposure during pregnancy, Failed trial of labour

 ER VISIT, NOT SERIOUS

Other Vaccine
30-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Jan-2007
Vaccine Date

01-Feb-2007
Onset Date

29
Days

02-Jun-2008
Status Date

--
State

WAES0705USA03062
Mfr Report Id

Information has been received from a health professional concerning a 17 year old female who on 06-NOV-2006 was vaccinated with the first dose of
GARDASIL (lot #653735/0688F).  On 03-JAN-2007, the patient was vaccinated with the second dose of GARDASIL (lot #653735/0688F).  On 02-MAY-2007,
the patient presented for the third dose of GARDASIL.  Prior to the vaccination, a pregnancy test was performed, which was positive.  The patient last
menstrual period was in February 2007, with an expected delivery date of November 2007.  In follow up telephone call to the doctor's office the nurse reported
that the patient terminated her pregnancy.  No further information was provided.  Upon internal review "abortion induced" was determined to be an other
important medical event.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 2/1/2007)Prex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

314317-1

02-Jun-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abortion induced, Drug exposure during pregnancy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
30-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 0688F 1 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
03-Jan-2008
Vaccine Date

03-Jan-2008
Onset Date

0
Days

02-Jun-2008
Status Date

FR
State

WAES0802USA02824
Mfr Report Id

Information has been received from a physician concerning a 16 year old female who on 03-JAN-2008 was vaccinated IM into the upper arm with a third dose
of GARDASIL.  On 21-JAN-2008, the physician diagnosed the pregnancy at 10 weeks.  Last menstrual period was on 17-NOV-2007.  It was reported that the
pregnancy was timely and normal.  On 03-MAY-2008, the patient was admitted to the hospital by ambulance due to regular increased uterine contractions and
breech presentation.  An emergency cesarean section was performed due to a completely opened cervix and a prolapsed amniotic sac.  A premature female
was born in week 24 with a weight of 784 grams.  The APGAR score was 5/6/7.  The child was transferred to a pediatric hospital on 03-MAY-2008.  On 07-
MAY-2008 the patient was discharged in good condition.  It was reported that the first and second vaccination with GARDASIL were well tolerated.  Other
business partner numbers include: E2008-00657.  No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Immunisation

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

314318-1 (S)

02-Jun-2008
VAX Detail:

Last Edit Date

Seriousness:

 Breech presentation, Caesarean section, Drug exposure during pregnancy, Premature labour, Uterine contractions during pregnancy

 HOSPITALIZED, SERIOUS

Other Vaccine
30-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Intramuscular
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Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Dec-2007
Vaccine Date

01-Jan-2008
Onset Date

31
Days

02-Jun-2008
Status Date

FR
State

WAES0805USA04649
Mfr Report Id

Information has been received from a physician concerning an 18 year old female with no medical history reported who in December 2007 was vaccinated with
the first dose of GARDASIL. Concomitant medication was not reported. In approximately January 2008, 4 week post vaccination, the patient developed
weakness, constipation and wasn't able to eat. The patient was hospitalized for 4 days. The findings showed increased liver parameters especially serum
aspartate aminotransferase test (SGOT); increased cholesterol; and blood sedimentation  (35/70). Further to this an abdominal sonography was performed and
it showed a splenomegaly and the liver showed haemorrhagic bleeding. A gastroscopy showed an infection with helicobacter, so treatment with PANTOLOC
was started. Subsequently on an unspecified date, the patient recovered from weakness, constipation and wasn't able to eat. Other business partner numbers
included E2008-04606. It was also reported that the patient was vaccinated with a second dose of GARDASIL and experienced adverse events (E2008-04621).
Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

abdominal ultrasound, ??Jan?08, splenomegaly and liver showed haemorrhagic bleeding; gastroscopy, ??Jan?08, infection with helicobacter
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

314319-1 (S)

02-Jun-2008
VAX Detail:

Last Edit Date

Seriousness:

 Anorexia, Aspartate aminotransferase increased, Asthenia, Blood cholesterol increased, Constipation, Helicobacter infection, Hepatic haemorrhage, Red blood
cell sedimentation rate increased, Splenomegaly

 HOSPITALIZED, SERIOUS

Other Vaccine
30-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8841
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
13-May-2008
Vaccine Date

13-May-2008
Onset Date

0
Days

02-Jun-2008
Status Date

--
State

WAES0805USA04693
Mfr Report Id

Information has been received from a nurse practitioner concerning a 22 year old female who on 13-MAY-2008 was vaccinated with a first dose of GARDASIL
IM. On 13-MAY-2008 the patient experienced a seizure after receiving GARDASIL. The patient was found on the floor, in the fetal position with her hands drawn
up to her chest, was shaking and bit her tongue after receiving GARDASIL. The same thing occurred when the patient was at the dentist. The nurse practitioner
suggested that the patient go to the emergency room (ER), but declined. The patient was fine before leaving the office and drove home. At the time of reporting
the patient had recovered on an unspecified date. Upon internal review seizure is considered to be an other medical event. Additional information has been
requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Convulsion

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

314320-1

02-Jun-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Nervousness, Tongue biting

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
30-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8842
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
09-May-2008
Vaccine Date

17-May-2008
Onset Date

8
Days

02-Jun-2008
Status Date

FR
State

WAES0805USA04983
Mfr Report Id

Information has been received from a physician concerning a 16 year old female who on 09-MAY-2008 was vaccinated in the shoulder (route not reported) with
the third dose of GARDASIL. On 17-MAY-2008 (eight days after the vaccination), the patient experienced severe malaise with loss of speech and paresthesia
in the left lower limb. She was brought to the hospital. A doppler ultrasound was performed for suspected phlebitis. The result was negative and the patient was
discharged the same day. on 18-MAY-2008, the patient experienced a second episode of malaise and paresthesia and was brought to the hospital again. The
patient also experienced dyspnea. A chest CT scan was performed as pulmonary embolism was suspected. The result was normal. A head CT scan was
performed and had normal results. The patient was seen by a cardiologist and a neurologist who both found nothing. All reflexes were present, however the
patient had sequelae of paresthesia in the left lower limb: she felt heaviness and warmth in the leg. Complete blood work-up was performed. No diagnosis was
reported further to hospitalization. No local reaction was observed. Noted was that the patient was coming back from a trip to a foreign country. The patient also
experienced (vasovagal reaction 10 to 15 days after first and second injection of GARDASIL (dates not reported) (cf. linked case E2008-4653). Other business
partner numbers include E2008-04583 and E2008-04653.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Ultrasound, 17May08, negative; Chest computed axial tomography, 18May08, Normal; Head computed axial tomography, 18May2008, Normal.
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

314321-1 (S)

02-Jun-2008
VAX Detail:

Last Edit Date

Seriousness:

 Aphasia, Dyspnoea, Malaise, Paraesthesia, Sensation of heaviness, Skin warm

 HOSPITALIZED, SERIOUS

Other Vaccine
30-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8843
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
06-Sep-2007
Vaccine Date

12-Dec-2007
Onset Date

97
Days

02-Jun-2008
Status Date

FR
State

WAES0805USA05466
Mfr Report Id

Information has been received from a physician concerning a 16 year old female, who on 13-JUL-2007 was vaccinated with a first dose of GARDASIL (Lot#
654948/0903F; Batch# NE47410).  The first dose was well tolerated.  On 06-SEP-2007 the patient was vaccinated in the upper arm with a second dose of
GARDASIL (Lot# 1475F; Batch# NF37120).  The route was not reported.  On 12-DEC-07 the patient experienced her first epileptic fit.  A second fit occurred on
15-JAN-2008 and was treated with anticonvulsants, LAMOTRIGIN 250mg daily by mouth.  It was reported that under this treatment no further epileptic fits
appeared.  During a former hospitalization (admission date not reported) an electroencephalography (EEG) showed distinct spike wave complexes and the
diagnosis of epilepsy grand mal was established.  On 19-FEB-2008 the patient was vaccinated with a third dose of GARDASIL (Lot# 0510U; Batch# NG20180).
 The patient recovered with sequelae.  Upon internal review epilepsy grand mal was considered to be an other important medical event.  Epileptic fit was
considered as a comanifestation of epilepsy grand mal.  Other business partner numbers included: E2008-03454.  Additional information is not expected.  The
case is closed.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

electroencephalogram, Comment: distinct spike wave complexes
No reaction on previous exposure to vaccine.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

314322-1

02-Jun-2008
VAX Detail:

Last Edit Date

Seriousness:

 Epilepsy, Grand mal convulsion

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
30-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1475F 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8844
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-May-2008
Vaccine Date

22-May-2008
Onset Date

2
Days

04-Jun-2008
Status Date

PA
State Mfr Report Id

Pt woke up 5/22/08 with hives down the arm she received the vaccine on also her L side of her body.  No resp difficulty.Symptom Text:

Other Meds:
Lab Data:
History:

NonePrex Illness:

None known

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
10.0

314359-1

04-Jun-2008
VAX Detail:

Last Edit Date

Seriousness:

 Urticaria

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
30-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1978U 2 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8845
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-Jan-2008
Vaccine Date

22-Jan-2008
Onset Date

0
Days

05-Jun-2008
Status Date

MD
State Mfr Report Id

Immediate pain in arms and dizziness. Chronic stomach pain , chronic fatigue, roaming muscle pain and atrophy to muscle sites (upper extremity, lower
extremities, headaches

Symptom Text:

NoneOther Meds:
Lab Data:
History:

nonePrex Illness:

lab, EMG/NCV, abdominal ultrasound, allergy consult, neurology consult, complex disorder consult, Neurontin prescribed by neurologist

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

314396-1

05-Jun-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain upper, Dizziness, Fatigue, Headache, Immediate post-injection reaction, Muscle atrophy, Myalgia, Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
30-May-2008

Received Date

Prex Vax Illns:

VARCEL
MNQ
HPV4
TTOX

MERCK & CO. INC.
SANOFI PASTEUR
MERCK & CO. INC.
UNKNOWN MANUFACTURER

NULL
NULL
NULL
NULL

Unknown
Unknown
Unknown
Unknown

Unknown
Unknown
Unknown
Unknown



10 JUN 2008 06:27Report run on: Page 8846
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
17-May-2008
Vaccine Date

17-May-2008
Onset Date

0
Days

05-Jun-2008
Status Date

IL
State Mfr Report Id

after first dose:  painful lump in groin area on right side of body, which is the side of injection site.  lethargy and overwhelming fatigue lasting for roughly one
week.

Symptom Text:

Other Meds:
Lab Data:
History:
Prex Illness:

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
24.0

314399-1

05-Jun-2008
VAX Detail:

Last Edit Date

Seriousness:

 Fatigue, Groin pain, Lethargy, Mass

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
30-May-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8847
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-May-2007
Vaccine Date

23-May-2007
Onset Date

22
Days

03-Jun-2008
Status Date

LA
State

WAES0707USA03459
Mfr Report Id

Initial and follow-up information has been received from the Merck Pregnancy Registry from an 18 year old female with a penicillin allergy who in May 2007 was
vaccinated with a dose of GARDASIL. Concomitant therapy included hormonal contraceptives (unspecified). Subsequently the patient became pregnant. A
pregnancy test was performed to confirm the patient's pregnancy. The patient's last menstrual period was on 23-MAY-2007. The patient's estimated date of
delivery was 27-FEB-2007. The patient did not continue series of GARDASIL during her pregnancy. Unspecified medical attention was sought. At the time of
the initial report, the patient was nine weeks gestation. Follow-up reported that on approximately 07-AUG-2007, the patient miscarried at 11 weeks. It was
reported that had no procedures done and was doing "fine." At the time of the follow-up report, the patient was pregnant again (WAES #0805USA06056). Upon
internal review, miscarried at 11 weeks was considered to be an other important medical event. Additional information has been requested.

Symptom Text:

hormonal contraceptivesOther Meds:
Lab Data:
History:

Pregnancy NOS (LMP = 5/23/2007); Penicillin allergyPrex Illness:

diagnostic laboratory - reports not reported; beta-human chorionic - positive

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

314518-1

03-Jun-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Drug exposure during pregnancy

 ER VISIT, NOT SERIOUS

Other Vaccine
02-Jun-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8848
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-Feb-2008
Vaccine Date

06-Feb-2008
Onset Date

1
Days

03-Jun-2008
Status Date

--
State

WAES0803USA04942
Mfr Report Id

Initial and follow-up information has been received from a certified medical assistant, for the Pregnancy Registry, concerning a 25 year old female with anxiety,
herpes, and no drug allergies, and with a history of pyelonephritis (reported as phylonephritis), caesearean section in 2002, chlamydia, 3 previous pregnancies,
1 full term delivery, 2 elective terminations, who on 29-NOV-2007 was vaccinated IM with a first dose of GARDASIL (lot # 659437/1266U) and on 05-FEB-2008
was vaccinated IM with a second dose of GARDASIL (lot # 659653/1448U). Concomitant therapy included EFFEXOR, KLONOPIN, and VALTREX. The patient
was pregnant. The patient's last menstrual period was 06-FEB-2008 and her estimated delivery date was 13-NOV-2008. The patient saw her physician for
medical attention. On 19-MAR-2008 an ultrasound was performed for viability and the results were viable, the fetal heart tones were positive. On 25-MAR-2008
an ultrasound was performed for a threatened Ab and the results were viable. On 07-APR-2008 an ultrasound was performed due to first trimester bleeding and
the results nonviable and a probable spontaneous abortion. On 07-APR-2008 at 8 4/7 weeks from her last menstrual period the patient experienced a
spontaneous abortion. The products of conception were not examined. It was unknown if the fetus was normal. The complications during the pregnancy was
first trimester bleeding. Illnesses during the pregnancy were Herpes and Ureaplasma urealyticum. The patient's outcome was unknown. A product quality
complaint was not involved. Upon internal review the spontaneous abortion was considered to be an other important medical event. Additional information is
not expected.

Symptom Text:

KLONOPIN; VALTREX; EFFEXOROther Meds:
Lab Data:

History:
Pregnancy NOS (LMP =2/6/2008); Herpes simplex; Anxiety; Herpes virus infectionPrex Illness:

ultrasound, 03/19/08, reason-viability result-viable; FHT positive; diagnostic laboratory; ultrasound, 03/25/08, reason-viability result-threatened Ab; viable;
ultrasound, 04/07/08, spontaneous abortion; nonviable
Pyelonephritis; Chlamydial infection; Termination of pregnancy-elective

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
25.0

314520-1

03-Jun-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abortion spontaneous, Condition aggravated, Drug exposure during pregnancy, Haemorrhage, Herpes virus infection, Ureaplasma infection

 ER VISIT, NOT SERIOUS

Other Vaccine
02-Jun-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1448U 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8849
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
01-Apr-2008
Onset Date Days

03-Jun-2008
Status Date

--
State

WAES0805USA04734
Mfr Report Id

Information has been received from a physician concerning a "17 year old" female who on an unspecified date was vaccinated with GARDASIL. In April 2008,
approximately 6 weeks ago the patient died. The physician reported that one of the patient's mother did not want to agree to the vaccine because her friend's
daughter died after receiving it. The 17 year old patient was found dead on the floor by her mother. The autopsy was performed and the outcome was
unspecified. The physician only has information on the patient that refused the vaccine. No further information was provided. The reporter felt that the event
was disabling and life threatening. Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

314524-1 (D)

03-Jun-2008
VAX Detail:

Last Edit Date

Seriousness:

 Death

 DIED, LIFE THREATENING, PERMANENT DISABILITY, SERIOUS

Other Vaccine
02-Jun-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8850
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
03-Jun-2008
Status Date

MA
State

WAES0805USA05092
Mfr Report Id

Information has been received from a registered nurse concerning her 22 year old daughter with a history of a seizure disorder who "recently" (date
unspecified), was vaccinated intramuscularly with the third 0.5 ml dose of GARDASIL.  Two hours post vaccination, the patient developed pain and redness at
the injection site.  About four hours post vaccination, the patient had a seizure and seemed confused for the next 24 hours.  The patient sought unspecified
medical attention.  The patient has since recovered.  No product quality complaint was involved.  Upon internal review, seizure was considered to be an other
important medical event.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:

Convulsion disorderPrex Illness:

Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

314525-1

03-Jun-2008
VAX Detail:

Last Edit Date

Seriousness:

 Condition aggravated, Confusional state, Convulsion, Injection site erythema, Injection site pain

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
02-Jun-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8851
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
03-Jun-2008
Status Date

FR
State

WAES0805USA05465
Mfr Report Id

Information has been received from the Health Authority agency (ref. # PEI2008006884) concerning a 14 year old female with no reported history who on an
unspecified date was vaccinated with a first dose of GARDASIL.  On an unspecified date, the patient was vaccinated with a second dose of GARDASIL.
Subsequently, the patient was hospitalized due to severe abdominal pain and a tense abdomen.  Appendicitis was ruled out and she was discharged within a
few days.  Since then, the patient complained about irregular menstruation, recurring mild to intense abdominal pain as well as frequent dizziness.  At the time
of reporting, she has not yet recovered.  Other business partner numbers included: E2008-04679.  No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

314526-1 (S)

03-Jun-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal discomfort, Abdominal pain, Dizziness, Menstruation irregular

 HOSPITALIZED, SERIOUS

Other Vaccine
02-Jun-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8852
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
19-May-2008
Vaccine Date

19-May-2008
Onset Date

0
Days

03-Jun-2008
Status Date

FR
State

WAES0805USA05505
Mfr Report Id

Information has been received from a pediatrician concerning a 14 year old female who on 19-MAY-2008 was vaccinated with a third dose of GARDASIL (lot #
not reported) IM into the upper arm. On 19-MAY-2008 in the evening post vaccination the patient experienced chills, pallor, nausea and vomiting. The general
condition was reduced. The patient was hospitalised for diagnostics. At the time of reporting the symptoms were still ongoing. Previous two vaccinations with
GARDASIL were given on unknown dates and were well tolerated. Other business partner numbers included are: E2008-04584. No further information is
available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Previous two vaccinations with GARDASIL were given on unknown dates and were well tolerated.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

314527-1 (S)

03-Jun-2008
VAX Detail:

Last Edit Date

Seriousness:

 Chills, General physical condition abnormal, Nausea, Pallor, Vomiting

 HOSPITALIZED, SERIOUS

Other Vaccine
02-Jun-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 2 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8853
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
26-Jul-2007

Vaccine Date
26-Aug-2007
Onset Date

31
Days

03-Jun-2008
Status Date

FR
State

WAES0805USA05506
Mfr Report Id

Information has been received from a physician concerning a 17 year old female who on 31-MAY-2007 was vaccinated with a first dose of GARDASIL (lot#
654740/0859F; batch # NE29660) and was well tolerated. On 26-JUL-2007, the patient was vaccinated with a second dose of GARDASIL (lot# 1518F; batch #
NF32800). Concomitant therapy included hormonal contraceptives (unspecified) for systemic use. From 26-AUG-2007 onwards the patient experienced
episodical headaches. On 29-AUG-2007 the patient developed abnormal vision of left side and further aggravation of headache. On 19-NOV-2007 the patient
was vaccinated with a third dose of GARDASIL (Lot# 0354U; batch number NF58150). Since the beginning of December 2007 the patient developed abnormal
vision on both eyes. Dizziness since January 2008 and since 29-FEB-2008 the patient experienced abnormal involuntary movements of her extremities and her
mimic muscluature. On 03-Mar-2008 a serum Borrelia IgG antibody test and IgM AB test were performed and were negative, serum C-reactive protein test was
54.4 mg/L (normal range <5.0 mg/L), liquor albumine was 90.7 (normal range 139 to 246), liquor proteine was 176 (normal range k.A. <450), urinic acid was
368 mcmo1/1 (normal range 140 to 340 leuckocyte count was 5.45 Gpt/1 (normal range was 4.0 to 9.8 Gpt/1). On 05-Mar-2008 a cranial MRI was without
pathological findings. On 10-Mar-2008 a serum copper test was 33.4 (normal range 10.1 to 18.4). On 11-Mar-2008 ds-DNA-autoantibodies was 32.9 (normal
range k.A. <30). On 13-Mar-2008 a brain (SPECT) single photon emission computed tomography was with no pathological findings. On 14-Mar-2008
abdominal ultrasound showed a slight enlargement of the liver. The patient was hospitalised from 20-MAR-2008 to 07-APR-2008. At the admission examination
showed a hypotonic-hyperkinetic left accentuated syndrome with choreactic hyperkinesias of upper extremities. On 27-Mar-2008 a cranial MRI showed without
pathological findings and without evidence for Morbus Wilson of huntington chorea. Morbus Wilson

Symptom Text:

hormonal contraceptives (unspecified)Other Meds:
Lab Data:

History:
Prex Illness:

diagnostic laboratory test, 03Mar08, 90.7, Normal Range: 139 - 246, Comment: liquor albumine; diagnostic laboratory test, 03Mar08, 176, Normal Range: k.A.
< 450, Comment: liquor proteine; diagnostic laboratory test, 03Mar08 368 mcmol/l, Nor
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
17.0

314528-1 (S)

03-Jun-2008
VAX Detail:

Last Edit Date

Seriousness:

 Autoimmune disorder, Chorea, Condition aggravated, Dizziness, Dyskinesia, Headache, Hepatomegaly, Muscle disorder, Visual disturbance

 HOSPITALIZED, SERIOUS

Other Vaccine
02-Jun-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1518F 1 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8854
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Jan-2008
Vaccine Date

11-Mar-2008
Onset Date

57
Days

03-Jun-2008
Status Date

FR
State

WAES0805USA05582
Mfr Report Id

This is a case of pregnancy follow-up reported on 14-APR-2008 by a consumer through the pregnancy registry. Information has been received from a 19 year
old female who on 14-JAN-2008 was vaccinated with a first dose of GARDASIL. Concomitant therapy included hormonal contraceptives (unspecified). The
patient started a spontaneous pregnancy (estimated date of conception: 23-MAR-2008) 9 days after receiving the second dose of GARDASIL (batch number
not reported) on 14-MAR-2008. No adverse reaction was reported. The patient had her last menstrual period on 11-MAR-2008. To be noted that the two doses
of vaccine were administered by the patient's mother who was a nurse. It was reported that due to pimple observed by her dermatologist, the dosage of the
patient's contraceptive pill was reduced. on 12- or 13-APR-2008, the patient noticed a delay in her menstruation and experienced abdominal pain. In April 2008
an ultrasound was performed and revealed incipient pregnancy. The patient had a voluntary termination of pregnancy on 25-APR-2008. The reason was that
vaccination was performed about one week before ovulation. The patient chose abortion because she was not 100% sure that there was no risk. In hospital,
she was also advised to abort. At the time of vaccination, the patient was on contraceptives, however she had gastroenteritis shortly before, then reducing the
efficiency of the pill according to the mother. The outcome was not reported. The case is closed. The reporter felt that abortion was an other medical event.
Other business partners included are: E2008-03459. No further information is available.

Symptom Text:

Hormonal contraceptives (unspecified) unk - unkOther Meds:
Lab Data:
History:
Prex Illness:

ultrasound, ??Apr08, Comment: due to abdominal pain and revealed incipient pregnancy
Gastroenteritis

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

314530-1

03-Jun-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abdominal pain, Abortion induced, Drug exposure during pregnancy, Menstruation delayed

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
02-Jun-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8855
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
28-May-2008
Vaccine Date

28-May-2008
Onset Date

0
Days

05-Jun-2008
Status Date

GA
State Mfr Report Id

Pt. was slumped over to Rt side, skin pale, cool & clammy to touch, c/o severe pain to Rt arm, cool compress applied to forehead & feet elevated, v/s unable to
obtain B/P x3, P 68, SPO2 97%.  EMS responded, wheezing auscultated x3 lobes, albuterol breathing Tx given, EMS transported pt to ER for evaluation.

Symptom Text:

Other Meds:
Lab Data:
History:

None knownPrex Illness:

None known

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

314546-1

05-Jun-2008
VAX Detail:

Last Edit Date

Seriousness:

 Cold sweat, Heart rate normal, Hypotonia, Oxygen saturation normal, Pain in extremity, Pallor, Wheezing

 ER VISIT, NOT SERIOUS

Other Vaccine
02-Jun-2008

Received Date

Prex Vax Illns:

TDAP
HPV4

SANOFI PASTEUR
MERCK & CO. INC.

C2937BA
0524U

5
0

Right arm
Left arm

Intramuscular
Intramuscular



10 JUN 2008 06:27Report run on: Page 8856
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
22-May-2008
Vaccine Date

31-May-2008
Onset Date

9
Days

05-Jun-2008
Status Date

NC
State Mfr Report Id

05/31/08- SOB and chest pain                     06/01/08- Chest pain, pericardial effusion, PericarditisSymptom Text:

Ventolin, Prednisone, Zithromax, IbuprofenOther Meds:
Lab Data:
History:

NONEPrex Illness:

Asthma

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
16.0

314559-1 (S)

05-Jun-2008
VAX Detail:

Last Edit Date

Seriousness:

 Chest pain, Dyspnoea, Pericardial effusion, Pericarditis

 ER VISIT, HOSPITALIZED, SERIOUS

Other Vaccine
02-Jun-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. UNKNOWN 0 Unknown Intramuscular



10 JUN 2008 06:27Report run on: Page 8857
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
20-Feb-2008
Vaccine Date

Unknown
Onset Date Days

05-Jun-2008
Status Date

NY
State Mfr Report Id

LMP 2/5/08 GARDASIL #3 given 2/20/08 pt. current pregnant.Symptom Text:

noneOther Meds:
Lab Data:
History:
Prex Illness:

sono. -> IUP at 7w 2d (LMP 8w 3d) 4/4/08

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

314579-1

05-Jun-2008
VAX Detail:

Last Edit Date

Seriousness:

 Drug exposure during pregnancy

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
02-Jun-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8858
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
18-Mar-2008
Vaccine Date

19-Mar-2008
Onset Date

1
Days

04-Jun-2008
Status Date

FL
State

WAES0805USA04752
Mfr Report Id

Information has been received from a certified medical assistant concerning a 11 year old female with seizure activity, temporal lobe lesion (is taking
topiramate), no history of drug reactions/allergies, and a history of headache and migraine who on 18-MAR-2008 was vaccinated with a first dose of GARDASIL
(lot # 659962/1740U) 0.5 ml IM In the left deltoid. Concomitant therapy also given on 18-MAR-2008 included MENACTRA, diphtheria toxoid (+) pertussis
acellular vaccine (unspecified) (+) tetanus toxoid. Other concomitant therapy included TOPAMAX. On 19-MAR-2008, the day after the first dose of GARDASIL,
the patient experienced seizure activity at school, but it was not reported to the doctor's office at that time. On 19-MAY-2008, the patient was vaccinated with a
second dose of GARDASIL (lot # 659962/1740U) 0.5 ml IM in the left deltoid. That evening, the patient had a seizure. Medical attention was sought in the
office. Spectrascopy test result was normal; unknown when the test was performed. There was no fever post vaccination. Subsequently, the patient recovered
from the seizure. Upon internal review, the seizures were considered to be Other Important Medical Events. Additional information has been requested.

Symptom Text:

TOPAMAXOther Meds:
Lab Data:
History:

Convulsion; Brain lesionPrex Illness:

diagnostic procedure - spectrascopy test: normal
Headache; Migraine

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
11.0

314661-1

04-Jun-2008
VAX Detail:

Last Edit Date

Seriousness:

 Condition aggravated, Convulsion, Vaccine positive rechallenge

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
03-Jun-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1740U 0 Left arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8859
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
Unknown

Vaccine Date
Unknown

Onset Date Days
04-Jun-2008
Status Date

FR
State

WAES0805USA05462
Mfr Report Id

Information has been received from the health authority agency (ref. # PEI2008006875) concerning a 14 year old female who on an unspecified date was
vaccinated with a first dose of GARDASIL (lot # not reported).  On an unspecified date, the patient was vaccinated with a second dose of GARDASIL (lot # not
reported).  Subsequently, after the first vaccination with GARDASIL, the patient felt unwell and experienced dizziness, headache, and body pain.  The outcome
was not reported.  These events were reported as non-serious.  After the second dose of GARDASIL, on an unknown date, the patient developed severe skin
rash, facial herpes zoster (twice), body pain and severe "nerve impairment in the knee" as reported by the patient's mother.  She was hospitalized for several
weeks.  At the time of reporting, the patient had not yet recovered.  Treatment with antiepileptic garbapentin was started on an unknown date.  Other business
partner numbers included: E2008-04768 and E2008-04680.  No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

Unknown
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
14.0

314662-1 (S)

04-Jun-2008
VAX Detail:

Last Edit Date

Seriousness:

 Dizziness, Headache, Herpes zoster, Malaise, Nerve injury, Pain, Rash

 HOSPITALIZED, SERIOUS

Other Vaccine
03-Jun-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8860
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
08-May-2007
Vaccine Date

18-May-2007
Onset Date

10
Days

04-Jun-2008
Status Date

FR
State

WAES0805USA05464
Mfr Report Id

Information has been received from a physician concerning a 22 year old female, with no relevant history reported, who on 08-MAY-2007 was vaccinated with
the first dose of GARDASIL, lot #, route and site not reported.  Ten days post vaccination (18-MAY-2007), the patient developed relapsing genital exanthema
with blisters, redness and severe itching.  Additionally she complained about underbelly paresthesia.  The second dose of GARDASIL, was given 02-JUL-2007,
and the third dose of GARDASIL was given on 03-NOV-2007.  The patient had been examined by several gynecologists and dermatologists who obtained
diagnostic testing.  Allergological tests (not otherwise specified) were carried out with no pathological findings.  Relevant laboratory test data revealed the
following: Herpes Simplex Virus Type 1/2 IgM was equal to 1.05 (slightly positive); serum immunoglobulin G (IgG) was negative; c-reactive protein was 39
mg/dl; varicella zoster immunoglobulin G antibody test (VZV IgG) was increased; and a vulvular biopsy on an unspecified date showed non-specific signs of
inflammation.  No cause was found for the patients experiences.  Treatment with (acyclovir) was started on an unknown date with no improvement of
symptoms.  At the time of reporting the patient has not yet recovered.  The reporting physician determined the genital rash and paresthesia to be an other
important medical event and assessed the relation to GARDASIL as unlikely, he pointed out, just the temporal relation.  The file has been closed.  Other
business partner numbers include E20080-04739.  No further information is available.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Prex Illness:

vulvar biopsy, non-specific signs of inflammation; allergy test, no pathological findings; diagnostic laboratory test, VZV IgG Ab; HSV type 1 and/or 2
identification PCR, 1.05, slightly positive; serum C-reactive protein, 39 mg/l; serum imm
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
22.0

314663-1

04-Jun-2008
VAX Detail:

Last Edit Date

Seriousness:

 Blister, Erythema, Paraesthesia, Pruritus, Rash

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
03-Jun-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8861
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
01-Feb-2008
Vaccine Date

01-Feb-2008
Onset Date

0
Days

04-Jun-2008
Status Date

AL
State

WAES0805USA05641
Mfr Report Id

Information has been received from a nurse concerning a female patient (age not reported) who on an unspecified date was vaccinated with a first 0.5 mL dose
of GARDASIL.  Immediately after, she experienced a seizure and urinary incontinence.  In approximately February 2008 ("past few months"), the patient
experienced a seizure and urinary incontinence immediately after receiving the second dose of GARDASIL.  The nurse reported that the patient recovered
within a minute or two with no memory of what had happened.  No treatment was required.  Upon internal review, the patient's seizures were considered other
important medical events.  Additional information has been requested.

Symptom Text:

UnknownOther Meds:
Lab Data:
History:
Prex Illness:

None
Unknown

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
Unknown

314664-1

04-Jun-2008
VAX Detail:

Last Edit Date

Seriousness:

 Convulsion, Immediate post-injection reaction, Memory impairment, Urinary incontinence, Vaccine positive rechallenge

 ER VISIT, NOT SERIOUS

Other Vaccine
03-Jun-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8862
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
14-Nov-2007
Vaccine Date

Unknown
Onset Date Days

04-Jun-2008
Status Date

FR
State

WAES0805USA06160
Mfr Report Id

Information has been received from an agency (Ref. #PEI2008006874) via a letter from the mother of a 15 year old female patient with a history of Epstein-Barr
Virus (EBV) infection (2005) and reduced general condition who on 21-AUG-2007 was vaccinated with the first dose of GARDASIL.  On 14-NOV-2007, the
patient was vaccinated with the second dose of GARDASIL.  Concomitant medication was not reported.  It was worth noting that the patient already had a
reduced general condition since the EBV infection and often felt asthenic and dizzy.  In approximately November 2007 (exact date was not reported), the
patient was treated for borreliosis (although Borrelia was not detected) with rifampicin after the second vaccination.  Since the second vaccination the patient
often experienced a loss of consciousness and sudden speech disorder attacks and she was admitted to the hospital (dates not reported).  All examinations
performed (EEG, MRI and CSF) were normal.  Symptoms did not improve and the patient was again hospitalized in December 2007 with the same results.
From December 2007 until mid February 2008, the patient's condition was good.  On 19-FEB-2008, the patient developed again attacks of dizziness and she
felt asthenic.  She also experienced headache which was probably caused by the lumbar puncture.  On 21-FEB-2008, the patient was not able to walk,
although she had no sensory disorder nor paresis and was again hospitalized.  A neurological examination was performed which was normal and
psychosomatic disorder was suspected.  The causality and outcome of the events were not reported.  Other business partner numbers included: E2008-04673.
 Additional information is not expected.

Symptom Text:

UnknownOther Meds:
Lab Data:

History:
Asthenia; Dizziness; Reduced general conditionPrex Illness:

electroencephalography, ??Nov?07, normal; magnetic resonance imaging, ??Nov?07, normal; neurological examination, 21?Feb08, normal; cerebrospinal fluid
analysis, ??Nov?07, normal
Epstein-Barr virus infection

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
15.0

314665-1 (S)

04-Jun-2008
VAX Detail:

Last Edit Date

Seriousness:

 Abasia, Asthenia, Condition aggravated, Dizziness, General physical health deterioration, Headache, Loss of consciousness, Post lumbar puncture syndrome,
Speech disorder

 HOSPITALIZED, SERIOUS

Other Vaccine
03-Jun-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown



10 JUN 2008 06:27Report run on: Page 8863
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
05-May-2008
Vaccine Date

05-May-2008
Onset Date

0
Days

04-Jun-2008
Status Date

IA
State Mfr Report Id

Pt c/o extremely sore arm, tenderness at injection site, and inability to lift arm above head since receiving 3rd Gardasil injection. Injection was given 5/05/08
and patient continued to c/o symptoms 5/20/08. Patient tried ice and ibuprofen with very minimal relief.

Symptom Text:

Citalopram Hydrobromide 20mg, Mircette, ValtrexOther Meds:
Lab Data:
History:

NonePrex Illness:

Ehlers-Danlos Syndrome, Dysmenorrhea, Depression

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
19.0

314768-1

04-Jun-2008
VAX Detail:

Last Edit Date

Seriousness:

 Injected limb mobility decreased, Injection site pain, Pain in extremity

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
03-Jun-2008

Received Date

Prex Vax Illns:

HPV4 MERCK & CO. INC. 1968U 2 Right arm Intramuscular



10 JUN 2008 06:27Report run on: Page 8864
VAERS Line List Report

Vax Type:  HPV4    All comb. w/AND

FDA Freedom of Information Distribution

MedDRA PT

Age
F

Gender
02-Jun-2008
Vaccine Date

02-Jun-2008
Onset Date

0
Days

04-Jun-2008
Status Date

MI
State Mfr Report Id

Administered Tdap, Hep A, and then HPV4.  Within 5-10 seconds following the HPV4 client fainted, was unconscious for approx 15-20 seconds, woke up with
ammonia inhalents.  Color pale but pulse at approx 60/min and resp from 12-14/minute.  Assisted to exam table, remained in clinic for 30 minutes under
observation.  Grandmother with client--states has hx of being "woozy". Menactra given after recovery.

Symptom Text:

NoneOther Meds:
Lab Data:
History:

NonePrex Illness:

none
None, no allergies noted.

Vaers Id:

Type Manufacturer Lot Prev Doses Site Route
18.0

314769-1

04-Jun-2008
VAX Detail:

Last Edit Date

Seriousness:

 Heart rate, Loss of consciousness, Pallor, Respiratory rate, Syncope

 NO CONDITIONS, NOT SERIOUS

Other Vaccine
03-Jun-2008

Received Date

Prex Vax Illns:

914

25

Total Non Serious 

Total Death:

7925

8864

Total Serious Non Fatal:

Total All Reports:

10%

89%

0%

TDAP
MNQ
HPV4
HEPA

SANOFI PASTEUR
SANOFI PASTEUR
MERCK & CO. INC.
GLAXOSMITHKLINE
BIOLOGICALS

C2688AA
U2562AA
0067X
AHAVB114AH

0
0
0
0

Left arm
Right arm
Right arm
Left arm

Intramuscular
Intramuscular
Intramuscular
Intramuscular


